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FORMAL RULEMAKING AND JUDICIAL RE-
VIEW: PROTECTING JOBS AND THE ECON-
OMY WITH GREATER REGULATORY TRANS-
PARENCY AND ACCOUNTABILITY

TUESDAY, MAY 31, 2011

HOUSE OF REPRESENTATIVES,
SUBCOMMITTEE ON COURTS,
COMMERCIAL AND ADMINISTRATIVE LAW,
COMMITTEE ON THE JUDICIARY,
Washington, DC.

The Subcommittee met, pursuant to call, at 4:05 p.m., in room
2141, Rayburn House Office Building, the Honorable Trey Gowdy,
(Vice-Chairman of the Subcommittee) presiding.

Present: Representatives Gowdy, Franks, and Quigley.

Also Present: Representative Conyers.

Staff Present: (Majority) John Hilton, Counsel; Johnny Mautz,
Counsel; Allison Rose, Professional Staff Member; Ashley Lewis,
Clerk; (Minority) James Park, Subcommittee Chief Counsel; and
Susan Jensen-Lachmann, Counsel.

Mr. Gowpy. The Subcommittee will come to order. This is the
Subcommittee on Courts, Commercial and Administrative Law. It
is a hearing on formal rulemaking and judicial review, protecting
jobs and the economy with greater regulatory transparency and ac-
countability.

I want to welcome our three witnesses. I will recognize myself for
an opening statement and then recognize the gentleman from Illi-
nois.

Today the Subcommittee continues to examine whether Washing-
ton’s regulatory scheme cycles job creation and impedes economic
growth, and will look at practical, commonsense alternatives to the
status quo which has placed a $1.75 trillion regulatory burden on
the back of our economy.

Our specific focus today will be on whether increased use of for-
mal rulemaking and more vigorous judicial review can help to take
unnecessary and redundant deleterious regulations out of the equa-
tion.

For the first 3 decades after the Administrative Procedure Act
was adopted in 1946, agencies routinely made regulations by for-
mal rulemaking. As a former prosecutor I am aware of the value
of this process. Like a trial, formal rulemaking allows persons who
are affected by a proposed regulation to introduce evidence, call
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witnesses to testify under oath, and, most critically, cross-examine
other witnesses.

Since the 1970’s, however, agencies have avoided formal rule-
making whenever possible, and courts rarely require agencies to
engage in it. Instead, agencies make regulations through informal
notice and comment procedures. This offers the public and regu-
lated entities less opportunity to challenge agency predispositions
in the rulemaking process. It also shields burdensome rules from
the most effective way to vet them for mistakes.

Another factor that encourages excessive regulation is the def-
erential standards of judicial review courts apply when a regula-
tion is challenged. When an agency makes a regulation through in-
formal rulemaking, a court will uphold that regulation unless it is
arbitrary, capricious, an abuse of discretion, or otherwise not in ac-
cordance with law. A regulation made by formal rulemaking is
upheld if it is based on substantial evidence, but courts often treat
these standards as identical and lenient, which I am sure our wit-
nesses can and hopefully will address.

The Supreme Court has held that a court should be, quote, at its
most deferential when an agency makes a scientific determination
in the process of rulemaking. This principle has been called “super-
deference,” although that term certainly cannot be found anywhere
in the text of the Administrative Procedure Act. Courts defer to
agencies’ legal conclusion according to the well-established Chevron
doctrine. If Congress has granted an agency the discretion to make
a rule, then the rule will be upheld if it is reasonable. Less clear
is how a court should treat an agency’s own determination of
whether Congress actually granted the agency the discretion to
make the rule in the first instance.

Relatedly, courts also defer to an agency’s own interpretation of
its own sometimes ambiguous regulations. How a court should ap-
proach these questions is up for discussion at today’s hearing.

Finally, at our hearing on February 28, 2011, we heard testi-
mony that courts should be able to review agency compliance with
the Information Quality Act and other statutes that are ancillary
to the APA rulemaking process. This Subcommittee will also hope-
fully be able to explore that suggestion in more depth today.

I look forward to our witnesses’ testimony. And again I thank
you for your presence.

[The prepared statement of Mr. Gowdy follows:]

Prepared Statement of the Honorable Trey Gowdy, a Representative in Congress
from the State of South Carolina, and Vice-Chairman, Subcommittee on Courts,
Commercial and Administrative Law

Today the Subcommittee continues to examine why Washington’s regulatory sys-
tem stifles job creation and impedes economic growth, and will look at practical,
common-sense alternatives to the over-burdensome status quo that has placed a
$1.75 trillion regulatory burden on the back of our economy.

Our specific focus today will be on whether increased use of formal rulemaking
and more vigorous judicial review can help to tame out-of-control regulation.

For the first three decades after the Administrative Procedure Act was adopted
in 1946, agencies routinely made regulations by formal rulemaking. As a former
prosecutor, I am aware of the value of this process. Like a trial, formal rulemaking
allows persons who are affected by a proposed regulation to introduce evidence, call
witnesses to testify under oath, and—critically—cross-examine other witnesses.

Since the 1970s, however, agencies have avoided formal rulemaking whenever
possible, and courts rarely require agencies to engage in it. Instead, agencies make
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regulations through informal, notice-and-comment procedures. This offers the public
and regulated entities less opportunity to challenge agency predispositions in the
rulemaking process. It also shields burdensome rules from the most effective way
to vet them for mistakes.

Another factor that encourages excessive and misguided regulation is the deferen-
tial standards of judicial review courts apply when a regulation is challenged. When
an agency makes a regulation through informal rulemaking, a court will uphold that
regulation unless it is “arbitrary, capricious, an abuse of discretion, or otherwise not
in accordance with law.” A regulation made by formal rulemaking is upheld if it is
based on “substantial evidence.” But courts often treat these standards as identical
and lenient, which I am sure our witnesses can address.

The Supreme Court has held that a court should be “at its most deferential” when
an agency makes a “scientific determination” in the course of rulemaking. This prin-
ciple has been called “super-deference,” although that term certainly is not found
anywhere in the text of the Administrative Procedure Act.

Courts defer to agencies’ legal conclusions according to the well-established Chev-
ron doctrine: If Congress has granted an agency the discretion to make a rule, then
the rule will be upheld if it is reasonable. But less clear is how a court should treat
an agency’s own determination of whether Congress actually granted the agency the
discretion to make the rule. Relatedly, courts also defer to an agency’s own interpre-
tation of its own ambiguous regulation. How courts should approach these questions
is up for discussion at today’s hearing.

Finally, at our hearing on February 28, 2011, we heard testimony that courts
should be able to review agency compliance with the Information Quality Act and
other statutes that are ancillary to the Administrative Procedure Act rulemaking
prgcess. The Subcommittee will be able to explore that suggestion in more depth
today.

I look forward to our witnesses’ testimony and reserve the balance of my time.

Mr. GowDy. At this point, I recognize the gentleman from Illi-
nois, Mr. Quigley.

Mr. QUIGLEY. Thank you, Mr. Chairman. As the overarching pro-
cedural framework for the Federal administrative agencies, the Ad-
ministrative Procedure Act, or APA, is largely responsible for cre-
ating a regulatory process that is best characterized as balanced.
On one hand the APA provides procedural protections sufficient to
guarantee all affected parties both due process and decisions based
on accurate factual findings. On the other hand, it gives adminis-
trative agencies a great deal of rulemaking informality and flexi-
bility. It is this informality and flexibility that allows agencies to
confront the myriad of complex problems that American society
must face to protect the public from harm.

Congress has generally seen fit to permit this level of flexibility
because of the agencies’ expertise in specific areas of public policy.
This allows the agencies to tailor their response to specific prob-
lems in a way that Congress, the courts, and the elected executive
branch officials cannot.

In light of the need to maintain this balance developed over dec-
ades of practice, agencies have largely abandoned formal rule-
making in favor of the still substantial procedural requirements of
informal rulemaking. Likewise, the courts have adopted a stance
that is mostly deferential to agency decision making, while still ex-
ercising real scrutiny through the, “Hard-Look Doctrine” under
which courts will carefully scrutinize an agency’s informal rule-
making process while being careful to avoid the taint of “rule-
making from the bench.”

Both the expanded use of formal rulemaking and more stringent
judicial review of agency rulemaking conflict with the longstanding
balance between procedural protections and rulemaking flexibility,
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and they would hamper government’s ability to respond promptly
to pressing societal problems.

Most scholars of administrative law, regardless of ideological per-
suasion, appear to agree that expanding the use of formal rule-
making is effectively the equivalent of simply stopping rulemaking
in its tracks.

Formal rulemaking is an adversarial process in which the agency
and affected parties engage in a trial-type process to determine
whether a proposed rule should go into effect. Moreover, formal
rulemaking places the burden of proving that a proposed rule is
supported by substantial evidence on the agency, which is a fairly
high burden to meet.

More than two generations of expertise with formal rulemaking
has taught us that it adds little to the accuracy or fairness of the
rulemaking process, while tremendously increasing costs and delay.

Similar concerns exist with respect to imposing a more stringent
judicial review standard. As with the expanded use of formal rule-
making procedures, Congress considered and rejected creating a
more stringent judicial review standard for agency rulemaking
back in the early 1980’s. The concerns expressed then continue to
exist today. Heightened judicial review would increase costs and
delay in the process by opening the door to unending appeals in
which parties opposed to a given rule will ask simply to second-
guess the wisdom of that rule.

Finally, we should be careful about extending judicial review re-
quirements to other statutes that touch on administrative proce-
dure, including the Information Quality Act, or IQA.

While the discussion of how much regulation we should have in
our society today is one we should embrace, it is also one we must
get right. There is indeed a healthy tension between the tug on in-
dustry to be free of constraints to fuel innovation, growth in job
creation, and the duty of regulators to shape policy that will thrive
to the public’s health, safety, and welfare.

Effective regulation is a complex balancing act, the result of a
vigorous process that weighs costs against benefits.

While I look forward to hearing the testimony of our distin-
guished panel of witnesses today, I am inclined to think that the
rulemaking procedures instituted by the APA and further clarified
by the courts have properly struck this balance.

Mr. Chairman, I close with an anecdotal reminder that we
should be wary of returning to an APA of old. In the 1960’s, of the
16 formal rulemakings under the Food, Drug, and Cosmetic Act,
not one was completed in less than 2 years, and the average time
that elapsed between first proposal and final order was 4 years. In
one proceeding, the question concerned whether the FDA should re-
quire that peanut butter contain at least 90 percent peanuts as op-
posed to 87 percent peanuts. In the peanut butter case, a govern-
ment witness was cross-examined for an entire day about a survey
of cookbook and patented peanut butter formulas, missing recipes,
and his personal preferences regarding peanut butter.

I think that you and I can agree that while we may celebrate the
fact that the personal peanut butter preferences in this room likely
range from extra creamy to extra chunky, America has far too
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many challenges in front of it today to dedicate taxpayer resources
to investigating such matters. Thank you, and I yield back.

Mr. Gowpy. I thank the gentleman from Illinois.

The Chair at this point would recognize the former Chairman of
the full Committee, the gentleman from Michigan Mr. Conyers.

Mr. CoNYERS. Thank you, Mr. Trey Gowdy, Vice-Chairman of
this Subcommittee, who in your first term has accomplished more
than most Members of Congress. Your meteoric rise is sometimes
frightening. But I am happy to be here with you and will try to re-
mind you of some of the history that is involved in this notion of
having agencies have trials in terms of their rulemaking. And as
a former prosecutor, you have gotten into that mode pretty well
across the years, and you have done quite brilliantly in that regard.

Mr. Gowpy. Thank you.

Mr. CONYERS. But this is not a trial. The agency rules should not
be subjected to a trial. The infamous peanut butter case with the
FDA, in which it took 10 years under the process that you now rec-
ommend to determine whether 90 percent or 87 percent of the pea-
nut butter should have peanuts in it, that is almost Saturday
Night Live material.

But I want to also remind you that even another colleague of
ours in the other body, Mark Warner, is sympathetic to some kind
of change. But he has restrained himself—even though I might re-
mind you that he too is a freshman in the other body—about this
whole idea.

Now, I am going to study your comment that the more formal-
ized rulemaking will help create jobs. This is the most astounding
statement that I have heard this week in the House of Representa-
tives. And as one who comes from a place that needs jobs des-
perately, if there is a scintilla of evidence that would support that
premise, you and I are going to be on whatever legislation that you
will attach to that theory. It is clearly another way of trying to stop
the ObamaCare bill, as I like to call it, the new health care reform
measure, by subjecting it to even more delay because there are so
many requirements for agency regulations. And I want to give the
conservative leadership credit in the House, that even after they
lose the vote, they never give up. And I admire that kind of deter-
mination to even undermine a popular vote in the House of Rep-
resentatives.

It reminds me of what the dean of the House of Representatives,
John Dingell of Michigan, talked about in 1982. I don’t know what
you were doing then. I warrant you weren’t even practicing law
then. But nevertheless, Chairman Dingell talked about that they
were opposing comprehensive regulatory reform legislation that fol-
lows to a “T” what is being proposed in the notion that is before
us today. And Chairman Dingell charged opponents with the accu-
sation that the legislation wouldn’t improve Federal rulemaking
but rather would harm it by creating further delays and giving a
small group of people an unfair advantage in getting heard during
the process.

I have some other comments to make, but I think you get my
drift.kI will turn back my time and thank you for allowing me to
speak.

Mr. Gowpy. I thank the gentleman from Michigan.
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Without objection, other Members’ opening statements will be
made part of the record.
[The prepared statement of Mr. Quigley follows:]

Statement of the Honorable Mike Quigley
For the Hearing on “Final Rulemaking and Judicial Review:
Protecting Jobs and the Economy with Greater Regulatory
Transparency and Accountability”
Before the Subcommittee on Courts, Commercial and
Administrative Law

Tuesday, May 31, 2011 at 4:00 p.m.
2141 Rayburn House Office Building

As the overarching procedural framework for federal
administrative agencies, the Administrative Procedure
Act, or APA, is largely responsible for creating a

regulatory process that is best characterized as a balance.

On the one hand, the APA provides procedural
protections sufficient to guarantee all affected parties both
due process and decisions based on accurate factual
findings. On the other hand, it gives administrative
agencies a great deal of rulemaking informality and

flexibility.
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It is this informality and flexibility that allows
agencies to confront the myriad complex problems that
American society must face and to protect the public from

harm.

Congress has generally seen fit to permit this level of
flexibility because of agencies’ expertise in specific areas
of public policy, which allows agencies to tailor their
response to specific problems in a way that Congress, the

courts, and elected Executive Branch officials cannot.

In light of the need to maintain this balance,
developed over decades of practice, agencies have largely
abandoned formal rulemaking in favor of the still-
substantial procedural requirements of informal

rulemaking.
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Likewise, the courts have adopted a stance that is
mostly deferential to agency decisionmaking while still
exercising real scrutiny through the “hard look™ doctrine,
under which courts will carefully scrutinize an agency’s
informal rulemaking process while being careful to avoid

the taint of “rulemaking from the bench.”

Both the expanded use of formal rulemaking and
more stringent judicial review of agency rulemaking
conflict with the longstanding balance between procedural
protections and rulemaking flexibility, and they would
hamper government’s ability to respond promptly to

pressing societal problems.

Most scholars of administrative law — regardless of
ideological persuasion — appear to agree that expanding
the use of formal rulemaking is effectively the equivalent

of simply stopping rulemaking in its tracks.

3
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Formal rulemaking is an adversarial process in which
the agency and affected parties engage in a trial-type
process to determine whether a proposed rule should go

into effect.

It’s a process that employs cross-examination of
witnesses by interested parties, the presentation of
evidence by any interested party, and the presence of an
administrative law judge or other presiding officer who
can make evidentiary rulings, issue subpoenas, and make

other decisions concerning the conduct of the proceeding.

Moreover, formal rulemaking imposes the burden of
proving that a proposed rule is supported by substantial
evidence on the agency, which is a fairly high burden to

meet.
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More than two generations of experience with formal
rulemaking has taught us that it adds little to the accuracy
or fairness of the rulemaking process, while tremendously

increasing cost and delay.

Indeed, as far back as 1941, the Attorney General’s
Committee on Administrative Procedure, in a Final
Report that ultimately led to the APA’s enactment,
described formal rulemaking as “cumbersome and
expensive” and further noted that restrictions imposed by
the Bituminous Coal Act — which required adversary

proceedings — had “nearly induced paralysis.”

Similar concern about the use of trial-like procedures
in the rulemaking process surfaced 30 years ago, when
Congress considered and rejected legislation that would
have, among other things, expanded the use of so-called

“hybrid” rulemaking for major rules.

5
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In a 1982 report, the Congressional Research Service
concluded that this legislation, which would have
included the opportunity for parties to cross-examine
agency officials, was “ineffective, costly and a source of
delay and uncertainty and an increased risk of judicial

reversal on procedural grounds.”

I ask unanimous consent that copies of Chapter VII
of the 1941 Final Report of the Attorney General’s
Committee on Administrative Procedure and the
Congressional Research Service report on “The Future of
Public Participation in Informal Agency Rulemaking
Under Pending Regulatory Reform Proposals,” dated

December 7, 1982, be entered into the record.

Similar concerns exist with respect to imposing a

more stringent judicial review standard.

6
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As with the expanded use of formal rulemaking
procedures, Congress considered and rejected creating a
more stringent judicial review standard for agency
rulemaking back in the early 1980°s. The concerns

expressed then continue to exist today.

Heightened judicial review would increase costs and
delay in the rulemaking process by opening the door to
unending appeals in which parties opposed to a given rule
will ask courts simply to second-guess the wisdom of that

rule.

I fear that this would do little to maximize the
benefits or minimize the costs of regulation, but instead
primarily serve as a way for moneyed interests to engage
in dilatory tactics to stop vital public health and safety

rules from going into effect.
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Finally, we should be careful about extending judicial
review requirements to other statutes that touch on
administrative procedure, including the Information

Quality Act, or IQA.

Critics in the scientific community in particular claim
that the IQA - which, among other things, allows industry
to challenge any scientific data disseminated by a federal
agency - is simply a tool that allows corporations to try to
discredit any information that is contrary to their business
interests, whether they be coal companies challenging the
bases for clean air regulations, pharmaceutical companies
challenging safety concerns about new medication, or
mining companies challenging the need for better mine

safety rules.



14

I question the wisdom of extending judicial review of
agency compliance with the IQA when the wisdom of the

IQA itself is questionable.

While the discussion of how much regulation we
should have in our society today is one we should

embrace, it is also one we must get right.

There is indeed a healthy tension between the tug on
industry to be free of constraints to fuel innovation,
growth, and job creation, and the duty of regulators to
shape policy that will provide for the public’s health,

safety, and welfare.

Effective regulation is a complex balancing act, the
result of a rigorous process that weighs costs against

benefits.
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While I look forward to hearing the testimony of our
distinguished panel of witnesses here today, I am inclined
to think that the rule-making procedures instituted by the
APA and further clarified by the courts have properly
struck this balance, and the proposals before us today
would serve only to hamper government’s ability to
respond promptly to great societal problems and

challenges of our day.

Mr. Chairman, I close with an anecdotal reminder

that we should be wary of returning to an APA of old.
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In the 1960's, of 16 formal rulemakings under the
Food, Drug and Cosmetic Act, not one was completed in
less than two years and the average time elapsed between
first proposal and final order was four years. In two of
the 16 cases, the formal rulemaking proceedings took
more than a decade, including one proceeding to
determine whether the Food and Drug Administration
(FDA) should require that peanut butter contain at least
90% peanuts (as the FDA proposed) as opposed to 87%
peanuts (as proposed by industry.)

In the peanut butter case, a government witness was
examined and cross-examined for an entire day about a
survey of cookbook and patented peanut butter formulas,
missing recipes, and his personal preferences regarding

peanut butter.
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Mr. Chairman, I think you and I can agree that, while
we may celebrate the fact that the personal peanut butter
preferences in this room today likely range from extra
creamy to extra chunky, Congress simply lacks the
resources in this tough fiscal climate to spend its time

investigating such matters.

Thank you and I yield back.
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[The prepared statement of Mr. Conyers follows:]

Statement of the Honorable John Conyers, Jr.
for the Hearing on “Formal Rulemaking and Judicial Review:
Protecting Jobs and the Economy with Greater Regulatory
Transparency and Accountability”
Before the Subcommittee on Courts, Commercial and
Administrative Law

Tuesday, May 31, 2011, at 4:00 p.m.
2141 Rayburn House Office Building

[ have been saying for some time now that this
Subcommittee has wasted an inordinate amount of
time addressing ways to obstruct the administrative
rulemaking process. Today’s hearing — the seventh
such hearing in less than five months — will,

unfortunately, be no different.

While we have spent seven hearings to date on
how to improve the bottom line of private industry, |
note that this Subcommittee has not held a single
hearing this Congress on the ongoing home
foreclosure crisis that is ravaging communities

across our Nation.
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Nor, has the Subcommittee devoted any time at
all examining what could very well be the next
subprime mortgage crisis, namely, the tremendous
educational loan debt that students are being saddled

with in an a recessionary economy.

Just last week, as some of you may know,
Ranking Member Steve Cohen and I introduced
H.R. 2028, the “Private Student Loan Bankruptcy
Fairness Act of 2011,” which would provide
meaningful relief to students overburdened with

private school loan debt.

Rather, this Subcommittee appears to be
steadfastly committed to finding ways to promote
the interests of big business by hobbling and slowing

down the administrative rulemaking process.
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And, what would be the impact of slowing down
the rulemaking process? It means that rules intended
to protect the health and safety of American citizens

will take longer to promulgate and become effective.

We are talking about regulations that protect the
quality of the air we breathe, the water we drink, and

the food we consume.

And, we are also talking about rules that ensure
the safety of the cars we drive, the airplanes that

convey us, and the places where we work.

Slowing down the promulgation of these rules
would only serve to put Americans at greater risk,
while allowing polluters, makers of dangerous toys,
and manufacturers of tainted drugs more time to

avoid regulation.
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Indeed, the benefits of regulation far outweigh
the costs. The latest draft Office of Management
and Budget report to Congress on the cost and
benefits of regulations concluded that for fiscal year
2010, federal regulations cost between $6.5 billion
and $12.5 billion but resulted in between $23.3
billion and $82.3 billion in benefits.

In other words, even when taking the highest
cost estimate and the lowest benefit estimate, the
benefits of federal regulation last fiscal year were

nearly double the costs.

While admittedly the rulemaking process is
probably not perfect, the proposals we will be
discussing today will make that process much worse,

not better.
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For example, the proposal to expand the use of
the Administrative Procedure Act’s formal
rulemaking procedures has been soundly rejected by
virtually every administrative law scholar of all
ideological persuasions as unnecessary and even

harmful to the rulemaking process.

More than one commentator, in fact, has said
that expanding the use of formal rulemaking is
simply another way of telling agencies to stop
issuing rules, including the kind of public health and
safety rules that [ just alluded to.

It is puzzling to me why my friends on the other
side of the aisle are promoting this idea when, in
fact, more than a generation ago a similar idea was

considered and rejected by Congress?
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Are we, yet again, being offered old wine in new

bottles without any good reason.

Encumbering rulemaking with trial-like
requirements such as cross-examination of
government witnesses would not meaningfully
improve the accuracy or fairness of agency
decisionmaking. Rather, it would greatly increase

the cost and delay of issuing regulations.

Current informal, notice-and-comment
rulemaking already imposes numerous procedural
requirements. Formal rulemaking procedures, on the
other hand, would severely hamper the ability of
agencies to promulgate beneficial rules or to revise

or rescind existing regulations.
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Formal rulemaking would also favor industry,
which has the ability to fund protracted cross-
examination and dilatory challenges to agency fact
findings, while taxpayers would have to fund the

agency’s ligation expenses.

And it would allow these regulated entities to
effectively shape the agency’s rulemaking record to

their advantage.

There is also the risk that requiring more formal
rulemaking will cause agencies to rely more on
adjudications or guidance documents and other non-
rulemaking processes as a means of policymaking,

something that is not in anyone’s interest.
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I would also be wary of statutorily creating a
more stringent judicial review standard for agency

rulemaking.

More stringent judicial review — like formal
rulemaking — would make rulemaking even more
costly and time-consuming for agencies. This would
force agencies to adopt more detailed factual records
and explanations, effectively making it a back-door
way to impose more procedural requirements on

agency rulemaking.

Also, a more stringent, less deferential judicial
review standard runs the risk that judges could
effectively make public policy from the bench
without the specialized expertise that agencies
possess. It also could allow a judge to impose his or
her personal policy preferences as part of their

review of an agency rule.



26

A more stringent judicial review standard opens
the door to abusive litigation by well-funded
business entities and others who oppose regulations
generally by creating more opportunities to appeal
an agency’s decisions, which would make
rulemaking more costly and expensive without
maximizing the benefits or minimizing the costs of

regulation.

I find it particular ironic that the Majority —
which has long decried “judicial activism” and
“abusive litigation by trial lawyers” — would support
insinuating both of these elements as part of so-

called regulatory reform efforts.

As has been shown time and again, the benefits
of regulation far exceed its costs. Measures that
ultimately are designed to hobble or prevent

regulation altogether therefore put society at risk.
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This effort is just another example of how some
want to allow the fox to guard the chicken coop, and
we all know how well that worked given the events
that led to the Great Recession.

Even former Federal Reserve Chairman Alan
Greenspan, one of the most ardent proponents of
unregulated capitalism in the marketplace, belatedly

recognized he was wrong.

Likewise, I believe both measures that we will
consider today are wrongheaded. Perhapsitisa
sign of desperation that big business — in trying to
stop regulation — seeks to push long-discredited
ideas that prioritizes profit over consumer

protection.

10
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I hope we can stop wasting our time on these
types of hearings — which almost fetishize corporate
interest above broader societal interest — and get
back to focusing on issues that matter to ordinary

Americans.

11

Mr. GowDpY. We have a very distinguished panel of witnesses
today. Each of the witnesses’ written statements will be entered
into the record in its entirety. I ask that each witness summarize
his testimony in 5 minutes or less. To help you stay within that
time frame, you will notice, hopefully, some lights illuminating red,
yellow, and green. And they mean what they traditionally mean.
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So without further ado, I will introduce, starting from my left to
right, your right to left, Mr. Edward W. Warren who is with the
environmental practice group at Kirkland & Ellis, considered one
of the first generation of environment attorneys. Mr. Warren has
been practicing environmental law almost since the EPA was
founded. Despite his youthful appearance, I assume that that is a
correct statement. A renowned litigator, Mr. Warren is a leading
practitioner in the environmental practice group at Kirkland &
Ellis. He received his B.A. Degree from Yale. After graduating from
the University of Chicago law school, he clerked for judge Luther
Swygert on the U.S. Court of Appeals for the Seventh Circuit. He
is an adjunct professor at the University of Chicago and has taught
administrative law at Georgetown and appellate litigation at
George Mason University. He is a member of the American Law In-
stitute and chairman of the Federalist Society’s administrative law
practice group. Suffice it to say he is one of the foremost experts
in the country.

So at this point, we will recognize Mr. Warren for his 5 Minutes.

TESTIMONY OF EDWARD W. WARREN, P.C,,
KIRKLAND & ELLIS, LLP

Mr. WARREN. Thank you. Thank you very much. And thank you
for the opportunity to testify before this Committee this afternoon.

Mr. CONYERS. Mic, please.

Mr. WARREN. I am sorry. Can you hear me now?

Mr. CONYERS. I can.

Mr. WARREN. I have taught administrative law for a number of
years, since 1995. But equally important, as the Chairman sug-
gested, I have been an administrative law practitioner and litigator
since 1970.

This afternoon I will share with you my perspective about how
administrative law has changed since I began practicing in 1970,
and suggest that today’s agency practice has moved too far in the
direction of exclusively notice and comment rulemaking. Specifi-
cally, I recount my experience in various rulemaking cases where
limited cross-examination of agency projections were key scientific
and technical studies proved extremely helpful in facilitating effec-
tive judicial review and improving the agency’s work product.

My experience suggests that it would be wise to make carefully
tailored amendments to the Administrative Procedure Act, which
would permit slightly more formal proceedings in only major rules
currently reviewed by the OIRA office. I am not suggesting formal
rulemaking in every case, or that the procedures in 556 would
apply to all of these rulemakings. I am suggesting something more
limited, as you will see from my testimony. And I am suggesting
also that this process that I am suggesting would improve not just
for judicial review but the OIRA process at OMB whereby the exec-
utive branch reviews agency rules before they take effect.

Now, I began by reminding us all that the Administrative Proce-
dure Act was enacted in 1946 in response to perceived excesses by
New Deal agencies. In reflecting that understanding, Justice
Frankfurter, an administrative law professor at Harvard, con-
cluded in Universal Camera that quote, Courts must now assume
more responsibility for the reasonableness and fairness of agencies’
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decisions and, quote, that they not abdicate the conventional judi-
cial function.

Now at that time, the normal way that agencies proceeded was
by adjudication. Rulemaking was a novel idea contained in the Ad-
ministrative Procedure Act. But rulemaking became more popular
in the 1950’s as sort of a summary judgment device whereby issues
that were recurring in licensing proceedings or in adjudication
could be dealt with once and for all by rulemaking. And then rule-
making blossomed in 1970 with the enactment of various health
safety and environmental statutes.

Now at that time, many of the leading jurists and administrative
law experts envisioned a limited role for oral hearings and cross-
examination, again on the same things I am talking about, the
issue of central importance, the key scientific and technical evi-
dence underlying the agency’s decision. And that was especially
true, as it is today, because of the enormous impact that some of
these major rules can have on our economy.

The likelihood of that occurring was sort of snuffed out in the
1970’s by two Supreme Court decisions, the Florida East Coast
Railroad case and the Vermont Yankee case. And where does that
leave us with judicial review; because the process is now gone and
the ability to have even the limited kind of suggestion that I am
making has gone.

So what do we have? We have a process-oriented judicial review
with massive records, records that I can tell you as a litigator, most
of which is irrelevant. It always boils down to a few key pieces of
evidence. And on those key pieces of evidence, the ability to get at
the heart of them and to find out what the assumptions are and
how viable those assumptions are, the projections of the agency,
these are the heart and soul of judicial review. And yet without
cross-examination, it doesn’t work very well.

Now I have given you, in my testimony, examples of three cases
that are, in my own experience as a litigator—the International
Harvester Case, the so-called benzene case, and a case called Cor-
rosion Through Fitting, where for various reasons that are con-
tained in my testimony, some kind of cross-examination was per-
mitted. And I think those cases illustrate how a limited function
for cross-examination would facilitate judicial review and improve
the work product.

I also suggest—my last sentence—I suggest in the third part of
my testimony how this could be done in a limited, carefully tailored
way in amending section 553 of the APA. Thank you.

Mr. GowDY. Thank you Mr. Warren.

[The prepared statement of Mr. Warren follows:]
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Prepared Statement of Edward W. Warren
Of Counsel
Kirkland & Ellis LLP

Hearing on: “Formal Rulemaking and Judicial Review: Protecting Jobs and the Economy
with Greater Regulatory Transparency and Accountability”

Subcommittee on Courts, Commercial and Administrative Law
Committee on the Judiciary
U.S. House of Representatives

May 31, 2011

Thank you for the opportunity to testify before you this afternoon. As reflected in my
attached CV, I have taught administrative law as an adjunct professor at various law schools
since 1995. But equally important for my testimony today, | have been an administrative law
practitioner and litigator since 1970, and it is that latter experience that gives rise to much of my
testimony today.

This afternoon, 1 will share with you my perspective about how administrative law has
changed since I began practicing in 1970 and suggest that today’s agency practice has moved too
far in the direction of exclusively notice-and-comment rulemaking with gigantic, written
administrative records subject to process-oriented and deferential judicial review. Specifically, I
recount my own experience in various rulemaking cases where limited oral cross-examination of
agency projections or key scientific and technical studies proved extremely helpful in facilitating
effective judicial review and improving the agency’s work-product. My experience suggests that
it would be wise to make carefully-tailored amendments to the Administrative Procedure Act
(“APA”) which would permit slightly more formal procedures for major rules currently reviewed
by the Office of Information and Regulatory Affairs (“OTRA”) under Executive Orders 12866
and 13563." I also suggest that OIRA’s record and final review documents be formally made
part of the administrative record so that reviewing courts will have the benefit of OIRA’s expert
analysis of key evidence and policy recommendations.

L The History of the APA

As is well-known, the APA was enacted in reaction to the perceived excesses of New
Deal agencies. Reflecting this understanding, Justice Frankfurter—in the first APA case to reach
the Supreme Court—concluded “that courts must now assume more responsibility for the
reasonableness and fairness” of agency decisions and “they are not to abdicate the conventional

! See Excc. Order No. 12866 (Scpt. 30, 1993); Exce. Order No. 13363 (Jan. 18, 2011).
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judicial function.”* The agency decisional norm when the Court decided Universal Camera was
adjudication in rate-making and licensing proceedings, with rulemaking a new and little-used
tool. Rulemaking, however, began to blossom in the 1950s and 1960s, first as a sort of summary
judgment device to decide recurring issues in licensing and adjudications.® But with the advent
of major environmental, health, and safety legislation in 1970, rulemaking quickly became the
preferred form of agency decision-making.

Many leading jurists and administrative law experts envisioned a limited role for oral
hearings and cross-examination in rulemaking, especially given the enormous significance and
economic impact on the private sector of certain major rules being issued by EPA and other
agencies.* For example, Judge Friendly, himself a leading administrative law scholar, would
have adopted a nuanced approach, acknowledging that rulemaking hearings often invoke Section
556 of the APA (setting forth the procedures for formal rulemakings), but also that the
entitlement to cross-examination in Section 556(d) is tempered by the limitation that the agency
may adopt procedures “‘for the submission of all or part of the evidence in written form’” when
“:a party will not be prejudiced thereby.””® But Judge Friendly’s decision in Long Isiand
Railroad was expressly overturned in United States v. Florida Fast Coast Railvoad, which held
that Section 556 does not apply at all unless the organic statute mentioning a hearing expressly
employs the expression “‘on the record after opportunity for an agency hearing’” found in
Section 553(c).®

Significantly, the Court’s leading liberal, Justice Douglas, and its leading pragmatist,
Justice Stewart, both dissented in Florida Fast Coast Railroad,” and soon liberal judges on the
D.C Circuit (Judges Bazelon, Wright and McGowan) continued the practice of imposing cross-
examination and selected aspects of formal proceedings in rulemaking cases, sometimes on
behalf of environmental groups but sometimes also for the benefit of regulated parties.® The
Supreme Court’s decision in Fermont Yankee Nuclear Power Corp. v. Natural Resources

2 Universal Camera v. NLRB, 340 U.S. 474, 590 (1951).
3 See, e.g., United States v. Storer Broad. Co., 351 U.S. 192 (1956); FPC v. Texaco, 377 U.S. 33 (1964).

* See, e.g., Int’'l Harvester v. Ruckelshaus, 478 F.2d 615, 630 (D.C. Cir. 1973) (“In context, the ‘public hearing’
provision amounis (o an assurancc by Congress that the issucs would not be disposed of mercly on wrillen
comments, the minimum protection assured by the Administrative Procedure Act for rulemaking, but would also
comprehend oral submissions of a legislative nature. These are required even for rule-making when "controversial
regulations governing competitive practices’ are involved.™), Walter Holm & Co. v. Hardin, 449 F.2d 1009, 1016
(D.C. Cir. 1971) (“[T]he oral hearing may be legislative in type, although fairness may require an opportunity for
cross-cxamination on the crucial issucs.”); see generally Glenn Q. Robinson, 7he Making of Administrative Policy:
Another Look ar Rulemaking and Adjudication and Adminisirative Procedure Reform, 118 U, PA. L. Ruv. 485, 485
(1969) (arguing that agencies should use rulemaking more often because they are too tethered to “judicial forms of
proceeding,” but not suggesting that “judicial forms™ should be done away with in all contexts).

5 Long Island R.R. v. United States, 318 F. Supp. 490, 498 (E.D.N.Y 1970) (quoting 5 U.S.C. § 556(d)).
© 410 U.S. 224, 236-37 (1973) (quoting 5 U.S.C. § 553(c))
" See id. al 246.

& See, e.g., dutomotive Parts & Accessories v. Bovd, 407 F.2d 330 (D.C. Cir. 1968). Greater Boston Television v.
FCC, 444 F.2d 84 1(D.C. Cir. 1970); Home Box Office v. FCC, 567 F.2d 9 (D.C. Cir. 1977).
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Defense Council ended this practice and effectively limited the procedures applicable in
rulemaking to those expressly prescribed in Section 553(c).’

So where does that leave judicial review of agency rulemakings? Under the APA, there
are three components of judicial review: procedural (Section 706(2)(D)); statutory fidelity
(Section 706(2)(C)); and substantive (Section 706(2)(A) & (E)). Except where an agency
attempts to proceed without notice-and-comment under Section 553 (for instance, via an
interpretative rule or policy statement),"’ procedural review is effectively a nullity after Fermonr
Yankee. Statutory fidelity is governed by the deferential Chevron decision'' and its progeny, and
substantive review generally takes place under the deferential “arbitrary and capricious™ test.
The latter test, according to the Supreme Court, is “at its most deferential” when the agency
makes decisions “at the frontiers of science.”'?

To be sure, judicial review of rulemakings is not quite the nullity that this suggests.
There still is a current arising trom Citizens (o Preserve Overfon Park v. Volpe, that the arbitrary-
and-capricious test necessitates “a thorough, probing in-depth review.”"> But what does this
mean, especially in the context of the expansive, flat landscape found in the massive written
records created today in support of major agency rules? Records often run for millions of pages.
Typically, nothing stands out in these mind-numbing pages of comments and studies. But to
pass judicial muster, agency counsel and technical staff in practice must spend months and man-
years responding in the final Federal Register Notice and supporting “Response to Comments™
documents to every comment, no matter how trivial or irrelevant.

With judicial review focused almost entirely on the agency’s process rather than the
agency’s end-product, the “hard look™ approach of Overton Park has become amorphous and ill-
defined. Courts possess wide latitude to affirm an agency decision with only the most cursory
explanation, or to reverse whenever the reviewing panel discovers the virtually inevitable flaw in
some aspect of the agency’s decision-making process. None of this improves the agency’s end-
product or helps to ensure that private sector resources are expended in a manner that serves the
public interest.

Judicial review accordingly has become both unpredictable and largely unrelated to the
substance of the agency’s end-product. That being the case, the role of curbing substantive
excesses in major agency rules has fallen significantly to the OIRA office within the Office of
Management and Budget under the various Executive Orders issued by every President since
Nixon. In my judgment, the OIRA process has been only moderately successful for a number of
reasons. First, OIRA has generally been understaffed and its budget is always under scrutiny,
especially when one or both houses of Congress and the Presidency are controlled by different
political parties. Second, the OIRA process is informal and closed and suffers from the fact that
key evidence on which the agency’s decision depends generally is not subjected to adversarial

435 U.S. 519, 547-48 (1978).

' See, e.g.. Hoctor v. United States Dept. of Agric.. 82 F.3d 165, 169 (7th Cir. 1996).

" Chevron USA Inc. v. Natural Res. Defense Council, Inc., 467 U.S. 837, 842-45 (1984).

2 Battimore Gas & Electric Co. v. Natural Res. Defense Council, Inc., 462 U.S. 7,103 (1984.)
101 US. 402, 415 (1971).
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give-and-take, much less cross-examination. And finally, the OIRA process itself is excluded
from judicial review, thus depriving reviewing courts of what is often the most expert and
dispassionate consideration of the critical evidence on which the agency’s decision is based.

In sum, today’s judicial review of major agency rules does not remotely resemble Justice
Frankfurter’s admonition that courts must not “abdicate the conventional judicial function” and
that they instead should “assume more responsibility for the reasonableness and fairness” of
agency decisions.'* Are there modifications in current agency practice and judicial review of
agency rulemaking which would bring them closer to Justice Frankfurter’s view of the APA’s
purpose and his understanding of the proper judicial role? How might the APA be amended to
achieve this objective while at the same time focusing the rulemaking process on issues of
central importance and improving the agency’s end-product? The remainder of my testimony is
devoted to answering these questions.

1L A Practitioner’s View

As my CV reflects, since 1995 | have taught administrative law and related subjects as an
adjunct faculty at the University of Chicago, George Mason Law School, and Pepperdine Law
School. The balance of my testimony, however, relies much more on my forty years of
experience as an administrative law practitioner and litigator than on my experience teaching
administrative law. With all due respect to administrative law professors, few have ever handled
a major rulemaking or cross-examined key scientific or technical witnesses regarding the central
issues on which those rulemakings so often turn. In my experience, nearly all of the “evidence”
in the massive records before the courts of appeal is essentially irrelevant. Only a few
projections by the agency, or scientific or technical studies relied upon by the agency, or counter-
submissions made by regulated parties or public interest groups are really important. And well-
informed counsel for all parties know generally which issues are central and which are not
(although client interests sometimes cause counsel to obscure those issues).

Justice Frankfurter’s views in Universal Camera and Judge Friendly’s more nuanced
approach to rulemakings procedures reflect, 1 believe, a similar understanding of the role of
evidence in administrative proceedings. Regulation of private sector conduct today can be either
prospective—namely agency rulemaking—or retrospective, as reflected in toxic tort and similar
civil litigation brought against the same regulated parties. As a practical matter, the two forms of
regulation are similar in many respects—the same core types of scientific or technical studies are
likely to be dispositive in both settings. Cases like Wyeth v. Levine," Geier v. America Honda,'’
and Daubert v. Merrell Dow.” and its progeny, reflect the Supreme Court’s view that there must
be rigorous judicial oversight to assure that decisions in the civil litigation regulatory arena are
made based on reliable scientific and technical evidence. Surely the same considerations ought
to apply in major agency rulemakings.

Y Universal Camera v. NLRB, 340 U.S. 474490 (1951).
15555 U.S. 555 (2009).
19529 U.S. 861 (2000).
7509 U.S. 579 (1993).
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My experience suggests that there should be a role for more formal process and cross-
examination in agency rulemakings. These more formal procedures, including cross-
examination, proved efficacious in the three cases described below (which are attached). They
invariably improved the regulatory end-product, sometimes thwarting unnecessary measures and
other times tempering their stringency. To be sure, 1 am speaking from personal experience,
having served as counsel in all three cases. Other administrative practitioners may be able to add
or detract from my account. But I believe these cases point the way to narrow use of more
formal procedures in major agency rulemakings and, as described in Part 1l below, the APA
could be amended in a manner that would both improve and streamline the rulemaking process.

(a) International Harvester v. Ruckelshaus

I begin by paying homage to Judge Leventhal, the author of the D.C. Circuit’s opinion in
International Harvester v. Ruckelshaus.” The issue in International Harvester was whether to
overturn the Environmental Protection Agency’s (“EPA”) decision denying the auto companies’
request for a one-year suspension of the tailpipe emission standards set in the Clean Air Act.
Judge Leventhal, perhaps the leading administrative law jurist of his era, was not in favor of
procedure for procedure’s sake—and hence prominently parted company with his liberal
colleagues, Judges Bazelon, Wright and McGowan, whose judicial imposition of more formal
processes was rejected by the Supreme Court in Fermont Yankee. Instead, Judge Leventhal
viewed, as an “inescapable aspect of the judicial condition,” the need to probe into “matters of ...
technical complexity” as a means of “constructive cooperation with the agency” in “furtherance
of the public interest.”"”

Judge Leventhal began by framing the issue before him in terms of risks and costs. What
were the environmental risks of granting a one-year suspension of the auto emission standards?
What were the potential economic and social costs if a one-year waiver was not granted and one
or more auto companies could not meet the standards? He then balanced the risks and costs of
granting or denying a one-year suspension as a means of determining which evidence was of
central importance to EPA’s decision.

With this framework in mind, Judge Leventhal concluded that the burden was on the auto
companies to show that compliance with the statutory standards was not technologically feasible
for the 1975 model year. The auto companies had made this prima facie showing by presenting
data that “no car had actually been driven 50,000 miles” in conformity with the 1975 standards.®
EPA, however, had developed a model which predicted that the auto companies would be able to
make sufficient improvements in coming months to meet the standards. On this point, Judge
Leventhal judged that EPA, as the proponent of denying a one-year suspension, must bear the
burden of proof.2! As he put it, the “judicial task” was to require a “reasoned decision” and this

¥ 478 F.2d 615 (D.C. Cir.1973).
" Jd. at 647-48.

2 1d. al 642,

2 7d. at 643.
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necessitated that EPA make “a reasoned presentation of the reliability of a 2prediction and
methodology” to overcome the prima facie showing of technological infeasibility *

Judge Leventhal concluded that EPA had not met its burden on the record before him but
that EPA might do so on remand in proceedings focused on EPA’s predictive methodology. So
focused on the central issues, “the remand proceeding[s] will involve some opportunity for cross-
examination,” although “EPA may properly confine cross examination to the essentials, avoiding
discursive or repetitive questioning.”*

(b) Industrial Union Department, AFL-CIO v. American Petroleum
Institute

The issue of agency predictions and the methodology (typically technological feasibility
assessments, risk assessments, or cost-benefit analyses) are recurring issues in major
environmental, health, and safety rules issued by EPA, the Occupational Safety and Health
Administration (“OSHA”), the National Highway Traffic Safety Administration, and other
agencies. The importance of key underlying scientific studies and the need for reliable
predictive methodologies is well-illustrated by the Supreme Court’s decision in /ndustrial {/nion
Department, AL-CIO v. American Petroleum Institute ** There, the issue was whether OSHA
adequately justified its decision to reduce the occupational exposure limit for benzene from 10
parts per million (“ppm”) to 1 ppm. The OSH Act provided a form of hybrid rulemaking that
necessitated that OSHA present its key decision maker and the authors of several critical
scientific studies to be cross-examined by regulated parties and labor representatives. Evidence
from both of these sources proved crucial in the Supreme Court’s decision affirming the Fifth
Circuit’s reversal of OSHA’s | ppm standard.

Justice Stevens’ opinion reviewed the testimony of OSHA’s experts and concluded that
“the evidence in the administrative record of adverse effects of benzene exposure at 10 ppm is
sketchy at best”> So how did OSHA support reducing the occupational standard to 1 ppm?
Cross-examination of OSHA’s key decision maker, Deputy Director Wrenn, quoted in the
opinion, demonstrated that OSHA relied only on (1) the conclusion that benzene was a
carcinogen at higher levels; and (2) “that no safe level of exposure exists in the absence of clear
proof establishing such a level.””® On this basis, OSHA predicted that there would be
“appreciable benefits” from reducing the 10 ppm standard to 1 ppm.?’

As Justice Stevens observed, this form of prediction was not enough. Construing the
statutory test that OSHA standards must be “reasonably necessary or appropriate to provide safe
or healthful employment,” Justice Stevens ruled that OSHA must demonstrate a “significant risk

*Id. at 648,

3 1d. a1 649,

1448 US. 607 (1980).
»Id at631.

*1d. al 624,

¥ 1d. at 623-24.
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of material health impairment™ at 10 ppm before reducing the standard.*® Citing the same burden
of proof provision relied on by Judge Leventhal in /nternational Harvester, he found that the
burden was on OSHA to show “that it [was] more likely than not that long-term exposure to 10
ppm” benzene met his test.> As proof that there was methodology that might address this issue,
Justice Stevens cited industry expert testimony “that a dose-response curve can be formulated on
the basis of current epidemiological evidence and that, even under the most conservative
extrapolation theory, current exposure levels would cause at most two deaths out of a population
of about 30,000 workers every six years.”

So once again, it was a few key scientific studies and the agency’s predictive
methodology (or lack thereof)—not the millions of pages of record materials so common in
major rulemaking records—which formed the core of the agency’s decision-making process. It
was only with respect to this central core evidence that cross-examination proved efficacious.

(c) Corrosion Proof Fittings v. EPA

The same can be said of my third and last example, the Fifth Circuit’s decision in
Corrosion Proof Fittings v. EPA, overturning EPA’s ban of certain asbestos products under the
Toxic Substances Control Act (“TSCA”).*'

Like the OSH Act, TSCA provided a form of hybrid rulemaking with the added statutory
requirement that EPA present “a reasonable basis to conclude” that the product being regulated
“presents or will present an unreasonable risk of injury,” coupled with the proviso that EPA
impose requirements “to protect adequately against such risk using the least burdensome
requirements.”” Once again, EPA’s predictive methodology in attempting to meet this test
proved critical.

EPA estimated that its rule would “save either 202 or 148 lives, depending upon whether
the benefits are discounted, at a cost of approximately $450-800 million, depending on the price
of substitutes.”™ The problem with this calculation, however, was that it depended critically
upon so-called “analogous exposure estimates” which EPA developed “during the final weeks of
the rulemaking process after the public comment was concluded.™ The court held that by
“depriving the petitioners of their right to cross-examine EPA witnesses on methodology and
data used to support as much as eighty percent of the proposed benefits in some areas, the EPA []
violated the dictates of TSCA "%

*Id. at 639.

* Id. at 653.

N Id. at 654,

*1 947 F.2d 1201 (5th Cir. 1991).

215 U.8.C. § 2605(a).

3 Corrosion Proof Fittings. 947 F.2d at 1208,
*1d. a1 1229.

5 1d. at 1229-30.
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Other key testimony also proved telling in leading to a reversal of EPA’s asbestos
product ban. For example, petitioners introduced “credible studies and evidence showing the
toxicity of workplace substitutes, or the decreased effectiveness of safety alternatives such as
non-asbestos brakes™®  These studies showed, for instance, that non-asbestos brakes,
particularly in the brake replacement market, “could increase significantly the number of
highway fatalities®” Moreover, “many of the EPA’s own witnesses conceded on cross-
examination that the non-asbestos fibrous substitutes also pose a cancer risk upon inhalation.”*®
Yet, EPA failed to account for these risk tradeoffs in its methodology, thereby providing an
alternative ground for reversing EPA’s standards.

Certainly, these three cases are not typical in all respects of major rules issued by EPA
and other agencies. Two of the three cases provided limited cross-examination rights by statute
and each had its unique decision-making framework. That said, each case demonstrates that a
more formal process and limited cross-examination of the agency’s predictive methodology and
key scientific and technical studies can be very efficacious in highlighting defects in the agency’s
reasoning and in improving the agency’s final product.

No doubt, the OIRA process mirrors in many respects this focus on the agency’s
predictive methodology and key underlying studies. But, as noted previously, it is a closed
process which addresses these issues in a non-transparent manner without the benefit of
adversarial give-and-take or cross-examination by experienced counsel. There is much to be said
for combining the best of these processes and making the results of OIRA’s analysis judicially
reviewable. If this were the case, OIRA’s regulatory review would provide the reviewing court
with a probing, in-depth analysis of the validity of the agency’s methodology and assumptions in
advance of judicial review. That analysis would focus the parties and the court’s attention on
those parts of record which are really important, thereby making judicial review much more
confident and effective.

The question, of course, is whether these reforms can be carried out though concise
amendments to the APA and whether they would really advance the goal of efficient and
effective agency rulemaking. Itis to these questions that [ now turn.

L Recommendations.

In terms of the particular issues that 1 am addressing, there is relatively little need to
make significant changes in the overall structure of the APA, though there are obviously other
things that could be improved after 65 years. Hence, some vital improvements could be made
relatively simply. From my standpoint, the most important issues are mostly in the case of major
rules, as defined by the Executive Orders and subjected to the most searching OIRA review, that
additional procedures are warranted in the interest of improving the agency work product. Major
rules, of course, call for the greatest expenditure of private sector resources. It is essential,
therefore, that those resources be deployed efficiently and in the least burdensome manner

S 1d. at 1221.
¥ 1d. at 1224,
*1d at 1225
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consistent with achieving the statutory aim intended by Congress. After all, as recognized by
both the Clinton and Obama Administrations, “private markets are the best engine for economic
growth,” and “[flederal agencies should promulgate only such regulations as ... are made
necessary by compelling public need, such as material failures of private markets ...’

In modifying the APA, T would begin with Section 551 which provides definitions of all
the important terms used in the statute. Writing a definition of “major rule” to be added to
Section 551 would be easy since that term is already defined in the Congressional Review Act.*’

Most of the amendments needed to accomplish the changes covered by my testimony
could be made by simply adding a new subsection to Section 553. Subsections (a) through (c)
would remain because most rulemakings will still be governed by notice-and-comment and
because there are still a few rulemakings that satisfy the talismanic test of Florida East Coast
Railroad. The new subsection suggested here should be drafted to make clear that the
procedures provided therein are in addition to, not in lieu of, those provided in subsection (c). I
leave the drafting of specific text to congressional experts but would suggest that any new
subsection (d) include the following conceptual components:

1. Paralleling the first sentence of Section 556(d), it should be expressly stated that the
proponent of a rule, namely the agency, has the burden of proof. The agency should
be required to identify each scientific or technical study or other evidence which is of
central importance in carrying its burden. This would include any technological
feasibility, risk assessment or other projection on which the agency relies to carry its
burden.

2. Regulated parties and other interested persons should have the burden of going
forward with respect to evidence over which that party has control. This would
include, for example, prima facie evidence regarding technological infeasibility as in
International Harvester, cost data as in Industrial Union, or evidence regarding the
risks or effectiveness of substitutes as in Corrosion Proof Fittings. Regulated parties
or other interested persons also would bear the burden of counter-designating any
studies, not designated by the agency, which they argue are, or should have been, of
central importance to the agency’s decision. Such counter-designations may include
evidence that arguably would provide a less burdensome means of achieving the
agency’s specified regulatory objective.

3. Regulated parties or other interested parties would be entitled to request “such cross-
examination” of the authors or proponents of studies or projections which are of
central importance to the agency’s decision “as may be required for a full and true
disclosure of the facts.” Again, paralleling Section 556(d), the presiding officer may
“adopt procedures for the submission of all or part of the evidence in written form”
but only “when the party will not be prejudiced thereby.”

*? Excc. Order No. 12866 (Sept. 30, 1993); see also Exce. Order No. 13497 (Jan. 30, 2009) (adopting Exce. Order
No. 12866).

“ See 5U.S.C. § 804(2).
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4. The presiding officer may include any of the persons specified in Section 556(a) or
any other agency employee designated by the agency (as was the case in Corrosion
Proof I'ittings).

5. The presiding officer should make a written decision with respect to each and every
contested question presented by regulated parties or other interested persons with
respect to the preceding paragraphs. This would include counter-designations of
evidence claimed to be of central importance to the agency’s decision and rulings
which limit or deny oral cross-examination of testimony regarding studies or
projections determined to be of central importance to the agency’s decision.

6. The record for judicial review should include any and all oral cross-examination of
witnesses and each written decision made by the presiding officer under paragraph 5
above. Judicial review with respect to such evidence and rulings as well as all studies
and projections of central importance supporting the agency’s decision should be
conducted under Section 706(2)(E) (i.e., the “substantial evidence” standard).

7. In addition, the administrative record should include the record before OIRA—
including any and all reviews by that agency as well as all the entire record developed
under Section 553(c).

I am sure other witnesses may suggest other changes that would further improve the
rulemaking process. But speaking only to the changes | have suggested, they, in my judgment,
would actually streamline the rulemaking process for major rules by putting the agency’s focus
and that of all concerned parties on the evidence that truly matters to the agency’s decision.
Judicial review would be enhanced and made more effective by this more focused approach
which would combine non-repetitive cross-examination of key studies and agency projections
with the results of the OIRA review process. The result would be improved agency rules which
achieve Congress’ aims in a less burdensome and more cost effective manner.

No doubt there are those who will cling to the current process of exclusively written
administrative records, notwithstanding the massive effort required of agency counsel and
technical staff to assemble final Federal Register preambles and Response to Comment
documents capable of withstanding judicial review. But, as Professor Richard Pierce noted ten
years after Vermont Yankee, “the open-ended requirement of adequate reasoning is having the
same effect on agencies as that the open-ended requirement of adequate procedures had before
Vermont Yankee—it is delaying the policymaking process to the point of near paralysis.”"' The
current rulemaking system, especially for major rules which matter most, is broken. Now is the
time to fix it with improvements along the lines 1 have suggested this afternoon.

* K %

Thank you for the opportunity to appear here today. I will be pleased to answer any
questions or supply additional information for the record.

* Richard J. Pierce, Ir., The Role of the Judiciary in Implementing an Agency Theory of Government, 64 N.Y.U. L.
REv. 1239, 1265 (1989).
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defense counsel’s criminal trial strategy
will be crucially affected by a necessari-
1y speculative evaluation of his post-trial
chances of dealing with one or another
standard of proof. More important, it
seems anomalous, to say the least, that
this court, which has given such consist-
ent recognition to the need for a careful-
ly administered insanity defense, see, e,
g., United States v. Brawner, 153 U.S.
App.D.C. 1, 471 F2d 969 (1972) (en
bane), should suddenly embrace such a
roughhewn and very possibly useless
means of restraining its use.

1t is doubtless true, as the majority
suggests, that the insanity defense as it
has been administered in this case, when
coupled with the Bolton decision, might
in theory give rise to a “revolving door”
phenomenon whereby persons .who have
committed dangerous acts may be first
acquitted by reason of insanity and next
totally freed because ~of the Govern-
ment’s inability to meet the standards of
proof for civil commitment. But this
problem of slippage is not eliminated by
the disparity in. burdens of proof en-
dorsed by the majority. At best it is
only reduced, and at the terrible price of
incarcerating persons for a mental .ill-
ness we are not sure they have.” Bolton
sought to place those acquitted by rea-
son of insanity on the same footing as
those haled before the court in ordinary
civil commitment proceedings. T would
continue to follow its teaching. Indeed,
given Baxstrom, in my judgment we
have no choice.

I respectfully dissent.

ment of persons acquitted by reason of -
insanity. .Under the mnew legislation,

. those acquitted by reason .of insanity shall
.be committed to & hospital for the mentally .
ill ‘end provided with a hearing within
50 days to determine whether they shall
be relessed. In that hearing, unlike the
hearing utilized in this ease, the burden
. of proof is on - the person confined to
prove that he has recovered his senity
and will not in the reasonable future be
dangerous to himself or others. See 24
D.C. Code § 301(d) (1)—(2) & (e) (Supp.
vV 1972).

. Because of the ambiguous nature of the
very concept of mental illness, see Wash-

-
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view of decision by the Administrator
of Environmental - Protection Agency
denying applications for one-year sus-
pension of 1975 emission standards pre-
seribed by Clean Air Act for light-duty
vehicles. The Court of Appeals, Leven-
thal, Circuit Judge, held that proceed-
ings were required to be remanded for
further proceedings where vehicle manu-
facturers established by preponderance
of record evidence that technology was
not available within meaning of Clean
Air Act, Administrator’s reliance on
technological methodology to offset actu-
al test results raised sericus doubts and
failed to meet burden of proof assignable
to him when considering that risk of er-
roneous denial of suspension outweighed
risk of erroneous grant of suspension,
National Academy of Science had con-
sidered that technology was not available
to meet standards of 1975 and statutori-
ly required determinations of public in-
terest and good faith had not been made.

Remanded for further proceedings.

Bazelon, Chief Judge, concurred in
result and filed opinion.

1. Health and Environment €28

Denial of motor vehicle manufactur-
ers’ request for one-year suspension of
1975 emission standards for light-duty
vehicles, on ground that technology was
“gvailable,” within meaning of Clean Air
Act, was not required to be based solely
on technology in being at time of appli-
cation; availability requirement did not
preclude consideration of what Admin-
istrator of Environmental Protection
Agency determined to be the probable or
likely sequence of technological develop-
ment during the production lead time
period. Clean .Air Act, § 202(b)(5)(D)
as amended 42 U.8.C.A. § 1857f-1(b) (5)
(D). _ .
2. Health and Environment €=28

Administrator of Environmental
Protection Agency’s latitude for projec-
tion of technology existing at time of ap-
plication for one-year suspension of 1976
emission standards for - light-duty ve-
hicles was subject to restraints of rea-
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sonableness, did not open the door to
erystal ball inquiry and was limited by
relevant considerations of lead time
needed for production; implicit also was
requirement of reason in reliability of
EPA projection. Clean Air Act, § 202
(b)(5)(D) as amended 42 U.8.C.A. §
1857f-1(b) (6) (D).

3. Health and Environment =28

Where Administrator’s prediction of
available technology was based on known
elements of existing catalytic converter
systems and admission by vehicle manu-
facturer’s engineers that technology
improvements could continue during the
two-year period prior to production, Ad-
ministrator’s predictive approach to de-
termination of whether technology would
be available to meet statutory 1975 ex-
haust emission standards for light-duty
vehicles, and thus whether one-year sus-
pension was required, was a proper ap-
proach, subject to requirement that any
technological developments or refine-
ments of existing systems, used as part
of Environmental Protection Agency
methodology, would have to rest on a
reasoned basis. Clean Air Act, § 202(b)
(5)(D) as amended 42 U.S.C.A. § 1857
1(b) (5) (D).

4. Health and Environment ¢=28
Provision of Clean Air Act requir-
ing public hearing on application for one-
year suspension of 1975 emission stand-
ards prescribed for light-duty vehicles
did not contemplate an adjudicatory type
of hearing with auto manufacturers hav-
ing right to engage in cross-examination
or to present arguments against method-
ology used in Administrator’s Technical
Appendix, which served as basis for his
decision. Clear Air Act, § 202(b)(5)
(D) as amended 42 U.8.C.A. § 1857f-
1(b)(5)(D). . .

5. Health and Environment ¢=28
Requirement of Clean Air Act that
public hearing precede decision grant-
ing or refusing request for one-year sus-
pension of 1975 emission standards pre-
seribed for light-duty vehicles amounted
to an insurance by Congress that the
issues would not be disposed of merely
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on written comments, the minimum pro-
tection assured by the . Administrative
Procedure Act for rule making, but
would also comprehend oral submissions
of a legislative nature.- Clean Air Act,

§ 202(b)(5) (D) as amended 42 U.8.C.A.

§ 1867f-1(b) () (D);
666(d). :
6. Administrative Law and Procedure
=400 ) )
Comprehensive oral submissions of
a legislative nature are required even
for rule making when controversial reg-
ulations governing competitive practices
are involved; even assuming oral sub-
mission, in a ‘situation where general
policy is the focal question, a legislative
type hearing is appropriate., 5 U.S.C.A.
§§ 558, 556(d). '
7. Administrative Law and Procedure
=393 ' X
Health and Environment €28
" Within the context of a quasi-leg-
islative hearing and 60-day time limit
provided by Clean Air Act for decision
on application for one-year suspension
of 1976 emission standards prescribed
for light-duty vehicles, absence of a gen-
eral right of cross-examination on part
of motor vehicle manufacturers did not
constitute a departure from basic con-
siderations of fairpess; - EPA’s tech-
nique of prescreening written questions
submitted in advance by: manufactur-
ers, with hearing officers “following up”
on questions, was a reasonable attempt
to elicit the facts and at the same time
cope with time constraints; procedure
employed permitted a meaningful op-
portunity to be heard. Clear Air Act,
§ 202(b)(6) (D) as amended 42 U.S.C.A.
§ 1857f-1(b)(5)(D).
8. Administrative Law and Procedure
€>398 .
Canstitutional Law €=318(1)

Specific natiire of a hearing varies
with cireumstances; whether particular
attributes of foremsic presentation are
not only salutary but. also mandatory
under due process clause must also de-
pend on circumstances.. U.S.C.A.Const.
‘Amends. 5, 14. :

478 F.20—39%:

5 U.S.C.A. §§ 553,

8. Administrative Law and Procedure
€398 |
Right of cross-examination, consis-
tent with time limitations, might. ex-
tend to particular cases of need, on criti-
cal points. where the general adminis-
trative procedure proved inadequate to
probe soft and sensitive -subjects and
witnesses: . U.8.C.A.Const.. Amends. 5,
14.

10.. Administrative Law and Procedure
<309 i .
Detailed . elucidation . of . Agency
methodology is salutary and of particu-
lar aid to & reviewing court.

11. Administrative Law and Procedure
<392 ’

Requirement of submission of ‘a
proposed rule for-comment does not au-
matically generate a new opportunity
for comment merely because the rule
promulgated by the Agency differs from
the rule it proposed, partly atleast in
response to submissions, 5 U.S.C.A. §
551, ' '

12. Administrative Law and Procedure
€392

Constitutional Law €=318(2) -

Health and Environment €28 '

Failure - to provide reasonable .op-
portunity for:vehicle manufacturers to
comment on  methodology employed by
Envir tal Protection Agency in de-
termining whether available technology
existed to meet 1975 emission stand-
ards prescribed for light-duty vehicles
did not - violate Clean Air Act or due
process, though such opportunity would
have been salutary for purpose of judi-
cial review. Clean Air Act, § 202(b)(5)
(D) as amended 42 U.8.C.A.-§ 1867f-1
(b)(B)(D).

13. Adminisiratlve Law and
e&=229 -
Health and Environment €=28 -
Opportunity of vehicle manufactur-
ers, on.petition for reconsideration:or
modification of denial of request for
one-year suspension of 1975 emissions
standards prescribed for light-duty -ve-
hicles, .to present to Environmental Pro-
tection Agency any comments as to

Procedure
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methodélogy did not permit: invocation
of doctrine of failure to exhaust ad-
ministrative remedies as a bar to ap-
peal from initial denial since such peti-
tion could not have affected or deferred
the finality of the EPA decision or the
time for seeking judicial review. Clean
Air Act, § 202(b)(5)(D) as amended
42 U.8.C.A. §1857f-1(b) () (D).

14. Health and Environment €528

While Clean Air Agt ‘imposes some
unusual time restraints as regards ap-
plication for ' one-year suspension of
1975 emission standards prescribed for
light-duty vehicles, it does not jettison
the flexibility and capacity of reexam-
ination that is rooted in the administra-
tive .process; agency consideration was
not frozen from moment the suspension
decision was rendered and Environment-
al-Protection Agency.had latitude to con-
tinue further consideration even .with-
out - requesting a court remand that
would suspend judicial consideration.
Clean Air Act, § 202(b)(5)(D) as
amended 42 U.8.C.A. § 1867f-1(b)(5)
(D).

15. Health and Environment €28

Phrase “light duty vehicles” as
used -in provision of Clean' Air Act
amendments of 1970 prescribing 1975
emigsion standards for light-duty ve-
hicles encompasses passenger cars but
does not include light-duty -~ trucks;
lightweight trucks are to be governed by
standards duly: promulgated by EPA for
trucks and buses and other commercial
vehicles. Clean Air Act, § 202(b)(1)
(A) as amended 42 U.S.C.A. § 1857f-1
(b)(1)(A).

See publication Words and Phrases
for other judicial constructions and
definitions.

16. Health and Environment €28

Legislative infent, consisting of

bountiful references in congressional de-
‘bate . to. scope of statutory emission
‘standards prescribed for 1975 light-duty
wvehicles as encompassing passenger au-
tomobile and excluding light-duty trucks,
was required to be given priority in in-
terpreting Clean Air Act amendments of
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1970, over any .presumption -of con-
tinuous and prior administrative defini-
tion of that term or to policy of up-
holding reasonable interpretations of
statute by administrative agencies in
absence of other discernible legislative
intent. Clean Air Act, § 202(b)(1)(A)
as amended 42 U.S.C.A. § 1857f-1(b)
(1)(A). .

17. Administrative Law and Procedure
@668 .

Health and Environment €28

Court of Appeals, on petition for
review of order of Administrator of En-
vironmental Protection Agency denying
vehicle manufacturers’ request for one-
year suspension of 1975 emission stand-
ards for light-duty vehicles, had juris-
diction to determine validity of Ad-
ministrator’s regulation defining statu-
tory term ‘“light duty vehicles” to include
light weight trucks, notwithstanding
that reasonableness of regulation could
be challenged in & separate proceeding
in district court, where validity of regu-
lation was a premise of refusal to grant
truck manufacturer’s application for
suspension. Clean Air Act, § 202(b)(5)
(D) as amended 42 U.S.C.A. § 1B57f-
1(b) (5) (D).

18. Health and Environment =28

As long as feasible technology per-
mits demand for new passenger auto-
mobiles to be generally met, basic re-
quirements of Clean Air Act- amend-
ments establishing emission standards
for 1975 light-duty vehicles will be sat-
isfied, even though this might occasion
fewer models and a more limited choice
of engine types; the driving preferences
of hotrodders are not to outweigh the
goal of a clean environment. Clean Air
Act, '§ 202(b)(1)(A) a8 amended 42
U.S.C.A. § 1857f~1(b) (1) (A).

19. Health and Environment €28

In passing on automobile manufac-
turers’ application for ome-year sus-
pension of 1975 emission standards for
light-duty vehicles, Administrator of
Environmental Protection Agency -was
required to make finding on manufae-
turers' contentions that production and
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major retooling capacity did not exist to
shift production from large number of
previous models and engine types to
those capable of complying with the 19756
standards and meeting demand for new
cars; Administrator was required to
take such demand considerations into ac-
count in passing on suspension request
and underlying issue of technological
feasibility. Clean Air Act, § 202(b)(5)
(D) as amended 42 U.S.C.A. § 1857f-1
() (BYD).

20. Health and Environment €28
Exhaust emission standards speci-
fied by Clean Air Act amendments for
1976 light-duty vehicles' cannot be
breached by Environmental Protection
Agency, since standard represents an ab-
solute judgment of Congress. Clean Air
Act, § 202(b)(1)(A) as amended 42 U.
S.C.A: § 1857£-1(b)(1) (A). '

21. Health and Environment €528
Light-duty vehicle manufacturers’
request for one-year suspension of 1975
exhaust emission standards presented a
need for a perspective on suspension that
was informed by an analysis which bal-
anced the cost of a wrong decision on
technological feagibility against the
gains of a correct one; costs included
risks of grave maladjustments for tech-
nological ~ leader from eleventh-hour
grant of suspension and impact on jobs
and economy from a decision which was
only partially accurate, allowing manu-
facturers to produce cars at significant-
ly reduced level of output, against which
environmental savings from denial of
suspension was required to be weighed
along with possibility that failure to
grant suspension would be counter-
productive to the environment because of
significant decline in performance char-
acteristics. Clean Air Act, § 202(b)(5)
(D) as amended 42 U.S.C.A. § 1857f-
1(b) (6) (D). -

22. Administrative Law and Procedure
€390 :
Considerations of fairness will sup-
port  comprehensive and firm, even
drastic, government regulations, pro-
vided a “safety valve” is included—or-

dinarily provisions for waiver, exception
or adjustment or provision for suspen-
gion; such limited safety valve permits
a more rigorous adherence to an effec-
tive regulation; however, to hold. the
safety valve too rigidly .is. to interfere
with the relief that was contemplated
as an integral part of the firmness of
an overall, enduring program.

23. Health and Environment €228

Court of Appeals review of denial
of one-year suspension of 1975 emission
standards prescribed for light-duty ve-
hicles is a judicial review and not a
technical or policy redetermination; ju-
dicial review was channeled by salutary
restraint and deference to Agency’s ex-
pertise based on reasoned . analysis.
Clean = Air Act, § 202(b){5)(D) as
amended 42 U.8.C.A: § 1857f-1(b)(5)
(D). . L - : L

24. Health and Environment €28

Burden was on light duty vehicle
manufacturers, seeking one-year suspen-
sion of 1975. emission standards pre-
scribed for light-duty vehicles, to come
forward. with data which showed that
they could not comply with the:statutory
standards; since manufacturers were in
possession of data about emission per-
formance of their vehicles, .it was their
burden to. come.forward with such evi-
dence. Clean -Air Act, § 202(b) (5)(D)
ag amended 42 U.S.C.A. § 1857f-1(b)
(5)(D).

25, Health and Environment €=28

Since light duty vehicle manufac-
turers, which sought one-year extension
of 1975 exhaust emission standards pre-
sented for light-duty vehicles, presented
actual test data in support of their con-
tention of lack of available technology,
burden was on Administrator of En-
vironmental Protection Agency to show
reliability of methodology used to pre-
dict feasibility of meeting 1975 “stand-
ards. Clean Air Act, § 202(b)(5)(D)
as amended 42 U.S.C.A. § 1857f-1(b)
(6)(D).
26, Health and Environment €28

Standard of proof on issue of avail-
ability of technology to meet 1975 ex-
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haust emission standards for light-duty
vehicles was a preponderance of the evi-
dence rather than beyond a reasonable
doubt; such standard, which was to be
applied by Administrator of Environ-
mental Protection Agency in passing on
request for one-year suspension of stand-
ards, was required to take into account
the nature and consequences of .risk of
error,. Clean Air Act, § 202(b)(5)(D)
as amended 42 U.S.C.A. § 1857f-1(b)
(5)(D).

27. Evidence €93

When certain material lies particu-
larly within the knowledge of a party
he .is ordinarily assigned the burden of
adducing the pertinent information; this
assignment of burden to & party is fully
appropriate when the other party is con-
fronted with the often formidable task
of establishing a negative averment.

28. Health and Environment €28

Burden' on :Environmenta! -Protec-
tion Agency to support methodology em-
ployed in predicting feasibility of tech-
nology to meet 19756 emission standards
prescribed for light-duty vehicles re-
quired more than reliance on the un-
known, either by speculation, or merely
shifting burden of proof back to vehicle
manufacturers, seeking a one-year sus-
pension of the 1975 standards. Clean
Air Act, § 202(b)(5)(D) as amended 42
U.8.C.A: § 18671-1(b)(5) (D).

29. Administrative Law and Procedure
=741
A court’s role on judicial review
embraces that of a constructive coopera-
tion with the Agency involved in fur-
therance of the public interest.

30. Health and Environment €28
Requirement of a “reasoned deci-
gion” by Environmental Protection
Agency on application for one-year sus-
pension of 1976 exhaust emission stand-
ards prescribed for light-duty vehicles
meant a reasoned presentation of the re-
liability of prediction and méthodology
relied on to overcome conclusion of lack
of available technology, which conclusion
was supported prima faciely by the only
actual and observed data available, to
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wit, the vehicle manhfacturers’ testing.
Clean .Air Act, § 202(b)(5)(D) as
amended 42 U.S.C.A. § 1867f-1(b)(5)
). :

31, Health and Environment €28
Proceedings on application for one-
year suspension of 1975 exhaust emis-
sion standards for light-duty. vehicles
were required to be remanded for fur-
ther proceedings where vehicle manu-
facturers established by preponderance
of record evidence that technology was
not available within meaning of Clean
Air Act; Administrator’s reliance on
technological methodology to offset ac-
tual test results raised serious doubts
and failed to meet burden of proof as-
signable to him when considering. that
risk of erroneous denial of suspension
outweighed risk of erroneous grant of
suspension, Nationzal Academy of Science
had considered that technology was not
available to meet standards by 1975 and
statutorily required determinations of
public interest and good faith had not
been made. Clean Air Act, § 202(b) (5)
(D) as amended 42 U.S.C.A. § 1867f-1
(b) (5) (D). :

82, Health and Environment €28

Provision for one-year suspension of
1976 emission standards for light-duty
vehicles was a purposeful cushion, with
the twin purpose of providing ‘“escape
hatch” relief for 1975, and thus es-
tablishing a context supportive of the
rigor and firmness of the basic stand-
ards slated for no later than 1976; the
overall legislative firmness did not neces-
sarily acquire a “hard-nosed” approach
to application for suspension. Clean
Air Act, § 202(b)(5)(D) as amended 42
U.8.C.A. § 1857f-1(b) (5) (D).

33. Health and Environment €28
Conclusion of National Academy of
Sciences as to availability of technology
to meet 1975 exhaust emission standards
prescribed for light-duty vehicles is &
necessary, but not a sufficient considera-
tion, for one-year suspension of stand-
ards; while Environmental Protection
Agency in consideration of other condi-
tions of suspension, was not necessarily
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bound by NAS's approach, particularly
as to matters interlaced with policy and
legal aspects, EPA could not alter con-
clusion of NAS as to unavailability of
technology by revising NAS assump-
tions, or injecting new oned, unless it
stated its reasons for finding reliabili-
ty, such as by challenging NAS approach
in terms of later acquired research and
experience. ‘Clean Air Act, § 202(b)(5)
(D) as amended 42 U.8.C.A. § 1857f-
1(b)(5)(D).

84. Health and Environment ¢=28

On remand, for further considera-
tion, of proceeding seeking one-year sus-
pension of 1975 exhaust emission stand-
ards for light-duty vehicles the interest
of justice and mutual regard for con-
gressional objective require that the
parties have opportunity to address
themselves to matters not previously put
before them by Environmental Protec-
tion Agency for comment, including ma-
terial contained in administrator’s Tech-
nical Appendix filed subsequent to de-
nial. Clean Air Act, § 202(b)(5)(D) as
‘amended 42 U.S.C.A. § 1857f-1(b)(5)
(D); 28 U.S.C.A. § 2106.

85. Health and Envirenment €28

Court of Appeals could not order
one-year suspension of 1975 exhaust
emission. standards for light-duty . ve-
hicles where determinations which Con-
gress had made necessary conditions of
suspension, to wit, public interest and
good faith, had not been made by Ad-
ministrator of Environmental Protection
Agency. Clean Air Act, § 202(b) (5)(D)
as amended 42 U.S.C.A. § 1857f-1(b) (5)
(D). -

36. Health and Environment €28

Initial statutory - requirement that
Environmental Protection Agency de-
cision on request for one-year suspension
of 1975 exhaust emission standards pre-
scribed for light-duty vehicles be made
within 60 days of application did not
preclude further consideration following
remand by -Court of Appeals; however,
on remand, it would be required that
suspension deliberations be complete
within 60 days. Clean Air Act, §§ 202

(b)¢6)(B),” 30T(b)(1)  as amended 42
U.S.C.A, §§ 1867{-1(b)(5)(B), 1857h—
5(b)(1): : F

37. Health and Environment €255

Requirements of National Environ-
mental :Policy ‘Actare subject to a con-
struction of reasonableness. National
Environmental Policy Act of 1969, § 2
et seq., 42 U.S.C,A. § 4821 et seq.

88, Health and Enyironment €-25.10

...~ To require that, in addition to a de-
cision setting forth the same considera-
tions, - the Environmental = Protection
Agency, file' an: environmental impact
statement in connection with decision on
application for one-year ‘suspension of
1975 exhaust emisgion standards for
light-duty vehicles would be a legalism
carried to the extreme. Clean Air Act,
§ 202(b) (5) (D) as amended 42 U.S.C.A.
§ 1857f-1(b)(5)(D); National En-
vironmental Policy Act of 1969, § 2 et
seq., 42 U.S.C.A. § 4821 et seq.

39, Health and Environment ¢=28

" . Environmental. Protection Agency’s
determination on applications for ome-
year suspension of 1975 exhaust emis-
gion standards for light-duty vehicles
could consist of a conditional suspension
that would result in- higher standards
than an outright grant of -application
for suspension. Clean Air Act, § 202(b)
(5)(D) as amended 42 U.S.C.A. §1857f—
1(b)(58) (D).

——

Reuben L. Hedlund, of the Bar of the
Supreme Court of Ilinois, pro hac vice,
by special leave of the ‘Court, with ' whom
Lawrence Gunnels,” Cbicago, Ill., was on
the brief for petitioner in No. 72-1517.

Frederick ‘M. Rowe,. Washington, D.
C., with whom Edward W. Warren, F.
F. Hilder, Asst. Gen, Counsel, William L.
Weber, - Jr., Detroit, Mich.,, and Ham-
mond E. Chaffetz, Washington, D. C.,
were on the brief for petitioner in No.
72-1525. X

John E. Nolan, Jr., Washington, D. C.,

with whom Robert E. Jordan, III, Wil-
liam G. Christopher, Michael J. Mal-
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ley, Richard H. Porter, Scott R, Schoen-
feld, ‘Washington, D. C., and Victor C.
Tomlinson were on the brief for peti-
tioner in No. 72-1529.

. -Howard P. Willens, Washington, D, C,,

with whom Jay F. Lapin, William P.
Hoffman, Jr., Gerald Goldman, Wash-
ington, D. C., were on the brief for pe-
titioner in No. 72-15687. °

James A. Glasgow, Atty.; Department
of Justice, with® whom Kent:Frizzell,
Asst. Atty. Gen., Edmund B. Clark -and
Raymond N. Zagone, Attys., Department
of Justice, were on the brief for appellee.

Jerome Maskowski was on the brief
for State of Michigan, amicus curiae.

Before BAZELON, Chief Judge, and
TAMM and LEVENTHAL, Circuit
Judges.

LEVENTHAL, Cireuit Judge:

These consolidated petitions of Inter-
pational Harvester and the three major
auto companies, Ford, General Motors
and Chrysler, seek review 1 of a decision
by the Administrator of the Emviron-
mental Protection Agency. denying peti-
tioners’. applications, filed pursuant. to
Section 202 of the Clean Air Act? for
one-year suspensions of the 1976 emis-
sion standards prescribed under the
gtatute for light duty vehicles in the ab-
sence of suspension.

1. Under Section 307 of the Clean Air Act,
42 U.8.C. § 1857h-5(b) (1), which pro-
vides for direct review of the Administra-
tor's decigion hy the United States Court
of Appeals for the District of Columbia

“ Circuit (all citations are to the 1970 edi-
tion of the U.5.Code).

. 42°U.8.C. § 1857E-1(b) (8) (B):

. Statement of Sen, Rohert. Griffin, 116
Cong.Rec. 33,081 (1870). ]

4. For the 609 figure, see H.R.Rep.No.
.91-1146, 91st Cong., 2d Sess., 6 (1970) ;
for 649% national figure and the 80%
urban figure, see statement of Nat’l Assoc,
of Professional Engincers in Hearings on
S.°8220, S. 3466, and S, 3546, before Sub-
comm. on Air and Water Pollution, Sen-

w
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I. STATEMENT OF THE CASE

The tension of forces presented by the
controversy over automobile emission
standards may be focused by two cen-
tral observations: i

(1) The automobile is an essential pil-
lar of the American economy. Some 28
per cent of the nonfarm workforce
draws its livelihood from the automobile
industry and its products.®

(2) The automobile has had a devas-
tating impact on the American environ-
ment. As of 1970, authoritative voices
stated that “[a]utomotive pollution con-
stitutes in excess of 60% of our national
air pollution problem” and more than
80 per cent of the air pollutants in con-
centrated urban areass.? )

A. Statutory Framework

Congressional concern over the prob-
lem of automotive emissions dates back
to the 1950’s,5 but it was not until the
passage of the Clean Air Act in 1965
that Congress established the principle
of Federal standards for automobile
emissions. Under the 1965 act and its
successor, the Air Quality Act of 1967,
the Department of Health, Education
and Welfare was authorized to promul-
gate emisgion limitations commensurate
with existing technological feasibility.®

The development of emission control
technology proceeded haltingly. The
Secretary of HEW testified in 1967 that

ate Comm, on Public Works, 91st Cong.,
2d Sess., 114 (1870).

. The Act of July 14, 1855, Ch, 360, §§ 1-
7, 69 Stat. 322, authorized the Depart-
ment of Health, Education and Welfare to
provide research and assistance to local’
and state governments: attempting to deal
with air pollution. The Act of June 8, -
1960, 74 Stat. 182, called for a federal
study on the specific problem of automo-
tive emissions.

6. Motor Vehicle Air Pollution Control Act
§ 202(n), P.L. 89-272, Oct. 20, 1965, 79
Stat. 992 (Amendments to Clean® Air
Act) ; National Emission Standards Act
§ 202(a), P.L. 90-148, Nov. 21, 1907, 81
Stat. 499 (part of Air Quality Act of
1967).

o
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“the state of the art has tended to me-
ander along until some sort of regulation
took it by the hand and gave it a good
pull: . . ., There has been a long
period of waiting for it, and it hasn't
worked very well.”:7

The legislative background must also
take into ‘account the fact that in 1969
the Department of Justice brought suit
against the four largest automobile man-
ufacturers on grounds that they had con-
gpired to delay the development of emis-
'sion control devices.?

~ On December 31, 1970, Congress
grasped the nettle and amended “the
Clean Air Act to set a statutory stand-
ard for required reductions in levels of
hydrocarbons (HC) "and- carbon monox-
ide. (CO). which must be achieved -for
1976 models of light duty vehicles. Sec-
tion 202(b) of the ‘Act added .by the
Clean Air Amendments of 1970, provides
that, beginning with the 1976 model
year, exhaust emission of hydrocarbons
and carbon monoxide from “light duty
vehicles” must be reduced at least 90 per
cent from the permissible emission levels
in the 1970 model year.? In accordance
with the Congressional directives, the
Administrator on June 23, 1971, pro-
mulgated regulations limiting HC and
CO emissions from 1975 model light duty
vehicles to .41 and 3.4 grams per vehicle
mile respectively. 36 Fed.Reg. 12,657
(1971).2® At the same time, as required

-7. Hearings on Air Pollution—1967, Hear-
ings before the Subcomm. on- Air and Wa-
ter Pollution, Sen. Comm. On Public
‘Works, 80th Cong., 1st Sesa., pt. 3, 1155~
1158 (1967).

B. The suit was settled by consent decree.
United States v, Automobile Manufac-
tarers ‘Ass'n., 307 F.Supp. 617 (C.D.Cal
1969), aff'd sub nom. City of New. York
v. United States, et al, 397 U.8. 248, 90
$.Ct. 11905, 25 L.Ed.2d 280 (1970).

9.: 42 U.S.C. § 1857f-1(b) (1)(A) provides
that “engines manufactured during or
after model year 1975 shall contain stand-
ards which require a reduction of at least
90 per centum from emissions of carbon
wmonoxide and hydrocarbons allowable un-
der the standard licable to
light duty vehicles and engmes manufac-
tured in model year 1970.”

by section 202(b) (2). of the Act, he pre-
scribed the test procedures by which
compliance. with these standards is
measured.!!

Congress was aware that these 1975
standards were “drastic medicine,” 1* de-
signed to “force the state of the art.” 13
There was, naturally, concern whether
the manufacturers would be able to
achieve this goal. Theréfore, Congress
provided, in Senator Baker’s phrase, a
“realistic escape hatch”: the manufac-
turers could ‘petition the Administrator
of the EPA for a one-year suspension of
the 1976 requirements, and Congress
took the precaution of directing the Na-
tional Academy of Sciences to under-
take an ongoing study of the feasibility
of compliance with the emission stand-
ards. The “escape hatch” provision ad-
dressed itself to the possibility that the
NAS study or other evidence might in-
dicate that the standards would be un-
achievable despite all good faith efforts
at compliance. . This provision was lim-
ited to a one-year suspension, which
would defer compliance with the 90% re-
duction requirement until 1976. Under
section 202(b)(5) (D) of the Aet, 42 U.
8.C. § 1857f-1(b)(5) (D), the- Admin-
istrator is authorized to grant a one-
year suspension

only if he determmes that (1) such
suspension is essential to the public
interest or the public health -and wel-

10. Section 120121 of this regulation also
prescribes -an oxides of mitrogen standard
of 3.0 grams per vehicle mile for 1975.
That  standard has apparently not been
challenged. In any event, it is net be- .
fore us in the present case.

1. “Emission standards under paragraph
(1), and measurement techniques on which
such standards are based (if not promul-
gated prior to December 31, 1970), shall
be prescribed by regulation within 180

days after such date” 42 U.S.C. §
18571-1(b) (2). .

12. Sen. Muskie, 118 Cong.Rec. 32,004
(1970).

13. 118 Cong. Rec 33120 (1970) (newspaper
report of

introduced into the record by Senator
Muskie).
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- fare of the United States, (ii) all good
faith efforts have been made to meet
the standards established by this sub-
section, (iii) the applicant has estab-
-lished that effective control technolo-
gy, processes, operating methods, or
‘other. alternatives are not available or

. have not been available for.a suffi-

. cient period of time to achieve com-
pliance prior to the effective date of
such standards, and (iv) the study and
investigation of the National Academy
of Sciences conducted pursuant to sub-
section (c) of this section and other
information available to him has not
indicated that technology, processes,
or other alternatives are available to
meet such standards.

The statute provides that an applica-
tion for suspension may be filed any
time after January 1, 1972, and that the
Administrator must issue & decision
thereon within 60 days. On March 13,
1972, Volvo, Inc., filed an application for
suspension and ' thereby triggered the
running of the 60 day period for a de-
cision. 37 Fed.Reg. 5766 (March 21,
1972.)14* Additional suspension requests
were filed by International Harvester on
‘March 81, 1972, and by Ford Motor Com-
pany, Chryster Corporation, and General
Motors Corporation on April 5, 1972.
Public hearings were held from April
10-27, 1972. Representativcs of most of
the major vehicle manufacturers (in ad-
dition to the applicants), a number of
suppliers of emission control devices and
materials, and spokesmen from various
public bodies and groups, testified at
the hearings and submitted written data
for the public record. The decision to
deny suspension to all applicants was is-
sued on May 12, 1972.

14, Evidently the Administrator decided to
avoid separate suspension hearings for dif-
ferent applicants and awaited further fil-
-ings which he anticipated. Volvo's ap-
plication triggered the time period on the
assumption that all applications were to
‘be considered together. For the subse-
quent filings, see 3T Fed.Reg. 7089 (April
7, 1972).

478 FEDERAL REPORTER, 2d SERIES

The Decision began with the state-
ment of the grounds for denijal: . .
I am unable, on the basis of the informa-
tion submitted by the applicants -or
otherwise available to me, to make the
determinations required, by section 202
) GYD)Y(D), . (i), or (iv) of the
Act.”15 The EPA Decision specifically
focused on.requirement . (iii) that:

the applicant has established that ef-

fective control technology, processes,

operating methods, or -other alterna-
tives are not available or have not
been available for a sufficient period
of time to achieve compliance prior
to the effective date of such standards
A Technical Appendix, containing ' the
analysis and methodology used by the
Administrator in ayriving at his deci-
sion, was subsequently issued on July
27, 1972, : :

B. Initial Decision of the -Adminis-
trator

The data available from the concerned
parties related to 384 test vehicles run
by the five applicants and the eight
other vehicle manufacturers subpoenaed
by the Administrator. In addition, 116
test vehicles were run by catalyst and
reactor . manufacturers subpoenaed - by
the Administrator. These 500 vehicles
were used to test five principal types of
control systems: noble metal monolithic
catalysts, base metal pellet catalysts,
noble metal pellet catalysts, reactor sys-
tems, and various reactor/catalyst com-
binations.

At the outset of his Decision, the Ad-
ministrator determined that the most ef-
fective system so far developed was the
noble metal oxidizing catalyst.1® Addi-

165. In re: Applications For Suspension of
1075 Motor  Vehicle Exhaust Emission
Standards, Decision of The Administrator,
May 12, 1872 [hereinafter Decision], &t 1.

16. Id. at 14.
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tionally, he stated that the “most effec-
tive systems typically include: - improved
carburetion; a fast-release choke; a de-
vice for promoting. fuel vaporization dur-
ing warm-up; more consistent and dur-
‘able ignition systems; exhausi gas re-
‘clrculatlon. and a gystem for injecting
air into the engine exhaust manifold to
cause further combustion of unburned
gases and to create an oxidizing atmos-
phere for the catalyst”’17 It was this
system to which the data base was in-
Jjtially narrowed: only cars using this
kind of system were to he considered in
making the “available technology” de-
termination.

The problem the Administrator faced
in ‘making a determination that tech-
nology was available; on the basis of
these data, was that actual tests showed
only one car with ac¢tual emissions which
conformed to the standard prescribing a
maximum of .41 grams, per mile, of HC
and 3.4 grams per mile of CO.'8- No car
had actually been driven 50,000: miles,
the statutory “useful life” of a vehicle
and the time period for which conform-
ity to the emission standards is re-
.quired.?® In the view of the EPA Ad-
ministrator, however, the reasons for the
high test readmxs were uncertain or am-
bivalent.

Instead, certain data of the auto com-
panies were used as'a starting point for
making a predictioh, :but remolded into
a ‘more’ useable form for this purpose.
As the Administrator put it:%0

» Much of the data! reports emissions
. measured by test procedures differeént
from the 1975 Federa] test procedure

I7 Id:

18. This ‘was Chrynler car #3833, but even

- - this car-had not been run 50,000 miles;
and conformity with the 1975 standard de-
pended on not taking into account certain

issi over the standards, claimed by

the Administrator to be due to engine.
malfunction, See Appendix C to the De-
cision of the Administrator, Analysis of
Vehicle Test Data [hereinafter Technical
Appendix], at 17,

19, 42 U.8.C..§ 18576-1(d) provides that
“The Administrator shall- prescribe reg-
478 F.2d—40

and requires conversion to the 1976
procedure by calculations which cannot
be regarded as precise. Emission data
" was' frequently submitted without an
adequate descrlptmn of the vehicle be-
ing tested, the: emission control sys-
"tems employed, Qr__,th_e purpose of the
test. The fuel and oil used in tests
‘were not always ‘specified. Adjust-
ments made to components of the en-
gine or emmsmn control system were
frequently made: and seldom fully ex-
plained. In most cases, tests were not
repeated, ‘even whére results departed
significantly from established trends,
and little or no information was sub-
" mitted to explain the diagnosis of fail-
‘ure, where test results showed poor
“results. “Most important, only a few
test cars were driven to 20,000 miles
or more, and no ‘vehicle employing all
components of "any applicant’s pro-
posed 1975 control systems has yet
been driven to 50,000 miles. In the
face of these difficulties, analysis and
" interpretation of 'the data required
assumptions and enalytical approaches
which will necessarily be controversial
“to some- degree. (emphasm added)

In light of these dliﬁcultles, the Admin-
istrator “adjusted” the data of the auto
companies by use of several critical as-

sumptions. . {

First, he made ad-adjustment to re-
flect the assumptlon ‘that fuel used in

1976 model year cnrs would either con- :
tam an average of | 03 grams per gallon |
or .06 grams per ga“on of lead #!- Thlq :

usually resulted m}a’n‘ increase of emis-

gions predlcted smce many compames :

ch - the useful life of
ishall be determined
" for Jrposes of the 1975
“Such ‘régulations shall ‘pro-
vide that useful lif¢ shall—(1) in the
ease of light duty ‘vehicles and light duty.
.vehicle engines, be a ‘period of use of five
years or of fifty thousand miles (or the
. equ.\va.lent). whichever . first occurs

- ulatlons -under wbi
vehicles and engines!

20.° Decmon at 16-17,
21, Id. &t 18.
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had tested their vehicles on lead-free
gasoline, )

Second, the Administrator found that
the attempt of some companies to reduce
emigsions of nitrogen oxides below ‘the
1975 Federal standard of 3.0 grams per
vehicle mile 22 resulted in increased emis-
siong of hydrocarbons and carbon mon-
oxide. This adjustment resulted in a
downward adjustment of observed HC
and CO data, by a specified factor.2?

Third, the Administrator took into ac-
count the effect the “durability” of the
preferred systems would have on the
emission control obtainable. This. re-
quired that observed readings at one
point  of usage be increased by a de-
terioration factor (DF') to project emis-
gions at a later moment of use. The
critical methodological choice was to
make -this adjustment from a base of
emissions observed at 4000 miles. Thus,
even if a car had actually been tested
over 4000 miles, predicted emissions at
50,000 miles would be determined by
multiplying 4000 mile emissions by the
DF factor.?t

Fourth, the -Administrator - adjusted
for “prototype-to-production slippage.”
This was an upward adjustment made
necessary by the possibility that proto-
type cars might have features which re-
duced HC and CO emissions, but were
not capable of being used in actual pro-
duction vehicles.25

Finally, in accord with a regulation
assumed, as to substance, in the text of
the Decision, but proposed after the sus-
pension hearing,*¢ a. downward adjust-
ment in the data readings was made on
the basis of the manufacturers’ ability,
in conformance with certification pro-
cedures, to replace the catalytic converter
“once during 50,000 miles of vehicle op-

22, ‘See note 10 supra.

23. Decision at 18. )

24, Id. The choice of 4000 mile emissions as
a base point eorresponds to certification

testing procedures. 37 Fed.Reg. 24,250,
24,263 (1972), § 85.073-28.

25. Decision at 20.
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eration,” a change they had not used in
their testing2? o

With the data submitted and the above
assumptions, the Administrater conclud-
ed that no showing had been made that
requisite technology was not available.
The EPA noted that this did not mean
that the variety of vehicles produced in
1975 would be as extensive as before.
According to EPA, “Congress clearly in-
tended to require major changes in the
kinds of automobiles produced for sale
in the United States after 1974” and
there “is no basis, therefore, for constru-
ing the Act to authorizing suspension of
the standards simply because the range
of performance of cars with effective
emission control may be restricted as
compared to present cars,” As long as
“basic demand” for new light duty mo-
tor vehicles was satisfied, the applicants
could not establish that technology was
not available.2®

For purposes of judicial review, the
initial EPA decision rests on the tech-
nology determination. The -Administra-
tor did state:2®

On the record before me, I do not be-
lieve that it is in the public interest
to grant these applications, where
compliance with 1975 standards by
application of present technology can
probably be achieved, and where ample
additional time is available to manu-
facturers to apply.existing technology
to 1975 vehicles. (Emphasis added.)

The statute apparently contemplates the
possibility of an EPA denial of suspen-
sion for failure to meet criterion (i) of
§ 202(b)(5)(D) (*‘essential to the public
interest”) even though criterion (iii) has
been satisfied (“applicant has establish-
ed that effective control technology

[is] not-available™).3. It suffices here

26. 37 Fed.Reg. 23,778 (November 8, 1972).
27. Decision at 20.

28, Id. at9.

29, - Id. at 30,

30. See Part IIT of the opinion where
factors which might properly enter-into
such & determination are discussed.
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to say that the EPA’s 1972 “public in-
terest” finding was obviously only a re-
statement of, and dependent on the val-
idity of, the conclusion. of a failure to
satisfy standard (iii) by showing that
effective control technology is not avail-
able,

The Admmlstrator also offered - some
“‘comments” on issues pertinent to the re-
quired “good faith” determination un-
der standard (ii), as guidance to ap-
plications who might seek a one year
suspension next year of the 1976 oxides
of nitrogen standard. But he explictly
disclaimed reaching that question in this
proceeding. The thrust of his comment
was to call into question the rigid “arms
length” relationship structure which ve-
hicle manufacturers imposed on their
suppliers, as a source of a halter on prog-
ress in developing the required technol-
ogy.3t :

C. This Court’s December 1972 Re-
mand

After oral argument to-this court
on December 18, 1972, in a per curizm
order issued December 19, 1972, we re-
manded the record to the Administrator,
directing him to supplement his May
12, 1972 decision by setting forth: .

(a) the consideration given by the
Administrator to the January 1, 1972
Semiannual Report on Technological
Feasibility. of the National Academy
of Sciences; and (b) the basis .for
his disagreement, if any, with the find-
ings and conclusion in that study con-
cerning the availability of effective
technology to achieve compliance with
the 1976 model year standards set
forth in the Act.

Qur remand order was not intended
to indicate that we had concluded that an

3{, The Administrator noted, however,’ that
the ‘““closest working relationship between
g vehicle manufacturer and a catalyst
company that has been brought to my
attention has been the Ford technical
interchange arrangement with Engle-
hard,” Decision at 26,

32.. In re: Applications For Susl.)ension of
1976 Motor Vehicle Exhaust Emission

EPA conclusion was required as to clause
(iv)—concerning the evaluation based on
the NAS study and other information
(from gsources other than applicants)—
when the Administrator had determined
under (iii) that the auto companies had
not shown technology was not available.
We were nevertheless troubled by argu-
ments advanced by petitioners that the
methodology used by the Administrator
in reaching his conclusion, and indeed the
conclusion itself, was inconsistent with
that of the Academy. It was our view
that if and to the extent such differenc-
es existed they should be explained by
EPA, in order to 2id us in determining
whether the Administrator’s conclusion
under (iii) rested on a reasoned basis.

D. . Supplement to.the Decision of the
Administrator

QOur remand of the record resulted
in.a “Supplement to Decision of the
Administrator” issued ~December - 80,
1972.. The Administrator in his. Sup-
plement stated  that “In general I con-
sider the factual findings and technical
conclusions set forth in the NAS report
and in the subsequent Interim Stand-
ards Report dated April 26, 1972
to be consistent with my decxslon of May
12, 1972.° =

The Report made by the NAS, pur-
suant to its obligation under 202(b)(5)
(D) ‘of the Clean Air Act, had conclud-
ed: “The Committee finds that the tech-
nology necessary to|meet the require-
ments of the Clean Air Act Amendments
for 1976 model year light-duty motor
vehicles is not available at this time.” 33

The Administrator apparently relied,
however, on the NAS Report to bolster
hig conclusion that the applicants had
not established that technology was un-

Standards, Supplement to Decision of the -
Administrator, December 30, 1972 [here-
inafter Supplement to Decision] at 1.

33. Committee on Motor Vehicle Emissions,
National Academy of Sciences, Semi- ~
annnal Report to the Environmental Pro-
tection Agency, January 1, 1672 [herein-
after NAS Report] at 49,
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available. . The same NAS Report had
stated:34 '
. the status of development
and rate of progress made it possible
that the larger manufacturers will be
able to produce vehicles that will
qualify, provided that provisions are
made for catalyst replacement and
other maintenance, for averaging emis-
sions of production vehicles, and for
the general availability of fuel con-
taining suitably low levels of catalyst
poisons.
The Administrator pointed out that two
of NAS’s provisos—catalytic converter
replacement and low lead levels—had
been accounted for in his analysis of
the auto company data, and provision
therefor had been insured through reg-
ulation.3® As to the third, “averaging
emissions of production vehicles,” 3¢ the
Administrator offered two reasons for
declining to make a judgment about this
matter: (1) The significance of aver-
aging related to possible assembly-line
tests, as distinct from certification test
procedure, and such tests had not yet been
worked out. (2) If there were an ap-
propriate assembly-line test it would be
expected that each car’s emisasions could
be in conformity, without a need for
averaging, since the assembly line ve-
hicles “equipped with fresh catalysts
can be expected to have substantially
lower emissions at zero miles than at
4000 miles.” 37

The Administrator also claimed that
he had employed the same methodology
as the NAS used in its Interim Stand-
ards Report, evidently referring to the
use of 4000 mile emissions as a base
point, and correction for a deterioration
factor and a prototype-production slip-
page factor.3® The identity of methodol-

34, Id.

35. Supplement to Decision at 2-3.
36. Id. at 3—4.

37. Id. at 4, quoting from Decision at 11.

38. ‘See Committee on Motor Vehicle Emis-
gions, National Academy of Sciences, In-
terim Standards Report, April 26, 1972
[hereinafter Interim Standards Report].
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ogy was also indicated, in his view, by
the fact the EPA and NAS both agreed
on the component parts of the most ef-
fective emission control system.

The Administrator did refer to the
“severe driveability problems” under-
scored by the NAS Report, which in the
judgment of NAS *“could have signifi-
cant safety implications,” 3¢ stating that
hé had not been presented with any evi-
dence of “specific safety hazard” nor
knew of any presented to the NAS. He
did not address himself to the issue of
performance problems falling short of
gpecific safety hazards.

II. REJECTION OF MANUFAC-
TURERS’' GENERAL
CONTENTIONS

We begin with consideration, and re-
jection, of the broad objections leveled
by petitioners against EPA’s over-all
approach.

A. Future Technological Develop-
ments '

[1] We cannot accept petitioners’ ar-
guments that the Administrator's de-
termination whether technology was
“available,” within the meaning of sec-
tion 202(b)(5) (D) of the Act, must be
based solely on technology in being as
of the time of the application, and that
the requirement that this be “available”
precludes any consideration by the Ad-
ministrator of what he determines to be
the “probable” or likely sequence of the
technology already experienced. Con-
gress recognized that approximately two
years’ time was required before the start
of production for a given model year,
for the preparation of tooling and man-
ufacturing processes.®® But Congress
did not decide—and there is no reason

39. NAS Report at 30.

40. Although various estimates were made
during the debate, the consensus seemed
to be that two years .is the most reason-
ahle estimate. This was apparently the
understanding of - the Conference Com-
mittee. See 116 Cong.Rec. 42,522 (1970)
(Rep. Staggers, Manager on the pert of
the House).
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for us to do ‘so-—that all development
had to be completed before the tooling-
up period began. The manufacturers’ en-
gineers have admitted ‘that technological
improvements can continue during the
two years prior to!production.#t Thus
there was a sound basis for the Admin-
istrator’s conclusion 'that the. manufac-
turers could “improve, test, and apply”
technology during the lead time period.#

The petitioners’ references to the leg-
islative history are unconvincing. None
of the statements quoted in their briefs
specifically states that “available” as
used in the statute means “available in
1972,” . There is even comment that
points to a contrary interpretation.ss
In any event, we think the legislative
history :is consistent : with the EPA’s
basic -approach. and. evidences no ascer-
tainable legislative! intent to the con-
trary.

[2,3] While we Teject the contention
as broadly stated, principally by Gener-
al Motors, we hasten to add that the Ad-
ministrator’s latitude’ for projection is
subject to the restraints of reasonable-
ness, and does not open the door to
“‘crystal ball’ inquiry.” 4 The Admin-
istrator’s latitude for projection is un-
questionably limited by relevant consid-
erations of lead time needed for produc-
tion.# - Implicit algd’ is a requirement
of reason in the rellablllty of the EPA
projection. 1In the /present case, the
Administrator's predlctxon of available
technology was based on known elements

41, In testimony hefoté the Administrator,

* Ford's Vice President for Engineering and
Manufacturing - identified - as - the “last
date for incorporation of proven new tech-
nology” November 1, 1973—16 months
after the start of the tooling-up period.
He testified that the companies could be
“developing engmeenng solutions” until
that date. Hearing Tr. at 1916; of. id.
at 2083-4. Cf. Statement.of Lee A,
Tacocca in Hearings on 8. 3228, 8. 3446,
8. 35486, before Suhcomm. on Air and Wa-
ter Pollution, Senate Comm. on Public
‘Works, 91st Cong., 2d Sess., pt. 5, 1620-
1621 (1970).

42, Decision at 29."

of existing catalytic- converter systems.
This was-a permissible - approach .sub-
ject, of course, to the requirement that
any technological developments or re-
finements of existing systems, used as
part of the ‘EPA  methodology, would
have to rest on a reasoned basis,

B. Claimed Right of Cross-Examina~
tion i

Chrysler has advanced a due process
claim bascd upon two principal features
of the proceeding, the inability to en-
gage in cross-examination and the in-
ability to present: arguments against
the methodology used in the Technical
Appendix of the Administrator, which
served as a basis for his decision.

The suspension provxslon of Sectlon
202(b)(5) (D) does not require a trial
type hearing. . It provides:

Within 60 days after receipt of the

application for any such suspension,

and after public hearing, the Admin-
istrator shall issue a decision grant-
ing or refusing such suspension.

[4] First, this provision for a “pub-
lic hearing” contrasts:significantly with
other provisions that specifically require
an adjudicatory hearing.4#8 More im-
portantly, the nonadjudicatory nature of
the “public hearing” contemplated is
underscored by the 60 day limit for a
decision to be made. ' The procedure con-
templated by Congﬂess in its 1970 legis-
lation must be app? 'alsed in light of its

43. Seo 116 CongRec, |33,086-87 (1970)

(Statement of Senator Gurney).

44, National TResourdes | Defense Couneil,
Inc. v. Morton, 148 U.S.App.D.C. b, 15,
458 F.2d 827, 837 (1972)

45, Remarks of Senator Gumey, 116 Cong.
Rec. 33,086 (1870).

46. For instances in the Act where ad- .

judicatory hearings are called for, see
§ 110(f) (2), 42 U.B.C.' § 1857c-5(1)(2)
hearlng on one-year postponmement of a
plan requirement on application of State
Governor) ; -§ 206(b) (2)(B), 42 U.S.C.
§ 18576-5(b) (2) (B) (hearing on suspen-
sion or revocation of motor vehicle certifi-
cations). ::Both determinations must be
made “on the record”. :
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concern - with “avoidance of previous
cumbersome and time-consuming proce-
dures,” see Kennecott Copper Corp. v.
EPA, 149 U.S.App.D.C. 231, 234, 462
F.2d 846, 849 (1972).

As to legislative history of this pro-
vision, the starting point is the provi-
sion in Senate Bill 4358 :47

Upon receipt of such application, the

Secretary shall promptly hold a public

hearing to enable such manufacturer

or manufacturers to present informa-
tion relevant to the implementation of
such standard. The Secretary, in his
discretion, may permit any interested
person to intervene to. present infor-
mation relevant to the implementation
of such standard. )
This was dropped in conference, along
with a provision permitting six months
for a suspension decision. ‘The result-
ing legislation both expedited tbe deci-
sion-making, and contemplated EPA so-
lieitation of a wide range of views, from
sources other than the auto companies,
though the companies’ applications and
presentation would surely be the focus of
consideration. - Underlying this approach
of both shortening time for decision and
enlarging input lies, we think, an assump-
tion of an informative but efficient pro-
cedure without mandate for oral cross ex-
amination,

[5,6] .In context, the “public hear-
ing” provision amounts to an assurance
by Congress that the issues would not be
disposed of merely on written comments,
the minimum ‘protection assured by the
Administrative Procedure Act for rule-
making, but would also comprehend oral

47. Bee 8. 4358, 91st Cong., 2d Sess.,
printed in 8.Rep. No. 81-1196, 91st Cong.,
2d Sess. 103 (1970).

48. " See United States v. Florida East Coast
R. Co., 410 U.S. 224, 93 ‘8.Ct. 810, 35
L.Ed.2d-223 (1973) where the Court held
that rule-making hearings, .under 5 U.8.C.
§ 553, are sufficient where the agency’s
statute provides for a “hearing.” The
provision of 5 U.8.C. § 666(d) which gives
the opportumity for cross-examination as
a matter of right, would only be auto-
matically applicable ' if . “rules are re-
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submissions of a legislative nature.
These are required even for rule-making
when “controversial regulations govern-
ing competitive practices” are involved.
American Airlines, Inc. v. CAB, 123 U.S.
App.D.C. 810, 317, 359 F.2d 624, 631 (en
banc 1966), cert. denied, 385 U.S. 843,
87 S.Ct. 73, 17 L.Ed.2d 75 (1966); Wal-
ter Holm & Co. v. Hardin, 145 U.S.App.
D.C. 347, 449 F.2d 1009 (1971). Even
assuming oral submission, in a situation
where “general policy” is the focal ques-
tion, a legislative-type hearing is appro-
priate.48

[7-91 A complication is presented by
the case before us in that the general
policy questions became interfused with
‘relatively specific technical issues. Yet
within the context of a quasi-legislative
hearing and the time constraints of the
statute, we do not think the absence of
a general right of cross-examination on
the part of the companies was a depar-
ture from “basic considerations of fair-
ness.”  Walter Holm & Co. v. Hardin,
supra, 145 U.S.App.D.C. at 354, 449 F.
2d at 1016. Hearings ran for two weeks
and a wide range of participants was
included within the proceeding: manu-
facturers, vendors of the control devices
and public interest groups. The auto
companies were allowed to submit writ-
ten questions to the Hearing Panel to be
asked to various witnesses. Opportunity
to prepare written questions is not as
satisfactory to counsel as the opportun-
ity to proceed on oral cross-examination,
with questions that develop from previ-
ous answers. But examination on inter-
rogatories has long been used in the law
when necessary, albeit second best. - And

quired by statute to be made on the
record after opportunity for an ageney
hearing ."  (emphasis added).
Without the precise words “on’ the rec-
ord,” § 556 does not automatically apply.
At 241, 93 S.Ct. 810.

The words ‘“‘on the record” are not in-
corporated into - Section 202(b) (5) (D).
Only a “public hearing” is required.
Moreover, subsection (iv) of that pro-
vision allows consideration by the Admin-
istrator of “other information- available
to him” in reaching a conelusion on
“availahle technology.”
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interrogatories to & live witness—often
arranged in private lawsuits by use of a
commission—avoid the peril of “canned”
affidavits and counsel-assisted, or even
counsel-drafted, responses .to interroga-
tories, Their availability was a reason-
able attempt by EPA to elicit the facts
and at the same time cope with the time
constraints. . We-do not think more was
required. -There was a meaningful op-
portunity to be heard. The specific na-
ture of a “hearing” varies with circum-
stances. Cafeteria & Restaurant Work-
ers Union v. McElroy, 367 U.S. 886, 895,
81 S.Ct. 1743, 6 L.Ed.2d 1230 (1961),
cited with approval in Goldberg v. Kelly,
397 U.S. 254, 268, 90 S.Ct. 1011, 25 L.
Ed.2d 287 (1970). . Whether particular
attributes of forensic presentation are
not only salutary but also mandatory
must also depend on circumstances. The
heft of the hearing problem, including
the time constraints on decisions, con-
vinces us that the assertion of a broad
right of cross-examination cannot be suc-
cessfully maintained.

We distinguish between the assertion
of a broad; right of cross-examination,
such as that argued to this court, and
a claim of a need for cross-examination
of live witnesses on a subject of critical
importance which could not be adequate-
ly- ventilated under the general proce-
dures. -Thig is the kind of distinction
that this court made in its en banc opin-
jon in American Airlines v. CAB, supra,
123 U.S.App.D.C. at-318-319, 359 F.2d
at 632-633.- We.see no principled man-
ner in which firm time limits can be
scheduled for cross-examination consist-
ent with its unigue potential as an “en-
gine of truth”—the capacity given a dil-
igent and resourceful counsel to expose
subdued premises,; to pursue evasive wit-
nesses, to “explore” the whole witnéss,
often traveling unexpected avenues.

Given the variances in counsel, the
reality that seasoning and experience
are required even for trial judges who

48. The procedure adopted ma} be justified,
in ‘part, on.grounds like those supporting
voir dire by the trial judge, using ques-

seek to avoid repetitive and undue cross-
examination, the enhancement of diffi-
culties encountered with the breadth of
issues involved in a “public interest”
proceeding, the fairly-anticipated prob-
lem of provision-.for redirect (and re-
cross) .and ;the interplay of different
cross-examinations, there is not insig-
nificant potential for havoc. What is
most significant is that these complica-
tions are likely to be disproportionate
to the values achieved, in a proceeding
focusing on technical matters where oth-
er techniques generally are sufficient to
adduce the pertinent information as_ to
both what is known and unknown. -

In context, we consider that the tech-
nique, adopted- by EPA, of pre-screen-
ing written questions submitted in ad-
vance is 1 ble and ports with
basic fairness as the general procedure.
This approach permits screening by the
hearing officer so as to avoid irrelevance
and repetition, permits a reasonable es-
timate of the time required for the ques-
tioning, and aids scheduling and alloca-
tion of available time among various par-
ticipants and interests.?® The record re-
veals that the hearing officers did not
propound the pre-submitted questions like
robots; they were charged with con-
ducting a hearing for the purpose of fo-’
cusing information needed for decision,
and they quilte appropriately “followed
up” on guestions,

We revert |to our observation that a
right  of cross-examination, ‘consistent
with time limitations, might well extend
to particular cases of need, on eritical
points where the general procedure prov-
ed inadequate to probe “soft” and sensi-
tive subjects and witnesses, No ‘such
circumseribed and justified requests were
made in this proceeding.

C. - Right | To Comment on EPA
Methodology ’

[10-12] A more serious problem, at
least from the point of an informed
decision-making process, is posed by the

tions submitted by counsel. Ses United
States v. Bryant, 153 U.S.App.D.C. 72,
471 F.2d 1040 (1972).
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inability of petitioners to challenge the
methodology of EPA at the hearing. In
other contexts, it is commonplace for ad-
ministrative proceedings to focus in de-
tail on agency methodology,® and such
elucidation is salutary, of particular aid
to a reviewing court.. Again, however,
we cannot ignore the problem of time.
In part, EPA developed its methodology
on the basis of submissions made by the
companies at the hearings, as to the
parameters of its various data. The re-
quirement of submission of a proposed
rule for comment does not automatically
generate a new opportunity for comment
merely because the rule promulgated by
the agency differs from the rule it pro-
posed, partly at least in response to sub-
missions.5t~ Given the circumstances, we
cannot hold the absence of the right to
comment on the methodology a violation
of the statute or due process, though such
opportunity would certainly have been
salutary.

[13, 14] While the statute makes no
express provision therefor, we assume
that Congress contemplated a flexibility
in the administrative process permitting
the manufacturers to present to EPA
any comments as to its methodology, in
a petition for reconsideration or modifi-
cation, However, this opportunity does
not permit invocation of the doctrine of
failure to exhaust administrative reme-
dies as a bar to these appeals, for those
petitions could not have affected or de-
ferred -the finality of the EPA decision
or the time for seeking judicial review.

50. K. g., Permian Basin Area Rate Cases,
390 U.B. 747,88 B.Ct. 1344, 20 L.Ed.2d -
312 .(1968).

51, A contrary rule would lead to the ab-
surdity that in rule-making under the
APA the agency can learn from the com-
ments on its proposals only at the peril
of starting a new procedural round of
commentary.

As we have stated in an analogous con-
_text of rule-making proceedings before the
Federal ications C i
where petitioners have argued that the
Commission was “changing the rules in
the middle of the game” when it took
into consideration factors not specifically
jndicated in its Section 4(a) notice under
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The opportunity is noted to obviate any
possibility that the law, or our comments,
may be misunderstood to require a rigid
procedure of prompt and unshakeable
decision-making. Our own December re-
mand requesting clarification of the De-
cision illustrates that while this statute
imposes some unusual time restraints it
does not jettison the flexibility and ca-
pacity of reexamination that is rooted
in the administrative process. Ameri-
can Airlines v. CAB, supra, 123 U.S.
App.D.C. at 319; 359 F.2d at 633.

As matters have shaped up, the cen-
tral technical issue on this appeal con-
cerns the reliability of EPA's methodol-
ogy. While we do not say that the fail-
ure to provide reasonable opportunity
to comment on EPA methodology invali-
dates the EPA Decision for lack of pro-
cedural due process, or similar conten-
tion, we must in ‘all candor &ccompany
that ruling with the comment that the
lack of such opportunity has had serious
implications for the court given the role
of judicial review.

We shall subsequently develop the le-
gal questions, primarily questions of
EPA’s burden of proof, that arise with
respect to EPA methodology. We pref-
ace these with admission of our doubts
and diffidence.” We are beset with con-
tentions of petitioners that bear indicia
of substantiality. Yeét we have no EPA
comment on the specific questions raised,
apart from some discussion by counsel
which is not an adequate or appropri-
dte substitute.’? -Our December 1972 re-

the  Administrative - Procedure Act, &
U.8.C. § 1001(a), “[s]lurely every time
the Commission decided to take aceount
of some additional factor it was not re-
quired to start the proceedings all over
again. If such were the rule the proceed-
ings might never be terminated.” Owens-
horo On the Air v. United States, 104
U.8.App.D.C. 391, 397, 262 F.2d 702, 708
(1958) ; Logansport Broadcasting Corp.
v. United States, 83 U.S.App.D.C. 342,
346, 210 F.2d 24, 28 (1954). ’

52. Burlington Truck Lines v. United
States, 371 U.8. 156, 168-9, 9 LEd2d
207 (1962) ;° Braniff Airways,” Inc. v.
CAB, 1268 U.S.App.D.C." 309, 411, 379
F.2d-453, 465 (1967).
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mand . opened the door to a candid dis-
cussion of these matters, but EPA fash-
ioned a carefully limited response.
- The EPA might have indicated that it
desired to take a fresh look at its method-
ology on the basis of petitioners’ criti-
cisms, in which case, on an adaptation
of the Smith v. Pollin,5? procedure, this
court might have remanded the case to
the agency. This remand would come
during the course of our judicial review
and would not conflict with the 60-day
statutory time limit for the hearing and
decision on the appllcatlons for suspen-
sion.

" Indeed, the fact that the Administra-
tor issued the Technical Appendix almost
three months after his Decxsmn, at a
time when judicial revnew had already
begun to run its course, indicates that
the 'agency did not believe that agency
consideration was frozen from the mo-
ment that the suspension decision was
rendered, a view we approve. ; The EPA
had latitude to continue further consid-
eration -even without requesting a court
remand (under Smith v. Pollin) that
would suspend Judlclal consideration.

TIL OVERALL PERSPECTIVE OF
SUSPENSION ISSUE

" 'This case ultimately involves difficult
issues of statutory interpretation, as to
the showing required for applicants. to
sustain their burden that technology is
not available. It also taxes our ability
to' understand and evaluate technical is-
sues upon which that showing, however
it-is to.be defined, must rest. At the
same time, however; larger questions are
at stake. .As Senator Baker .put it, “This
may be the biggest industrial judgment
that has been made in the United States
in this century.” 116 Cong.Rec. 33,085
(1970).. This task of reviewing the sus-
pension decision was not assigned to us

53. 90 U.S.App.D.C.. 178, 184 F.2d 349
(1952).. See olso Greater Boston Tele-
vigion Corp., v. FCC, 149 U.S.App.D.C.
322, 463 F2d 288 (1971).

54. An amendment to Senate Bill 4358 pro-
posed by Senator Dole of Kansas, which
478 F.20—402

lightly.  It:was the judgment of Con-
gress that this court, isolated as it is
from political pressures, and able to par-
take of calm and judicious reflection
would be a more guitable forum for re-
view than even the Congress.5*

Two principal considerations compete
for our attention. On the one hand, if
suspension is not granted, and the pre-
diction of the EPA Administrator that
effective technology will be available ia
proven incorrect, .grave -economic  con-
sequences. could ensue. This is the prob-
lem Senator Griffin - described as the
“dangerous- game. of economic roulette.”
116 Cong.Rec. :88,081°.(1970)." On .the
other hand, if suspension is granted, and
it later be shown that the Administra-
tor’s prediction of feasibility was achiev-
able in 1975 there may be irretrievable
ecological costs. It is to this second pos-
Slblllty we first turn.

A. Potential Environmental Costs

The most authoritative estimate in the
record of the ecological costs. of a one-
year suspension is that of the NAS Re-
port. Taking into account such “factors
as the vehicle-age distribution among all
automobiles, the decrease in vehicle miles
driven- per year, per car ag vehicle age
increases, the - predicted nationwide
growth in- vehicle miles driven - each
year” and the effect of emission stand-
ards on exhaust control, NAS concluded
that: 85

. the effect on total emissions .
of .2 one-year suspension with no addi-

. tional interim standards appears to-be
small. The effect is not more signifi-
cant because ‘the emission -reduction
now required of model year 1974. ve-
hicles, as compared with uncontrolled
vehicles (80 percent for HC and 69
percent for CO), is already so sub-
stantial.

would have made the suspension decision
reviewable by Congress instead of the
court, ag proposed by the Committee, 116
Cong.Ree. 33,078 (1970), was rejected by
the. Senate, 116 Cong.Ree. 33,080 (1970).

55, NAS Raport at 45—48.
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Other considerations may diminish the
costs even further. There seems to be
agreement that there are performance
costs for automobiles in employing pollu-
tion control devices, even if .the effects
on performance cannot fairly be char-
acterized as constituting safety hazards.
The NAS Report summarized the prob-
lem, as follows: 5¢ .

Three areas of vehicle performince
are likely to be adversely affected by
the 1975 “emission control systems.
These are fuel economy, vehicle-accel-
eration capability, and vehicle drive-
mbility (or ability to perform adequate-
ly in all normal operating modes and
ambiént conditions). T

The. question in this context is mot
whether these are costs the consumer
should rightly bear if ecological damage
is to be minimized, but rather the general
effect on consumer purchasing of 1976
model year cars in anticipation of lower
performance. A drop-off in purchase of
1975 cars will result in a prolonged usage
of older cars with less efficient pollution
control devices. If the adverse perform-
gnce effect deterred purchasing signifi-
cantly enough, resulting in greater re-
tention of “older” cars in the “mix” of
cars in use, it might even come to pass
that total actual emissions (of -all cars
in use) would be greater under the 19756
than the 1974 standards.

Many of the anticipated performance
problems are traceable to the systems
introduced to conform cars to control of
nitrogen oxides to achieve préseribed
1975 standards, by use of exhaust-gas
recycle (EGR). Such systems affect ve-
hicle-acceleration capability because the
power output for a given engine displace-
ment, engirie speed, and throttle setting

56. Id. at 29.
57. Id.
58. Id..
59. -Id.-at 80.

60. The NAS estimated an increase in
initial cost of ahout $214, Id. at 42, over
the 1973-74 model year system, and $288
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is reduced.’” The NAS Report indicates
that such systems could result in direct
fuel-economy penalties of up -to 12 per-
cent compared with 1973 prototype ve-
hicles 58

The NAS Report states that the ef-
fects of emission controls on vehicle
driveability are difficult to quantify, but
nevertheless makes the following quali-
tative evaluation:5?

Driveability after a cold-engine start,
and -especially ‘with cold ambient con-
ditions, is likely to be impaired. -To
reduce HC and CO emissions during
engine warmup, the choke is set to re-
lease quickly, and the fuel-air mix-
ture is leaned out as early as possible
after engine startup. Under these
conditions, problems of engine stall,
and vehicle stumble and hesitation on
rapid acceleration, have been preva-
lent.

The willingness of the consumer to
buy: 1975 model year cars may also be
affected, to some degree, by the antici-
pated significant costs of pollution:con-
trol devices. The problem is further be-
deviled by the possibility that consumers
albeit rightly assigned the cost burden
of pollution devices, may seek to avoid
that burden, however modest,® and to
exercise, at least in some measure, an
option to use older cars. ~Again, this
would have the thrust of increasing
actual total emissions of cars in use.

We may also note that it is the belief
of many experts—both in and out of the
automobile ‘industry—that- air pollution
cannot be effectively checked until ‘the
industry finds a substitute for the con-
ventional automotive power plant—the
reciprocating internal combustion (i. e.,

" over the 1970 system. To this must be

- added the EPA assumption of at least one
catalytic converter replacement during
50,000 miles of vehicle operation, see text
nt note 35, supra, and the possibility that
considerable maintenance may be needed
to keep converters at required level of
efficient operation,
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“piston”) engine® . According: to this
view, the conventional unit is a “dirty”
engine. . While emissions from.such a
motor can be  fcleaned” by various
thermal and catalytic converter devices,
these devices do, nothing to-decrease the
production of emissions in the engine’s
combustion chambers. = The automobile
industry has a !multi-billion-dollar in-
vestment in the conventional engine, and
it has been rehidtant to introduce new
power plants or undertake major modi-
fications of the conventional one.® Thus
the bulk of the industry’s work on emis-
sion control has focussed narrowly on
converter devices, It is clear from the
legislative history that Congress expect-
ed the Clean Air Amendments to force
the industry to broaden the scope of its
research—to study new types of engines
and new control systems.$® Perhaps
even a one-year s‘y‘lspension does not give
the industry sufficient time to develop a
new approach to -emission control and
still meet the absolute deadline of 1976.
If so, there will be ample time for the
EPA and Congress,: between now and
1976 to reflect on .chahging the statutory
approach. ' This kind of cooperation; a
unique three-way partnership between
the legislature, executive and judiciary,
was contemplated by the Congress ¢ and
is apparent in the provisions of the Act.®

61, See, e .g, U.S. General Accounting
Office, Report tothe Congress: Cleaner
Engines for Cleaner Air, at 45-47 (May
15, 1872) (hereinafter “G.A.Q. Report™) ;
statement of Fref C. Hart, New York
City Envi 1| Prutectwn Agency,
Implementation” .of ‘the Clean Air Aet
Amendments of 1970 Hearings before the
Subcomm. on A.\r and Water Pollution,
Senate Comm. on -Public Works, 92nd
Cong., 2d Sess., pt. 3, 1597 (1972).

62, The General Accounting Office re-
ported in 1972 thdt the industry was “en-
trenched” in ettortx to. retain the con-
ventional engine. w G.A0. Report at. 45.

83. 116 Cong.Rec, | 32906 (1970) - (Sen.
Muskie) ; HR.Rep No. 91-1146, 91st
Cong., 2d Sess. 6 (1970).

64, Congress nmde clesr that it would be
ready to exercisé its' right to intervene if
it did mnot agree with: the results its
statutory “shock treatment” produced,
Bee 118 Cong.Rec, 32,005 (1870) (Sena-

The NAS estimated that there would
be a small environmental cost to sus-
pension of 1975 standards even if 1974
standards were -retained, but further
recommended intérmediate standards
that would dilute even such modest en-
vironmental cost.®: - The following table
shows the various standards, and one put
forward by Ford for 1975:

Maximum emlisslons (grams per mile)

. . . HC co
1974 standards ............ 34 39.0
Ford proposal ............. 1.6 19.0

NAS recommendation for:
Intermediate standards:

No catalyst change .. 82
One catalyst change:.... | 6.3
1975 Standards - ....... vet 41 34

Our concern that the 1975 standards
may possibly be counter-productive, due
to decreased driveability and increased
cost, is not to be extrapolated into a cau-
tion against any improvement, and con-
comitant reduction in permitted emis-
sions. In such matters, as the NAS
recommendation for interim standards
implicitly suggests, a difference in de-
gree may be critical, and the insistence
on gbsolute 1975 standards, without sus-
pension or - intermediate . level, may
stretch for the increment-that is essen-
tially counter-productive.

tor Muskie). Congresa, through Over-
sight Hearings conducted by the Sub-
mittee on Air and [Water Pollution of °
the United States Senate, continues to
keep a watchful eye on the implementation
of the Act. See Implementation of the
Clean Air Act Amendments of 1970,
Hearings before the Subcomm. on Air and
‘Water Pollution, Senate Comm, on Publie
‘Works,” 82d Cong., | 2d Sess, pts. 1-3
(1972).

65. The Act provides for various progress
reports' to.be made by the Administrator
to the Congrens, 42 U.8.C. § 1857j-1 and
2, tion is lied .by
the Semmnnunl Reports of the National
Academy of Sciences. 42 U.8.C. § 18571
1(c). . More particularly, the Act pro-
vides, 42 U.8.C. § 1857t-1(b) (4), for the
EPA to make “recommendations for addi-
_tional congressional action” which he
deems advisable.

'

66. Interim Standards Report at 8.
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We: also observe that Ford Motor
Company is on record as to capability of
greater emission controls, . e., lower lev-
el of emissions, than those permitted for
1974 model! year cars,$? and Ford pro-
posed that, given certain regulatory as-
sumptions,® the Administrator adopt an
interim standard of 1.6 gm/mi HC and
19.0 gm/mi CO levels, about one half
those permitted for the 1974 model year
cars,

On balance the record indicates the en-
vironmental costs of a one-year suspen-
sion are likely to be relatively modest.
This must be balanced against the po-
tential economic costs—and ecological
costs—if the Administrator’s prediction
on the availability of effective tech-
nology is incorrect.

*B. Potential Economic Costs

Theoretical possibility of
industry shutdown :

If in 1974, when model year 1975 cars
start to come off the production line,
the automobiles of Ford, General Motors
and Chrysler cannot meet the 1975 stand-
ards and do not qualify for certifica-
tion, the Administrator of EPA has the
theoretical -authority, under the Clean
Air Aet, to shut down the auto industry,
as was clearly recognized in Congression-
al debate.® We cannot put blinders on
the facts before us so as to omit aware-
ness of: the reality that this authority
would undoubtedly never he exercised, in
light of the fact that approximately 1
out .of .every 7 jobs in this country is
dependent on the production of the au-
tomobile.”® Senator Muskie, the prin-
cipal sponsor of the bill, stated quite

67. JA at 954-59; Doe. No. 135, Vol. II
dt 5-18 to 6-23.

68. Ford'zs proposals were qualified by the
following regulatory assumptions: (1)
meximum lead grams per gallon  of
gasoline .03; (2) averaging of émissions
for certification test procedures; (3) a
methane allowance in interpreting hydro-’
carbon data; and (4) reasomable main-
tenance on durability test cars used in
determining certification, Only the
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clearly in the debate on the Act that he
envisioned the Congress acting if an
auto industry shutdown were in sight.™

The economic consequence of an ap-
proach geared to stringency, relying on
relaxation as a safety valve

A more likely forecast, and one which
enlightens what ‘influenced the EPA de-
cision to deny the suspension, was articu-
lated by George Allen, Deputy Assistant
Administrator for General Enforcement
and a2 member of EPA’s Hearing
Panel:?

The problem really comes down to

this: A decision has to be made next

month, early next month. If the de-
cision is to suspend the standards and

adopt an interim standard .

and in 1975 it turns out that tech-

nology exists to meet the statutory
standard, today’s decision turns out to
be wrong.

* * * * * *

If, on the other hand, a decision is

made today that the standards cannot

lawfully be suspended, and we go down
to 1975 and nobody can meet the stand-
ard; today’s decision was wrong.

In [the first] case, there is not
much to do about the wrong decision;
it was made, many people relied on it;
it turns out the standard could have
been met, but I doubt if we could
change it. .

In the second case, if a wrong de-
cision is  made, there is probably a
remedy, a re-application and a recog-
nition by the agency that it.is not
technically feasible to meet the:stand-
ards. You can correct the one; you
probably can't correct the other.

reasonable maintenance  assumption cor-
responds to ‘actual EPA regulations now
in effect or proposed. Deoec. No. 185, Vol.
II, at 5-28 to 5-33.

69. 116 Cong.Rec. 32,905 (1970).

70. Estimate provided by Seﬁator Griffin,
116 Cong.Rec. 82,906 (1070). .

116 Cong.Rec. 32,905 (1870).
72, Transcript at 2034-2035.

7.
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Grave problems are presented by the
assumption that if technical feasibility
proves to be a “wrong decision” it can
be remedied by a relaxation. )

Certain techniques available to the Ad-
ministrator, through changes in the cer-
tification procedure, can be ised in an
even handed manner for all three auto
companies to facilitate compliance with
the 1975 standards. Already lower lead
levels in fuel available for 1975 model
year cars have been prescribed to in-
crease the efficiency of the catalytic con-
verter. Similarly certain changes in the
regulatory -system, through allowable
maintenance and permitted change ‘in
the catalytic converter, have been made
by EPA. These techniques work with
reagsonable impartiality as to the various
auto companies.. -

However, a relaxation of standards,
and promulgation of an interim stand-
ard, at a later hour—-after the base hour
for “lead time” has been passed, and the
production sequence set in motion—fore-
bodes quite different consequences. The
record before us suggests that there al-
ready exists a technological gap between
Ford and General Motors,” in Ford’s
favor. General Motors did not make the

decision to concentrate on what EPA -

found to be the most effective system at
the time of its decision—the noble metal
monolithic catalyst. Instead it relied
principally on testing. the base metal
catalyst as its first choice system.”™ In

73. For purpases of a comparison, Chrysler
is omitted from this comparison, although
on the basis of the performance of car
#3383 and its testing of mnoble metal
catalysts, Chrysler seems closer in tech-
nological advancement to Ford than to
General Motors. See Technieal Appendix
at 17.

74. Id. at 44.

75. The data on the efficiency of the Engel-
hard converter was from converters tested
principally on Ford vehicles. Id. at 53.

76. Supplement to Decision at 1.

77. See also discussion of good faith in Ad-
ministrator’s Initial Decision at 26, where
Ford was singled out as the only auto
company which has developed a close

predicting -that General Motors -could
meet the 1975 standards, EPA employed
a unique- methodological approach. In-
stead of taking emissions at 4000 miles
of cars with preferred systems—with
which none of the General Motors cars
was  equipped--and applying against
this, adjustments for lead levels and de-
terioration, as had been done in the case
of Ford and Chrysler, EPA took emis-
gions at 4000 miles of GM cars which had
no converters of any kind, and predicted
how they would function with an Engel-
hard - monolithic catalytic converter,
based on auto manufacturers’ use of this
device in a number of cars—principally
Ford’s—when testing it for durability.™
In his Supplemental Decision the Ad-
ministrator recognized that this was a
departure from NAS methodology, stat-
ing:"

In its Interim Standards Report- the

National Academy recommended -a

methodology for predicting the emis-

sion levels achievable by manufactur-

‘ers. This recommended methodology

is the same methodology that was em-

ployed in the technical appendix to my
decision in evaluating the test results
of all manufacturers except Genmeral

Motors. (Emphasis added.)

The case is haunted by the irony that
what seems to be Ford’s technological
lead ™ may operate to its grievous detri-
ment, assuming the relaxation-if-neces-
sary approach voiced by Mr. Allen,” If

relationship with a vendor of emission
control devices, in its case Engelhard.

78. We are mot unaware of 42 U.S.C. §
1857h-8 which provides under certain
specified proced for the d y
licensing of patents on polution control
devices to obviate competitive advantages.
It provides:

Whenever the Attorney General deter-
mines, upon application of the Admin-
istrator—

(1) that—
(A) in the implementntion of the re-
- quirements of section 1857c-6, 1857c-T,
or 1857f-1 of this title, a right under
any United States letters patent, which
is being used or -intended for public
or commercial use and not otherwise
reasonably availahle, is necessary to en-
able any person required to comply with
such limitation to so comply, and
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in 1974, when certification of production
vehicles begins, any one of the three
major companies cannot meet the 1976
standards, it is a likelihood that stand-
ards will be set to permit the higher level
of emission control achievable by the
laggard. This will be the case whether
or not the leader has or has not achieved
compliance : with. the 1975 standards.
Even if the relaxation is later made in-
dustry-wide, the Government’s action, in
first imposing a standard not generally
achievable and then relaxing it, is likely
to be detrimental to the leader who has
tooled up to meet a higher standard than
will ultimately be required.

In some contexts high achievement be-
stows the advantage that rightly belongs
to the leader, of high quality. In this
context before us, however, the high
achievement in emission control results,
under systems presently available, in
lessened car performance—an inverse
correlation. The competitive disadvan-
tage to the ecological leader presents a
forbidding outcome—if the initial as-
sumption of feasibility is not validated,
and there is subsequent relaxation—for
which we see no remedy,™

(B) there are no reasonable alterna-
tive methods to mccomplish such pur-
pose, and
(2) that the unavailability of such right
may result in a substantial lessening of
competition or tendency to create a
monopoly in any line of commerce in
any section of the country,
the Attorney General may so certify to
a district court of the United States,
wbich may issue an order requiring the
person who owns such patent to license
it on such reasonable terms and condi-
tions as the court, after hearing, may
determine. Such certification may be
made to the district court for the district
in which the person owning tbe patent
resides, does business, or is found.

No sapplieation has, however, been made
by the Administrator, presumably because
his methodology prediets all three manu-
facturers can meet the 1975 -standards.
Moreover, there is no evidence on the
record to show that -converters will per-
form equally well on different vehicles,
This option may be effectively foreclosed
as the lead time for production is ap-
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C. Light Weight Trucka

We now take up the serious contention
of International Harvester (IH) that the
EPA decision effectively rules out the
production of 19756 model year IH light
weight trucks and multi-purpose passen-
ger vehicles (MPVs). This requires us
to focus on the Administrator’s concep-
tion that the 1970 Clean Air Act en-
visioned restricting production of vehi-
cles to that necessary to fill “basic de-
mand,” 8¢

The  Administrator does not dispute
International Harvester’s claim ‘that it
will not be able to produce the vehicles
in question, and indeed the limited test-
ing of one of its MPVs showed, even as
evaluated by EPA methodology, that
such standards could not be achieved.*
Yet a suspension was not granted, pre-
sumably for the reasons advanced by
EPA to this court, that International
Harvester was “required to alter the per-
formance characteristics of its vehicles
in the interest of meeting the 1975 emis-
sion standards.” 8 The inability of TH
vehicles to meet the standards seems ac-
countable by the uses to which they are

proached, at which' point the companies
will be committed to their own in-
dividually developed systems.

79. One could imagine some form of regula-
tion through interim standards, whereby
the laggard could be deprived of an ex-
pected windfall, through requiring some
percentage of his vehicles to meet a stand-
ard which can only be met by the leader;
but this form of economic regulation
does not seem contemplated by Congress
and would be subject to innumerable
regul Y bl ional in-
demnities might present a possibility, Ob-

viously neither possibility could reason-

ably be taken into sccount as a basis for
decigion,

80. Decision at 9-10.
81. See Technical Appendix at 58-80.

B82. (1) Brief of Respondent at 37. (Re-
spondents submitted two briefs to this
court, one responsive only to the petition
of International Harvester in case No.
72-1517, the other responsive to all four
petitioners. For reference the former is
denoted as (1), the latter as (2).)
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put, hauling large loads or towing heavy
trailers. To serve this purpose vehicles
must be designed with higher than nor-
mal axle ratios, thus requiring greater
power from the engine and producing
higher exhaust gas temperatures in or-
der to attain any given speed.82. There-
fore, for all practical purposes a redesign
of performance characteristics will pre-
clude the present uses to which IH ve-
hicles are put.

The Administrator, nonetheless, takes
the position that International Harvester
can be denied a suspension because he
has found that “new car demand” will be
satisfied by the production of the major
auto companies, and thus apparently
posits that the absence from the 1975
market of &ll light weight trucks and
MPVs is fully consistent with the Act.
We cannot agree.

[15, 16] - Section 202(b)(1) of -the
Act applies its drastic standards to 1975
models of “light duty vehicles.” It is
our view that the legislative history re-
veals this term to mean “passenger cars.”
In the Report of the Senate Committee
on Public Works on S.4358,% the Com-
mittee clearly distinguished hetween the
automobile, which must “meet a rigid
timetable and a high degree of emission
control compliance,” and other vehicles,
such as “trucks and buses and other com-
mercial vehicles,” which are governed by
a different authority to promulgate
standards. At another point of the Sen-
ate- Report, the legislative use of the
term light duty vehicles, as interchange-

83, Brief of IH at 24-25. Also sec Tran-
seript at 1167 et seq. .

84. B.Rep. No. 01-1108, 81st Cong., 2d
Sess. 23 (1970). .

85. Id. at 24.

86. See, e. g, 118 Cong.Rec, 42,383

* (Senator  Muskie) ; 118.. Cong.Rec.

32,921-22 (Senator Baker) (standards
“envisioned to be for automobiles). :

87. EPA points out that prior regulation
under the Clean Air Act in June 1968 had
defined light duty vehicles as motor

hicles “designed for t tation of
persons or property on a street or high-

able with passenger cars, is made even
more clear: 8
The authority provided in section 202
(a) would continue to be available
to the [Administrator] to establish
standards for light duty motor vehi-
cles (passenger cars) during the peri-
od prior to and following the effective
date of the standards established by
subsection (b).
References abound in Congressional de-
bate to the same effect.86 . This kind of
legislative intent must be given priority,
in interpreting this law, over any pre-
sumption of continuance .of prior ad-
ministrative definitions of this term &
or to the policy of uphelding reasonable
interpretations of statutes by adminis-
trative agencies®8 in the absence of oth-
er discernible legislative intent. Volks-
wagenwerk v. FMC, 390 U.S. 261, 272,
88 S.Ct. 929, 19 L.Ed.2d .1090 (1967);
Greater Boston Television Corp. v. FCC
(1), 143 U.S.App.D.C. 383, 392, 444 F.2d
841, 850, cert. denied, 403 U.S. 923, 91
S.Ct. 2229, 29 L.Ed.2d 701 (1971).
For the above reasons we cannot sus-
tain -the definition of “Light duty ve-
hicle” as: %
any motor vehicle either designed pri-
" marily for transportation of property
‘and rated at 6,000 pounds GVW or
“less or designed primarily for trans-
portation of persons and having a ca-
‘pacity of 12 persons or less

to the extent that it includes light weight
trucks in the category that must meet
the drastic emission reduction standards

way and weighing 6,000 pounds GVW
or less” 33 Fed.Reg. 8305 (1608), but this
cannot be conclusive, given the legislative
intent to the contrary. Moreover, the
- prior regulation did not have the effect of
eliminating IH vehicles from the market

b the standards were with-
jn the reach of heavier vehicles at that
- time. .

83. The policies behind the decision in Udall
v. Tallman, 380 U.8. 1, 85 S.Ct. 792, 13
L.Ed.2d 616 (1865) are thus inapplica-
hle.

89. 36 Fed.Reg. 22,448 (1871).
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set for 1975 models. ‘These light weight
trucks will be governed by the standards
duly promulgated by EPA for “trucks
and buses and other commercial vehi-
cles.”

*[17] This is not to say that the mod-
ification of the “light duty vehicles” def-
inition must exclude MPVs, which large-
ly overlap in their usage with passenger
cars. We merely hold the present regu-
lation contrary to legislative intent. We
have jurisdiction to decide this issue,
even though "the reasonableness of the
regulation could be challenged in a sepa-
rate proceeding in the District Court,®
because the validity -of the regulation is
a premise of the refusal to grant suspen-
gion. “It would be an empty and useless
thing to review an order based
on & regulation the validity of which
might be subsequently nullified.” . Doe
v. Civil Aeronautics Board, 356 F.2d
699, 701 (10th Cir. 1966). .

We -decline the proposal of Interna-
tional Harvester, therefore, that only its
vehicles be granted a suspension, Light
weight trucks of other manufacturers,
-such as Ford, equally demonstrated an
inability to comply with the 1975 stand-
ards.?* * Under the view taken here, the
light weight trucks of all manufacturers
are properly exempted from the scope
of “light duty vehicles.” This comports
with competitive as well as statutory
considerations, as the Administrator’s
own brief delineates: #2

1f International Harvester is granted
a suspension, it should be able to sell
its vehicles at a lower cost than com-
"petitors who met the standards. This
is s0 because International Harvester’s
1975 models would not include expen-
sive catalytic devices to control emis-
sions, Also the Company’s vehicles
would probably perform better for the
same. reason. Thus, if suspension is
granted, it is likely that International
Harvester will gain a substantial com-

90. See 42 U.B.C. § 1857h-5(b)(1).

g91. See e. g, Technical Appendix at 33—
43 where no predictions as to conformity
were made for any Ford trucks,
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petitive advantage over manufacturers
who sacrificed the performance of
their vehicles, and perhaps profits,
in order to comply with the 1975
standards. -
Assuming light duty vehicles are de-
fined by EPA to include MPVs a ques-
tion may arise whether they are entitled
to a one-year suspension, for lack of
feasibility, even though passenger vehi-
cles generally should be denied a suspen-
sion. We shall not consider this ques-
tion unless and until EPA has had an
opportunity to address itself to the prob-
lems in the light of our opinion herein.

D. The Issue of Feasibility Suffi-
_cient for Basic Auto Demand

[18] The foregoing conclusion is not
to be misunderstood as amounting to an
acceptance of another “basic demand”
contention raised by the auto manufac-
turers. We are inclined -to agree with
the Administrator that as long as feasi-
ble technology permits the demand for
new passenger automobiles to be gen-
erally met, the basic requirements of the
Act would be satisfied, even though this
might occasion fewer models and a2 more
limited choice of engine types. The driv-
ing preferences of hot rodders are not
to outweigh the goal of a clean environ-
ment. : .

[19, 20] A difficult problem is posed
by the companies’ contention that the
production and major retooling capacity
does not exist to shift production from a
large number of previous modely and en-
gine types to those capable of complying
with the 1975 standards and meeting the
demand for new cars. The Administra-
tor made no finding as to this problem.
We bélieve the statute requires such a
finding, explaining how the Adminis-
trator estimates “basic demand” and how
his definition conforms to the statutory
objective, The emission standards set
for 1976 cannot be breached, since they

92, (1) Brief of Respondent at 44,
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represent an absolute judgment of Con-
gress. - But as to the decision on a-one-
year suspension, and the underlying is-
sue of technological feasibility, Congress
intended;, we think; that the Adminis-
‘trator should take into account such “de-
mand” considerations.

A significant decrease in auto produc-
tion will have a major economic impact
on labor and suppliers to the companies.
We have 1o reason to believe that “effec-
tive technology™ did not comport within
its meaning sufficient technology to meet
a basic level of consumer demand.

E. .Balancing of Risks,

[21] - This case inevitably presents, to
the court as to the Administrator, the
need for a perspective om the suspension
that is informed by an analysis which
balances the costs of a “wrong decision”
on feasibility against the gains of a-cor-
rect one, These costs include the risks of
grave maladjustments for the technolog-
jcal leader from the eleventh-hour grant
of a suspension, and the impact on jobs
and the economy from a decision which
is only partially accurate, allowing com-
panies to produce ‘cars but at a signifi-
cantly ‘reduced level of output. 'Against
this must be weighed the environmental
gavings from denial of suspension. The
record indicates that these will be rela-
tively modest. There is also the possi-
bility that failure to grant a suspension
may be counter-productive to the en-
vironment, if there is significant decline
in performance characteristics.

[22] Another consideration.is pres-
ent, that the real cost to granting a sus-
pension -arises from the symbolic com-
promise with the goal of a clean environ-
ment. We emphasize that our view of a
one .year suspension, and the intent of
Congress as to a one year suspension, is
in no sense to be taken as any support
for further suspensions. This would
plainly be contrary to the intent of Con-

93. Permian Basin Area Rate Cases, 390
U.S. 747, 781, 88 8.Ct. 1844, 20 L.Ed.2d
312 (1968) ; WAIT Radio v. FCC, 135

478 F.20—41

gress to set an absolute atandard in 1976.
On -the contrary, we view the impera-
tive of the Congressional requirement as
to the significant improvement that must
be wrought no later than 1976, as inter-
related with the provision for one-year
suspension. - The flexibility in the stat-
ute provided by the availability of a one-
year suspension only strengthens the im-
pact of the absolute standard, Consid-
erations of fairness will support compre-
hensive and firm, even drastic, regu-
lations, provided a “safety valve” is
also provided—ordinarily a. provision
for waiver, exception or adjustment, in
this case a provision for suspension.??
“The limited safety valve permits a more
rigorous adherence to an effective regu-
lation.” WAIT Radio v. FCC, supra,
135 U.S.App.D.C. at 323, 418 F.2d at
1159.  To hold the safety valve too rigid-
1y is to interfere with the relief that was
contemplated as an integral part of the
firmness of the overall, enduring pro-
gram.-

We approach the question of the bur-
den of proof on the auto companies with
the previous ¢onsiderations before us.

IV. THE REQUIRED SHOWING ON
“AVAILABLE TECHNOLOGY”

{23] It is with utmost dlffldence
that ‘we ‘approach our assignment to Te-
view ‘the Administrator's decision on
“gvailable technology.” The legal is-
sues are intermeshed with technical mat-
ters, and as yet judges have no scientific
aides. Our diffidence is rooted in the
underlying technical complexities, and
remains even when we take into account
that ours is a judicial review, and not a
techmcal or policy redetermination, our
review is channeled by a salutary re-
straint, and deference to the expertise of
an agency that provides reasoned anal-
ysis. Nevertheless we must proceed to
the task of judicial review assigned by
Congress.

U.8.App.D.C. 317, 321 418 F.24 1168,
1157 (1989) and cases cited. .
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The .Act makes suspension dependent
on the Administrator’s determination
that: : -

the applicant has established that ef-

fective control technology, processes,

operating methods, or other alterna-
tives aré not available or have not been
available for a sufficient period of
time ‘to achieve compliance prior to
the effective data of such standards

A. Requirement of Observed Data
From Manufacturers ’

- [24] Clearly this requires that the
applicants come forward with data which
showed that they could not comply with
the contemplated standards. The normal
rules place such a. burden on the party
in control of the relevant information.8*
It was the auto companies who were in
possession of the data about emission
performance of their cars.

The submission of the auto companies
unquestionably showed that. no car had
actually been driven 50,000 miles and
achieved conformity of emissions to the
1976 standards. The Administrator’s po-
sition is that on. the basis of the meth-
odology outlined, he can predict that the
auto companies can meet the standards,
and that the ability to make a predic-
‘tion saying the companies can.comply
means that the petitioners have failed
to sustain their burden of proof that
they cannot comply.

B. Reguisite Reliability of Method-
ology Relied on by EPA To Pre-
diet Feasibility Notwithstanding
Lack of Actual Experience

[25] We agree with the Administra-
tor’s proposition in general. Its validi-
ty as applied to this case rests on the
reliability of his prediction, and the na-
ture of his assumptions, One must dis-
tinguish between prediction and prophe-

94, IX Wigmore, On Evidence § 2488 (3d
ed. 1840). )

95, The fact that a preponderance of evi-
dence standard was originally in Senate
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cy. See EDF v. Ruckelshaus, 142 U.S.
AppD.C. 74, 89, 439 F.2d 6584, 597
(1971). In a matter of this importance,
the predictor must make a showing of
reliability of the methodology of predic-
tion, when that is being relied on to
overcome this “adverse” actual test data
of the auto companies, The statute does
not contemplate use of a ‘“‘crystal ball.”
See National Resources Defense Council,
Inc. v. Morton, 148 U.S.App.D.C. 5, 15,
468 F.2d 827, 837 (1972).

[26] The Administrator, however,
raises a different issue by contending
that the companies, wholly aside from
his methodology, did not submit suffi-
cient evidence to enable him to make the
required determination-as to “available
technology.” This goes to the standard
rather than the burden -of proof, and
comes -close to adoption of “beyond .a
reasonable doubt” as the required .show-
ing. Aside from a possible finding of
bad faith, which the Administrator spe-
cifically eschews making, this position
cannot stand, The companies came for-
ward with . all the data that there was
to be had, and the Administrator did not
specifically ask for more. Additionally,
our perspective on the interests further-
ed by a.sound EPA decision, and jeopar-
dized by a “wrong decision,” are materi-
al to ‘the issue of standard of proof.
This is a situation where, as we have
stated, the risks of an erroneous denial
of suspension outweigh the risks of an
erroneous grant. On:the issue of bur-
den of proof, the standard adopted muat
take into account the nature and conse-
quences of risk of error. See In re Win-
ship, 397 U.8, 858, 371-372, 90 S.Ct.
1068, 25 L.Ed.2d 368 (1970) (Mr, Jus-
tice “Harlan, concurring); U. 8. v.
Brown, 165 U.S.App.D.C. —, 478 F.2d
606 (1973). This view of the standard
of proof dictates the standard normally
adopted in civil matters, & preponder-
ance of the evidence.®

Bill 4358, but deleted in Conference,
offers no basis for an opposite conclusion.
No affirmative indication exists that
Congress wanted a higher standard and
the Conference delegation may -simply
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" Qur approach relates considerations of
ecological and economic costs, dealt with
above, to the legal issue of burden and
standard of proof. Nominally the stat-
ute, in § 202(b)(5) (D), sets forth sepa-
rate criteria as to “public interest,” in
clause (i), and “available technology,”
in clause (iii). But the assignment of
the burden and standard of proof on
“gvailable technology” inescapably in-
volves many of the same considerations
as .those involved in a “public interest”
determination, and. it would have béen
helpful to this court if the Administra-
tor had expressly commented on the pub-
lic interest in this connection.

[27] The underlying issue is the rea-
sonableness and reliability of the Admin-
istrator’s methodology, for it alone off-
gets the data adduced by petitioners in
support of suspension: ' It is the Ad-
ministrator who must bear the burden
on this matter, because the development
and use of the methodology are attribut-
able to his knowledge and expertise.
When certain material “lies pérticularly
within the knowledge” of a party he is
ordinarily assigned the burden of adduc-
ing the pertinent -information. This
assignment of burden to a party is fully
appropriate when the other party is con-
fronted with the often-formidable task
of establishing a “negative averment.”
United States v. Denver & R.G.R. Co.,
191 U.S. 84, 92, 24 S.Ct. 33, 48 L.Ed. 106
(1903). ‘In the context of this proceed-
ing, this requires that EPA bear a bur-
den of adducing a reasoned presentation
supporting the reliability of its method-
‘ology.

have been intended to eliminate a require-

ment which is mere eurplusage in the

civil . litigation context. See §. 4358,

91st Cong., 2d Sess., printed in S.Rep. No.

91-1196, 91st Cong., 2d Sess. 103 {1970),

§ 202(h) (4) (O) (iii). Bee alse Con- .

ference Report, H.R.Rep. No. 91-1783,

91st Cong., 2d Sess. 4849 (1970), U.S. :

Code Cong. & AdminNews, 1870, p.

5374, : ' :

C. Analysis of EPA A ti

The multiple assumptions used by the
Administrator in making his prediction
are subject to serious doubta.

The basic .formula used .to make the
prediction that ‘each of the manufac-
turers could meet the 1975 standards
was based:on 1975 certification require-
ments, so that in part it paralleled test-
ing procedures which would be used in
1975 to certify automobiles for sale.. The
formula is: ®7

deterioration

50,000 mite
factor

| 4000 mile-
emissions

emissions

Four kinds of assumptions were used in
making the 50,000 mile emission predic-
tion: (1) regulatery, (2) engineering
or scientific, (3) techniques of applica-
tion of basic formula to particular com-
panies, and (4) statistical reliability of
the final prediction.

1. - Regulatory assumptions

First, EPA assumed that certain types
of maintenance would have to be per-
formed on 1975 model year cars, if its
50,000 miles emission predictions were to
be meaningful. Subsequent to the issue
of its Technical Appendix, a Proposed
Rule Making formulated these require-
ments as part of 1975 certification pro-
cedure.® This assumption was neces-
sary because much of the data supplied
by the companies was obtained from cars
that were under rigid controls during
testing.?® The problem with such main-
tenance assumptions is whether the ordi-
nary driver will actually pay for this
kind of maintenance just to reduce the

96. Compare Commonwealth of Puerto Rico
v. FMC, 162 U.S.App.D.C. 28, 468 F.2d
872 (1972). .

97. Technical Appendix at 3.

98. See note 26 supra. -
99, Car # 338, used ag the basis for the
Chrysler predicti is the out di
example. See Transcript ‘at 20965-2107;

JA 1831, Doc. 148.
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emission levels of his automobile, It is
one thing to build maintenance into the
1975 certification procedure, when fleet
samples are durability tested. It is an-
other to posit that such standards will
be maintained, or are reasonably likely
to be maintained, by consumers. A hard
question is raised by the use of a meth-
odological assumption without evidence
that it will correspond to reality, or a
reasonable and forthright prediction

based on expertise.

Secondly, the predicted emission level
assumes that there will be one total re-
placement of the catalytic converter at
some time after 25,000 miles. This en-
tered into the formula as an adjustment
to the predicted deterioration factor.100
The critical question is how much will
the one. replacement reduce emissions
otherwise obtainable by use of a single
catalyst. This relationship had to be as-
sumed because manufacturers had not
used catalytic converter replacements in
their testing. The Administrator admit-
ted that this factor was imprecise10t
Yet, in the case of General Motors, the
use of the assumed value of this factor
wias critical in allowing the Administra-
tor to make a 50,000 mile emission pre-
diction under the 1975 standards.10?

., The -third regulatory assumption re-
lates to the average lead level which will
exist in gasoline available for 1975 model
year cars. Lead levels in' gasoline con-
tribute to the levels of HC and CO both
’in' terms of normal emission control
achievable (the 4000 mile emission) and
to the deterioration in emissions over
time (deterioration factor). Thus, in
the case of the Chrysler car used to pre-
dict conformity with the 1975 standards,
a .03 lead in gasoline produced 4000 mile

100. Technical Appendix at 10,

101, This statement was made in the con-
text of the epplication of this tion

proposed regulation.
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emissions of .27 grams HC and 1.51 CO,
whereas a .05 level of lead resulted in .29
and 1.66 grams respectively, Similarly
.03 lead produced a corrected deteriora-
tion factor of .67 HC and 1.5 CO, where-
as & .05 level produced .78 HC and 1.65
Co_lo.‘!

On December 27, 1972, a regulation
was promulgated “designed to ‘assure
general availability by July 1, 1974, of
snitable gasolines containing no more
than .05 grams per gallon of lead.
. . 1M Tt was the assumption of
the Administrator that the .06 maximum
would result in gas containing on the
average .03 grams per gallon of lead.
The discrepancy between the maximum
and average is accounted for by the con-
tamination of lead free gasoline from-its
point of production to its marketing out-
let. Thus EPA will allow a maximum
of .05 but anticipates that on the average
fuel will be at .08. This assumption is,
however, subject to testimony in the rec-
ord indicating a difference between com-
panies in their ability to achieve gasoline
with a low lead level complying with the
Amoco said that
its proposal for a .07 maximum *“should
result in effective lead levels of .02 to
.03 grams of lead per gallon.” 106 Tex-
aco did not think it could deliver gas to
service stations at a lead level below
.07.1%  We cannot resolve whether a
differential ability really exists, but we
also have no refinement and resolution
by the EPA (as distinguished from the
briefs of its counsel). We do not say
this matter is a critical defect; still it
leaves a residue of uncertainty that be-
clouds the EPA assumption of a .08
average, needed in its methodology to
predict conformity with the 1975 stand-
ards.

102. Jd. at 51.
103. Id. at 22

to predicting the conformity of General
Motors with prescribed standards. Tech-
nical Appendix et 47.

104. Suppl

105. Letter,. B. J. Yarrington, Amoco, to
EPA, May 9, 1972, at 2, JA at 1539,

106. JA et 1704-1705.

t to Decision at 2,
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2. Engineering and scientific as-
- gumptions
Engineering -or scientific assumptions
are made in predicting 4000 mile emis-
sions and deterioration factors, and we
shall give separate consideration to each
independent variable. :

The 4000 mile emission factor

The use of 4000 mile ‘emissions as a
starting point is based on certification
procedures.¥? No challenge has been
made to this mileage as a base point,
largely because it appears that at this
mileage the engine is broken in and emis-
gion levels are relatively stabilized.198
EPA decided to adjust raw data sup-
plied, at least in the case of Ford and
Chrysler, of emissions at 4000 miles to
take account of a “Lead Adjustment
Factor.” 199 This was done because.in
most cases emissions data reflected fuels
with a close to zero lead:level which had
been used by the manufacturers-in their
testing programa.

a.

Lead adjustment factor

. This Lead Adjustment Factor was cal-
culated using only Ford cars, but the
value of the factor was assumed to be
the same in adjusting Chrysler 4000 mile
emissions with this factor.11® - The ‘cars
had been tested with a dynamometer, a
type of test equipment uged for labora-

107. See note 24 supre.

108. Joint Supplement to Briefs of Peti-
tioners General Motors Corporation,
Chrysler Corporation and Ford Motor
Company at 8. .

109. Technical Appendix at 22 (Chrysler) ;
at 36 (Ford).

110. Id. at 6.

1(). The parties are apparently agreed that
it would be to the advantage of the com-
panies to take fewer hours than 200 on
the dynamometer to.represent 4000 mile ;

ingi hod bly on the ion |
that this will mean that emissions would
he higher. This is not readily apparent to
the court, given its limited understanding,
from the graphs or equations provided

in the Technical Appendix, at 5-6, 11-12,

tory testing of an engine. A measure-
ment of the efficiency of the catalytic
converter at the 4000 mile mark was. the
critical value which had to be obtained
from the dynamometer since this would
indicate what the proper lead adjustment
factor would be.ltt

EPA assumed that 200 hours on the
dynamometer corresponded to 4000 miles
usage, based on a critical and contested
EPA assumption that the. tests were
conducted. at 1000 RPM. Petitioners
claim that the high temperature readings
on the dynamometer reflect a higher
RPM, and hence that a testing below 200
hours corresponded to 4000 miles of use.
EPA disputes the steps in that.chain of
reasoning, and argues that a higher tem-
perature may be attributable mot to a
RPM in excess of 1000, but to a heavy
load on the vehicle, and in the alternative
contends that even if there was a RPM
greater than 1000, the speed may not
have increased, due to a shift in gear.

[28] The cause of higher than ex-
pected temperature readings cannot be
ascertained from the record, and we are
left with the alternative contentions of
the parties. It is up to EPA, however,
to support its methodology as reliable,
and this requires more than reliance on
the unknown, either by speculation, or
mere shifting back ‘of the burden of
proof 112 -

18, 84. TIf this were a critical issue it
might be necessary to arrange farther
submission on this point, bat since it
relates to one of many problems with
EPA methodology we do not deem it
necessary. A lacuna in judicial under-
standing is to some extent inescapable in
matters of such technical difficulty, and
here it does not seem critical for the
court to refine this particular problem.

112. A scientific paper was cited by peti-
tioners to establish that RPM was in fact
1750, JA 1618. Apparently this was not
in ‘the record made before EPA. In any
event, we do not discern how. this paper
pupports the claim made, though we are
aware that this -statement may merely .
reflect the court’s lack of scientific
understanding. .
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b. Deterioration factor

Methodological problems also existed
with the calculation of the deterioration
factor, which took account of possible
deterioration in emission quality from
4000 miles to 50,000 miles. Different
questions arose as to the calculation of
this factor for Ford:and Chrysler.

In the case of Ford, the Administrator
predicted that emissions would improve
from 4000 to 50,000 miles, and arrived
at g deterioration factor of less than 1.113
He calculated average deterioration fac-
tors for Ford vehicles of .80 HC and .83
CO. This is to be compared with a de-
terioration factor of 2.6 used by NAS 114
The Administrator never explained why
there -should be no deterioration., Nor
does EPA explain how this result can be
squared with other data on Ford eatalyst
efficiencies, which was used in the case
of the General Motors prediction, show-
ing 50,000 -mile catalyst efficiencies
ranging from 21% to 53% for HC and
47% to 729 for CO1

In-the case of Chrysler, the deteriora-
tion factor was also calculated to be less
than 1, but this figure was only arrived
at after eliminating some data. points
from the emission measurement on the
tested car #333, due to what EPA
claimed were unrepresentative points re-
sulting = from non-catalyst malfune-
tions.118  Although it may be, as EPA
argues here, that including the data
points would still produce predicted 50,-
000 emission levels in conformity with
the 1975 standard, the fact remains that
these data points were removed. More-
over, it is not apparent why one should
ignore malfunctions of a car which con-
tribute to high emissions, even if they
are not malfunctions of the converter.

113.  Technical Appendix at 34,

t14. Interim Standards Report at 8.
15, . JA at 957, Doc. 135,

i IGT Technical Appendix at 17T.

117.. - EPA merely responds to the testi-
mony by stating that it was onaccom-
panied by data, but offers no expert
opinion whieh indicates that such a re-
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Malfunctions of cars occur to some de-
gree, and cars operating in 1975 will un-
doubtedly be subject to them.

Lead adjustment factor

A lead adjustment factor is applied to
the deterioration factor, as well as to
4000 mile emissions. EPA estimated on
the basis of the questionable Ford dyna-
mometer data, that lead levels had no ob-
servable effect, which was contrary to
industry testimony on the subject.11?
The Administrator evidently had doubts
as to the dependability of these re-
sults as well, and therefore assumed a
10% factor for lead adjustment.’1® No
explanation is given of the origins of
this 109 figure. If the willingness to
take some factor evidences distrust in
the data, the question then becomes
whether 10% is enough.

3. EPA methodology for General Mo-
tors ’

In the case of General Motors an en-
tirely different methodology from that
used for Ford and Chrysler was em-
ployed. This was adopted due to limit-
ed testing by GM of noble metal cata-
lysts.

The methodology was to take the raw
emission values produced by a GM car
prior to eatalyst treatment of any kind
multiplied by a factor representing the
efficiency of the catalyst, . e., the per-
centage of a given pollutant that the
catalyst. converts to harmless vapor, in
order to obtain the projected overall
emission performance at 50,000 miles.11®
These methods of -calculation were de-
veloped by the Administrator and were
not used by NAS in their evaluation.1®0

latibnship does not exist. (2) Brief of
Respondent, App. A and B at 24, n. 35.

118. Technical Appendix at 7.

118, Id. at 3, 24-55.

120. No mention of this possible methodo-
logy is mentioned in the NAS Interim
Report, and the. Administrator admits

this in Supplement to Decision at 1.
Bee text at note 76.
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The catalyst efficiency data were taken
from Engelhard converters used princi-
pally on Ford cars and applied against
the raw - emissions of a General Motors
engine, - This assumed, with no exp]ana-
tion of the validity of such an assump-
tion, that Engelhard catalysts will func-
tion as efficiently in General Motors cars
as in those of Ford. A prediction was
made on the basis of a hypothetical case.
One cannot help be troubled by the adop-
tion of this techmique for General Mo-
tors. ‘Tt was apparently recognized as at
best a second best approach, in terms of
the reliahility of the prediction, or the

same catalyst efficiency procedure would

also have been used for Ford and Chrys—
ler.

4. Statistical reliability of assump-
tions

“In this case the Administrator is nec-
essarily making a prediction. No tests
exist on whether this prediction is or is
not . reliable. It would, therefore, seem
incumbent on the Admmlstrator to es-
timate the possible degree of error in his
prédiction. The NAS, for example, said
that the data of the manufacturers were
subject to £ 20-309% margin of error, 121
and this is separate from any margin of
error that may be due to the various as-
sumptions made by the Administrator.
It is not decisive to say, as EPA argues
in its'brief, that this is just a matter of
quallty control -in' production. The first
issue ‘is- whether the automobile built
with rigid adherence to specifications
will perform as predicted. The issue of
quality: control, whether cars will indeed
be built in accordance with specifications,
raises a separate and additional problem.

121, Interim Standards Report at 7.

122. Technical Appendix at 41 (Ford 351
0); at 22 (Chrysler car 333); at 51
(General Motors engine 465/full size).

123. Interim Standards Report at 8. EPA, -
moreover, offers no explanation as to
whether there were “beat system” cars be-
gides. those included in the Appendix
which did not meet the standards, and
why one.ghould not be concerned about the

The possibility of error must take into
account that enly 1 Ford ecar, 1 Chrysler
car, and 1 hypothetical General Motors
car. form the foundation for predicted
conformity  with the 1975 standard.**
The Administrator would say that it.is
enough to validaté the principle of the
electric light bulb if only one is seen at
work. But we do not yet have one that
has worked; instead we have four pre-
dictions. Questions like these arise:
(1) For how many different types of en-
gines will these predictions be valid?
(2) :Does it make a difference that the
tested cars were experimental and driven
under the most controlled conditions?
The best car analysis of EPA raises even
further doubts when .considered along-
side the NAS Report which used 5& ve-
hicles in’ arriving at its recommended
interim standard.’*s

V. CONCLUSION AND
DISPOSITION

[29] We may senmbly begin our con-
clusion with a statement of diffidence 2
It is not without diffidence that a court
undertakes ‘to probe even partly into
technical matters of the complexity of
those covered in this opinion. It is with
even more . diffidence that a court con-
cludes that the law, as judicially con-
strued, requires a different approach
from that taken by an official or agency
with technical expertise. - Yet this is an
inescapable aspeet of the judicial condi-
tion, though we stay mindful of the over-
arching consideration that a court’s role
on judicial review embraces that of a
constructive cooperation with the agency
involved in furtherance of the pubhc in-
terest. 1%

fact that the “best system” cars which are
in the Technical Appendix, other than:
those cited in note 108, supre, do not meet
the standard.

124. Compare Blair v. Freeman, 125 U.S.
App.D.C. 207, 210, 370 F.2d 220, 232
(1966). _

125; . Morgan v. United States, 304 U.S. 1,
58 S8.Ct. 999, 82 L.Ed. 1120 (1938);
Greater Boston TV v. FCC (1), supra.
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A court does not depart from its prop-
er function when it undertakes a study
of ‘the record, hopefully perceptive,
“even as to the evidence on technical
and specialized matters, for this en-
ables the court to penetrate to the un-
derlying decisions of the agency, to
satisfy itself that the agency has ex-
ercised a reasoned discretion, with
-reasons that do not deviate from or
ignore the -ascertainable legislative
* intent,1%6

[30] In this case technical issues
permeate the “available technology” de-
termination which the Administrator
made the focal point of his decision. In
approaching our judicial -task: we con-
clude that the requirement of a- “rea-
goned decision” by the Environmental
Protection Agency means, in present con-
text, 2 reasoned presentation of the re-
liability of a prediction and methodology
that is relied upon to overcome a conclu-
sion, of lack of available technology, sup-
ported prima faciely by the only actual
and obgerved data available, the manu-
facturers’ testing.

[31] . The number of unexplained as-
sumptions used by the -Administrator,
the variance in methodology from that
of the Report of the National Academy
of Sciences, and the absence of an indi-
cation of the statistical reliability. of the
prediction, ‘combine to generate grave
doubts as to whether technology is-avail-
able to meet' the 1975 statutory stand-
ards. We say this, incidentally, without
implying - or ‘intending any acceptance
of " petitioners’. substitute assumptions.
These grave doubts have & legal conse-
quence. This is customarily couched, by
legal convention, in terms of “burden of
proof.” We visualize the problem in less
structured terms although the underly-
ing considerations, relating to risk of er-
ror, are related. As we see it the issue
must be viewed as one of legislative in-
tent.. And since there is neither express

126. Greater Boston TV v. FCC, supra, 143
U.8.App.D.C. at 382; 444 F.2d at 850,
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wording or legislative history on the pre-
cise issue, the intent must be imputed.
The court must seek to discern and re-
construct what the legistature that en-
acted the statute would have contem-
plated for the -court’s action if it could
have been able to foresee the precise
situation.’?” ‘It is in this perspective
that we have not flinched from our dis-
cussion of the economic and ecological
risks inherent in a “wrong decision” by
the' Administrator. We think the vehicle
manufacturers established by & prepon-
derance of the evidence, in the record
before us,; that technology was not avail-
able, within' the meaning of the Act,
when they adduced the tests on -actual
vehicles; that the Administrator’s reli-
ance on technological methodology to off-
get the actual tests raised serious doubts
and failed to meet the burden of proof
which in our view was properly assign-
able to him, in the light of accepted legal
doctrine and the intent of Congress dis-
cerned, in part, by taking into account
that the risk of an “erroneous” denial
of suspension outweighed the risk of an
“erroneous” grant of suspension. We do
not use the burden of proof in the con-
ventional sense of civil trials, but the
Administrator must sustain the burden
of adducing a r d pr¢ tation sup-
porting the reliability of EPA’s method-
ology. ’

“[32] . EPA’s diligence in this proceed-
ing, fraught with questions of statutory
interpretation, technical difficulties and
burdensome time constraints placed- on
the -decision-making process, has been
commendable. The agency was present-
ed with a prickly task, but has acted ex-
peditiously to carry out what it perceived
to be a drastic mandate from Congress.
This statute was, indeed, deliberately de-
signed as “shock treatment” to the indus-
try. Our central difference with the Ad-
ministrator, simply put, stems from our
view concerning the Congressional intent
underlying the one year suspension pro-

127. Montana Power Co. v. FPC, 144 U.S.
App.D.C. 263, 270, 445 F.2d 738, 7468 (en
bane, 1970}, cert. denied 400 U.8. 1018,
91 8.Ct. 666, 27 L.Ed.2d 627 (1971).
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vigion. ‘That was a purposeful cushion
—with the twin purpose of providing
“escape ‘hatch” relief for 1975, and thus
establishing a context supportive of the
rigor and firmness of the basic stand-
ards slated for no later than 1976. In
our view the overall legislative firmness
does not necessarily require a “hard-
nosed” approach to the application for
suspension, as the Administrator appar-
ently supposed, and may indeed be fur-
thered by our more moderate view of the
suspension issue, particularly in ‘assign-
ing to the Administrator the burden of
producing a reasoned presentation of the
reliability of his ‘méthodology:” This is
not a matter of clemency, but rather a
benign ‘approach that - moderates the
“gshock treatment” so as to obviate ex-
cessive and unnecessary rlsk of harm.

[83] Our declslon is also responswe
to the differences between the EPA de-
cision and the NAS Report. Although
in some instances. “the factual .findings
and techniecal conclusions” 1*8 -are con-
sistent with those of the Administrator,
the NAS conclusion was that technology
was not avallab]e to meet the standards
in 1976. Congress called on NAS, with
presumed reliance on. the knowledge and
objeg:tivity,of that prestigious body, to
make ‘an independent judgment.  The
statute ‘makes the NAS conclusion a nec-
essary .but mnot sufficient condltlon of
suspension. - While 'in consideration of
the other conditions of suspension; EPA
was not ‘necessarily bound by NAS's ap-
proach, particularly as to matters inter-
laced .with policy and legal .aspects, we
do not think that it was contemplated
that EPA ‘could altér the conclusion of
NAS by revising the. NAS assumptions,
or injecting new ones, unless it states its
reasons for findihg reliability—pbssibly
by challenging the NAS approéch in
terms. of later-acquired reseamh and ex-
penence ;

These factors combme ‘to convince us
that, under our view of Congressional
intent, we cannot affirm the EPA’s de-

nial of suspension as stated.  That is not
necessarily to assume, as at least some
petitioners. do, that the EPA’s process
must be brought to nullity.

[34] The procedures followed in this
case, whether or not based on rulings
that were ‘“mistaken” when made, have
resulted in a record that leaves this court
uncertain, at a minimum, whether the
esgentials of the-intention of Congress
were achieved. This requires a remand
whereby the record as made will be sup-
plemented by further; proceedings. In
the -interest of justice, see 28 U.S.C. §
2106, and mutual regard for Congres-
sional objective, the parties should have
opportunity on remand to-address-them-
selves to matters not previously put be-
fore them by EPA for comment, includ-
ing .material contained in the Technical
Appendix filed by EPA in 1972 subse-
quent to its. Decision.

It'is contemplated that, in the intevi'ekst
of providing a reasoned decision, the re-
mand proceeding will involve some oppor-
tunity for cross-exammat:on In the re-
mand proceedmg——not governed by the
same time congestion as the initial Deci-
sion process—we reguire reasonable
cross-examination as to new lines of tes-
timony, and as to submissions previously
made to EPA in the hearing on a proffer
that critical questions ‘could not be satls-
factorily pursued by procedures previ-
ously in effect. There is, however, still
need for expedltlon, both by virtue of
our order and the “lend time” problem,
and the EPA may properly, confine cross-
examination to the essentials, avoiding
discursive or repetitiye guestioning.

Following our suggéstion in Environ-
mental Defénse Fund, Inc. v. EPA, 150
U.S.App.D.C. 348, 465 F.2d 528 (1972),
the .Administrator may consider possible
use of interim standards short of com-
pleté suspension. The statute permits
conditioning of suspension on the adop-
tion; by virtue of the information ad-
duced in the suspension proceeding, of

(28. Supplement to Decision at 1.

478 F.2d—41%2
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interim standards, higher than those set
for 1974.13#

[85,36] - We cannot grant petitioners’
request that this court order a suspen-
sion since determinations which Con-
gress made necessary conditions of sus-
pension, as to the public interest and
good faith, have not been made by the
Administrator. The Administrator’s de-
¢ision did not reach these questions and
accordingly we must remand for further
consideration. The initial requirement
that an EPA decision on the suspension,
aye or nay, be made within 60 days of
the application, obvicusly does not pre-
clude further consideration following re-
mand by the court. In the interest of
justice, 28 U.S.C. § 2106, and the Con-
gregsional intention that decisions be
made timely in the light of considera-
tions of “lead time” for 1975 model year
production, we require the suspension
deliberations by EPA to be completed
within 60 days. The Administrator’s de-
cision on remand must, of course, be con-
sistent with our legal rulings herein—
including the need for redefinition of
light duty vehicles, and promulgation of
an appropriate regulation. o

129. Thus, Section 202(b) (5) (A), 42 U.B.C.
§ 1857f-1(b) (5) (A), provides, in part:

~ If'he determines, in.accordance with the

provisions of this subsection, that such

suspension should be granted, he shall
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[37-39]  In conformance to the Con-
gressional contemplation of expedition,
and our responsibilities as an appellate
court, we further require that the Ad-
ministrator. render a decision, on the
basis of the best information available,
which extends to all the determinations
which: the statute requires as a condi-
tion of suspension.1® We do not pre-
clude further consideration of the ques-
tion of “available technology,” especially
if developments in the art provide en-
lightenment. Last but not least,. espe-
cially in' view of Ford’s submission and
the NAS Report concerning interim
standards, we reiterate that the EPA's
determination may consist of a condi-
tional suspension that results in higher
standards than an outright grant of ap-
plications for suspension.

The case is remanded for further pro-
ceedings not inconsistent with this opin-
jon. -

BAZELON, Chief Judge (concurring
in result):

Socrates said that wisdom is the recog-
nition of how much one does not know.!
I may be wise if that is wisdom, because

require the statutory standards., The only
executive decision is of a one year ‘de-
ferral, and the very stuff of such .& de-
cision, . at least with a public. interest

determination, is to assess, inter alia, the

simultaneously with such
tion " prescribe by regulation
-emission standards. . . .
phasis added.)

130. This obviates the possibility of delay
if, for example, on remand the Admin-
istrator - denied ' the suspension on the
basis of only one of the four statatory -
findings, and this court subsequently
reversed.

Since our disposition on remand- re-
quires a public interest-determination, it
disposes of the eclaim of = petitioner
Chrysler that the Nationel Environmental
Policy Act, 42 U.B.C. § 4321 et seq., re-
. quires that an impact statement he filed
by the Administrator pursuant to & -sus-
pension decision. .

‘The purpose of NEPA is- to assure
presentation to Congress and -the public
of the environmental impact of executive
action. Here Congress has already de-
cided that the environmental dangers

interim
(Em-

envir al consequences of action and
- inaction.” NEPA’s objective will be:fully
served. . As we stated in.  National
Resources . Defense Council, Inc. v.

Morten, 148 U.S.App.D.C. 5, 15, 458 F.2d
827, 837 (1972), ‘the requirements of
NEPA should be subject to a “con-
struction of reasonahbleness.” - Although
we do not reach the question whether.
EPA is ically and letely
exempt from NEPA, we see little need in
requiring 8  NEPA statement: from "an
agency whose raison. d’étre is -the pro-
tection of the environment and whose
decision on suspension is necessarily in-
fused” with- the environmental considera- -
tions o pertinent to Congress in desigm-
ing the statutory framework. To require
a “statement,” in addition to a decision
setting forth the . same considerations,
would be a legalism carried to the extreme.

l; Plato, Apology of Socrates, § 57B.
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1 recognize that I do mot know enough
about’ dynamometer extrapolations, de-
terioration factor adjustments, and the
like to decide whether or not the govern-
ment’s approach to these matters was
statistically valid. Therein lies my dis-
agreement with the majority. =

The court’s opinion today centers on
a substantive evaluation of the Admin-
istrator’s assumptions and»‘methodolo'gy.'
I do not have the technical know-how to
agree or disagree with that evaluation—
at leaat on the basis of the present rec-
ord. - My grounds for remanding the case
rest upon the Administrator’s failure to
employ a reasonable decision-making
process for so critical and complex a mat-
ter. At this time I cannot say to what
extent I could undertake an evaluation
of thé Administrator’s findings if they
were based on an adequate decisional
process. . ’ '

I cannot believe that Congress intend-
ed this court to delve into the substance
of -the mechanical, statistical, and tech-
nological disputes in this case. Senator
Cooper, the author of the judicial review
provision, stated repeatedly that this
court’s role would be to “determine the
question of due process.”? Thus the
court’s proper role is to see to it that
the agency provides “a framework for
principled decision-making.” 3 Such ‘a
framework necessarily includes the right
of interested parties to confront the
agency’s decision and the requirement
that the. agency set forth with clarity
the grounds for its rejection of opposing
views.

The majority’s interpretation of the
present statute and the administrative
precedents would give us no right to es-

i R

2. 116 Cong.Rec. 33,086 (1970); cf. 116
Cong.Rec. 33,080, 33,084 (1970). One '
Senator referred to the court’s “fact-
finding function”; his remarks make it
clear that he could mot have been refer-
ring to the review function of courts
of appeal. 116 Cong.Rec. 33,085 (1870}
(Senator Baker).

3. Environmental Defense Fund, Inc. v.
Ruckelshaus, 142 U.8.App.D.C. 74, 88,
430 F.2d 584, 598 (1971).

tablish these procedural -~ guidelines.
Their opinion maintains that the- strict
deadlines in the Clean Air Act preclude
any right to challenge the Administra-
tor until after the decision has been
made. It indicates that, since this hear-
ing was “rule-makitig” rather than “ad-
judicatory”, cross-examination and con-
frontation are not required under- tradi-
tional rules of administrative law.

I understand this viewpoint, but I do
not share it. I do not'think the authors
of the Clean Air Act intended to put
such strict limits on. our review of the
Administrator's - decision-making -proc-
ess. Further, the interests at stake in
this case are too important to be re-
solved on the basis of traditional admin-
istrative labels.  'We - recognized -two
years ago that environmental litigation
represents a ‘“new era”-in administra-
tive law.+ We are dealing here not with
an airline’s fares or a broadcaster’s watt-
age, but with ali'humanity’s interest in
life, health, and a harmonious relation-
ghip with the elements of nature.

. This “new era” does not mean that
courts will dig deeper into the technical
intricacies of an agency’s decision. It
means instead that courts will go further
in requiring the agency to establish a de-
cision-making process adequate to pro-
tect the interests of all “consumers” of
the natural environment.® In some situ-
ations, traditional rules of “fairness"—
designed only to guard the interests of
the specific parties to an agency pro-
ceeding—will be inadequate to’ protect
these broader interests. This is'such a
case. Whether or not traditional admin-
istrative rules ‘require 'it, the ‘critical
character of this decision requires at thé
4. Id. 142 U.S.App.D.C. at 87, 430 F24 at’
507. To the samé effect is Mr. Justice !
Blackmun's opinion in Sierra Club v.
Morton, 405 U.8. T27, 756, 92 8.Ct. 1361,
31 I.Ed.2d 636 (197#) {dissenting' opin-
iom). ! R
S. Environmental Defense Fund, Inc. v.
Hardin, 138 U.S.App.D.C. 391, 385, 428
F.2d 1093, 1097 (1970). - -
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least a carefully. limited right of cross-
examination at the hearing and an oppor-
tunity to challenge the assumptions and
methodology underlying the decision.

The majority's approach permits the
parties to challenge the Administrator’s
methodology only through the vehicle of
judicial review. I.do not think this is
an ‘adequate substitute for confrontation
prior to the decision. I reach this posi-
tion not only out of concern for fairness
to the parties (“ . for if a party
first learns of noticed facts through the
final report the burden of up-
setting a decision announced as final is
a heavy one.” ) but also out of aware-
ness of the limits of our own competence
for the task. The petitioners’ challenges
to the decigion force the court to deal
with technical intricacies that are beyond
our - ken.? .These complex questions
should be resolved in the crucible of de-
bate through the clash of informed but
opposing scientific and technological
viewpoints..

It is true that courts occasionally find
themselves in the thick of technological
controversies-—e, g., in patent cases. But
those are different circumstances. We
do not review patent disputes until they
have been through a full panoply of pro-
cedures involving full rights of con-
frontation. Further, unlike our decision
in-a patent case, our decision on the Ad-
ministrator’s action here is sure to be
tested by analysis and challenge in Con-
gress, in the scientific community, and
among the public.

My brethren and I are reaching for
the same end—a “reasoned: decision”—
through different means. They would
have us examine the substance of the de-
cision before us. There are some areas
of administrative law—involving issues
of liberty and individual rights—where

6. 2 Devis, Administrative Law Treatise,
§ 15.14 (1958).

7. Cf. this court’s dictum, in Constructores
Civiles de Centro-Americana v. Hannah,
that -“These forebodingly. fecund matters
were wisely placed beyond the ken of the
judiciary.” 148 U.S.App.D.C. 159, 188,
469 F.2d 1183, 1192 (1672).

478 FEDERAL REPORTER, 2d SERIES

judges are on firm ground in undertak-
ing a substantive review of agency ac-
tion. But in cases of great technological
complexity, the best way for courts to
guard against unreasonable or erroneous
administrative decisions is not for the
judges themselves to scrutinize the tech-
nical merits of each decision. Rather, it
is to establish a decision-making proc-
ess which assures a reasoned decision
that can be held up to the scrutiny of
the scientific community and the public.®
“[T]he best test of truth is the power
of the thought to get itself accepted in
the competition of the market.”?® If we
were to require procedures in this case
that open the Administrator’s decision to
challenge and force him to respond, we
could rely on an informed “market”
rather than on our own groping in the
dark to test the validity of that decision.

Candor requires the admission that
the process of confrontation and chal-
lenge might not be possible within the
statutory decision period of 60 days. My
response would be to permit an extension
of the time limit—perhaps 30 days more.
This would put less strain on the overall
statutory scheme—and on the manufac-
turers’ lead time—than the months that
have been expended in litigation, and
now a remand, over the deeision. Con-
gress did not intend for us to enforce
this relatively minor time restriction so
strictly as to do major damage to the
statute as a whole.

My brethren argue that the 60-day
time limit in the statute precluded any
opportunity for -cross-examination -or
confrontation at the time of the original
decision. But their opinion would ap-
parently permit these procedural rights
on the remand. This bit of judicial
legerdemain confounds me. I can find
nothing in the statute or common sense

8. Cf. Citizens’. Association of Georgetown
v. Zoning Commission, 155 U.S.App.D.C.
——, 477 F.2d 402 (1873).

9. Abrams v. United States, 250 U.S, 616,
630, 40 S.Ct. 17, 63 L.Ed. 1173 (1919)
(Holmes, J., dissenting).
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to support this distinction. If anything,
the statute, with its obvious emphasis on
reaching a final decision quickly, would
dictate .procedures at the original deci-
sion which were sufficient to produce a
reasoned decision without the need for a
remand.

Outside of the foregoing differences,
I agree with much of the majority opin-
ion. I would have preferred to make the
“public interest” factor—the considera-
tions set forth in Part IIT of that opin-
ion—an independent ground for suspen-
sion. The court today deals with the
public interest indirectly, through the de-
vice of burden of proof. I do not fully
understand this approach, but I suspect
it leads to essentially the same result I
favor.

Wiltiam 8. COOPER, Appellant,
V.
William R. GOODWIN et al.
No. 71-1100.

. United States Court of Appeals,
District of Columbia Circuit.
Argued April 21, 1972,
Decided Feb. 12, 1973.

Action for injuries to guest alleged-
ly resulting from hosts’ negligent main-
tenance of their basement stairs. The
United States District Court for the
District of Columbia, Joseph Charles
McGarraghy, J., directed a verdict for
defendants, and the. plaintiff appealed.
The Court of Appeals, Bazelon, Chief
Judge, held, inter alia, that where guest
alleged that hosts had been negligent in
failing to have a handrail on the stairs,
in failing to have stair treads, in main-
taining highly slippery coat of wax on
the stairs and in failing to warn of such
conditions, it was for jury to consider

and weigh all the circumstances of the
fall, including those which affected fore-
seeability of injury, the burden of avoid-
ing the injury, and care which guest as a
reasonable man could be expected to take
for his own safety.

Reversed and remanded.

Leventhal, Circuit Judge, concurred
and filed opinion, and Sobeloff, Senior
Circuit Judge for the Fourth .Circuit,
sitting by designation, céncurred and
filed opinion.

1. Negligence €&>124(2)

In action for injuries to guest: re-
sulting from alleged negligent mainte-
nance of hosts' basement stairs, portion
of Housing Code of District of Columbia
providing that interior stairs more than
two risers high shall have an enclosing
wall, balustrade, or other guard on each
side and shall have a hand rail on at
least one side was properly admitted
solely for purpose of permitting jury to
consider it in determining whether there
was exercise of due care on part of hosts
and not as negligence per se.

2. Negligence €&=32(1)

The legal rule ‘that a social guest
may recover for active negligence only is
no longer in effect,

8. Negligence €=28

The standard that a landowner must
act as a reasonable man in mamtam}ng
his property in a reasonably safe condi-
tion in view of all the circumstances
seeks to eliminate the harshness of and
confusion over the common-law clagsifi-
cations. I

4, Negligence €136 (16, 24, 26)

In action for injuries to guest who
slipped on basement - stairs, wherein
guest alleged that hosts had been negh-
gent in failing to have ‘a handrail on the
stairs, in failing to have stair treads, in
maintaining highly slippery coat of wax
on the stairs and in failing to warn of
such conditions, it was for jury to con-
sider and weigh all the circumstances of
the fall, including those which affected
foreseeability of injury, the burden of
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INDUSTRIAL UNION DEPARTMENT,
AFL-CI0, Petitioner,

v.
AMERICAN PETROLEUM
INSTITUTE et al.

Ray MARSHALL, Secretary of
Labor, Petitioner,

V.,

AMERICAN PETROLEUM
INSTITUTE et al.

Nos. 78-911, 78-1036.
Argued Oct. 10, 1979,
Decided July 2, 1980.

Producers of benzene filed petition for
review of a new health standard promulgat-
ed by the Occupational Safety and Health
Admiristration limiting cecupational expo-
sure to benzene. The Court of Appeals,
Fifth Circuit, 581 F.2d 493, held that stan-
dard invalid, and certiorari was granted.
The Supreme Court, per Mr. Justice Ste-
vens with three Justices joining and one
Justice concurring in the judgment, held
that the subject standard, reducing the per-
missible exposure limit on airborne concen-
trations of benzeme from the comsensus
standard of ten parts benzene per million
parts of air to one part per million, was
unenforceable since the standard was not
supported by appropriate findings; OSHA's
rationale for lowering the permissible expo-
sure limit from 10 ppm to 1 ppm was based
not on any finding that leukemia has ever
been caused by exposure to 10 ppm of ben-
zene and that it will not be caused by
exposure to 1 ppm, but rather on a series of
assumptions indicating that some lenkemia
might result from exposure to 10 ppm and
that the number of cases might be reduced
by lowering the exposure level to 1 ppm.

Judgment affirmed.

Mr. Chief Juatice Burger filed a con-
eurring opiniorn.

Mr. Justice Powell filed &n opinion con-
curring in part and in the judgment.

Mr. Justice Rehnquist filed an opinion
concurring in the judgment.

Mr. Justice Marshall, joined by Mr. Jus-
tice Brennan, Mr. Justice White and Mr.

100 SUPREME COURT REPORTER
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Justice Blackmun, filed a dissenting opin-
jon.

1. Labor Relations =27

Provision of the Occupational Safety
and Health Act defining an “occupational
safety and health standard” requires the
Secretary of Labor to find, as a threshold
matter to the promulgation of a standard
concerning & toxic substance, that the sub-
stance in question poses a significant health
risk in the workplace, and that a new, lower
standard is therefore “reasonably necessary
or appropriate to provide safe or healthful
employment and places of employment.”
{Per Mr. Justice Stevens, with three Jus-
tices joining and one Justiee concurring in
the judgment.) Occupational Safety and
Health Act of 1970, § 3(8), 29 U.S.CA.
§ 652(8).
2. Labor Relations «=3.5

Occupational safety and health stan-
dard promulgated by the Secretary of La-
bor pursuant to the Oeccupational Safety
and Health Act, reducing the permissible
exposure limit on airborne concentrations of
benzene from the consensus standard of ten
parts benzene per million parts of air to one
part per million, wes unenforceable since
the standard was not supperted by appro-
priate findings; the Occupational Safety
and Health Administration’s rationale for
lowering the permissible exposure limit
from 10 ppm to 1 ppm was based not on any
finding that leukemia has ever been caused
by exposure to 10 ppm of benzene and that
it will not be caused by exposure to 1 ppm,
but rather on a series of assumptions indi-
cating that some leukemia might result
from exposure to 10 ppm and that the num-
ber of cases must be reduced by lowering
the exposure level to 1 ppm. (Per Mr.
Justice Stevens, with three Justices joining
and one Justice eoncurring in the judg-
ment) Oeccupational Safety and Health
Act of 1970, §§ 3(8), 6(bX5), 28 U.S.CA.
§§ 652(8), 655(b}5)-
3. Adminlstrative Law and Procedure

=753

Validity of an agency’s determination
must be judged on the basis of the agency’s
stated reasons for muking that determina-
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tion. (Per Mr. Justice Stevens, with three
Justices joining and one Justice concurring
in the judgment.)
4. Labor Relations =27

Provision of the Qccupational Safety
and Health Act defining an occupational
safety and health standard as a standard
“reasonably necessary and appropriate to
provide safe and healthful employment”
does not apply to all permanent standards
promulgated under the Act, and requires
the Secretary of Labor, before issuing any
standard, to determine that it is reasonably
necessary and appropriate to remedy a sig-
nificant risk of material health impairment;
only after the Secretary has made the
threshold determination that such risk ex-
ista with respect to a toxic substance would
it be necessary to decide whether the Act
requires him to select the most protective
standard he can with economic
and technological feasibility, or whether the
benefits of the regulation must be commen-
surate with the costs of its implementation.
(Per Mr. Justice Stevens, with three Jus-
tices joining and one Justice concurring in
the judgment.) Occupational Safety and
Health Act of 1970, §§ 3(8), 6(bX5), 29 U.S.
C.A. §§ 652(8), 655(b)5).
5. Labor Relations #=9.5

Occupational Safety and Health Act
was not designed to require employers to
provide absolutely risk-free workplaces
whenever it is technologically feasible to do
30, so long as the cost is not great enough to
destroy the entire industry; rather, both
the language and structure of the Act, as
well as its legislative history, indicate that
it was intended to require the elimination,
as far as feasible, of significant risks of
harm. (Per Mr. Justice Stevens, with three
Justices joining and ane Justice eoncurring
in the judgment.) Occupationzl Safety and
Health Act of 1970, § 2 et seq., 29 US.CA.
§ 651 et seq.
8. Labor Relations ¢=9.5

By empowering the Secretary of Labor
to promulgate standards that are “reason-
ably necessary or mppropriate to provide
safe or healthful employment and places of
employment,” the Qccupational Safety and
Health Act implies that, before promulgat-

ing any standard, the Secretary must make
a finding that the workplaces in question
are not safe; but “safe” is not the equiva-
lent of “risk-free,” and a workplace can
hardly be éonsidered “unsafe” unless it
threatens the workers with a significant
risk of harm. (Per Mr. Justice Stevens,
with three Justices joining and one Justice
concurring in the judgment.) Occupational
Safety and Health Act of 1970, §§ 2 et seq.,
3(8), 6(bX5), 29 US.CA §§ 651 et seq.,
652(8), 655(b}(5)-

7. Labor Relations e=27

Before the Secretary of Labor can
promulgate any permanent health or safety
standard under the Occupational Safety
and Health Act, he must make a threshold
finding that the place of employment is
unsafe in the sense that asignificant risks
are present and can be eliminated or less-
ened by a change in practices; this require-
ment applies to permanent standards pro-
mulgated pursuant to the Act, as well as to
other types of permanent standards, there
being no reason why the Act's definition of
s standard should not be deemed incorpo-
rated by reference into the provisien direct-
ing the Secretary to “set the standard
which most adequately assures, to the ex-
tent feasible, on the basis of the best availa-
ble evidence, that no employee will auffer
material impairment of health or functional
capacity.” (Per Mr. Justice Stevens, with
three Justices joining and ‘one Justice con-
carring in the judgment) Occupational
Safety and Health Act of 1970, §§ 3(8),
6&b)5), 29 U.S.CA §§ 652(8), B55(bX5).

8. Labor Relations ¢=27

Requiring the Secretary of Labor, be-
fore promulgating any permanent health or
safety standard under the Occupational
Safety and Health Act, to make a threshold
finding of significant risk is congistent with
the scope of his regulatory power under the
Act to promulgate standards for “toxic ma-
terials” and “harmful physical agents™
furthermore, this interpretation is sup-
ported by other provisions of the Act, such
as that which requires the Secretary, in
determining the priority for establishing
standards, to give due regard to the urgen-
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ey of the need for mandatory safety and
health standards for particular industries or
workplaces, and that which requires the
Secretary, when he substantially alters an
existing consensus standard, to explain how
the new rules will “better effectuate™ the
Act’s purposes. (Per Mr. Justice Stevens,
with three Justices joining and one Justice
concurring in the judgment.} Occupational
Safety and Health Act of 1970, §§ 3(8), 6,
{bX5, 8), (g), 29 US.CA. §§ 652(8), 655,
(bX5, 8), (g)-
9. Labor Relations ¢=9.5

Legislative history of the Occupational
Safety and Health Act supports the conclu-
sion that Congress was concerned not with
abeolute safety, but with the elimination of
significant harm. (Per Mr. Justice Stevens,
with three Justices joining and one Justice
concurring in the judgment.) Occupational
Safety and Health Act of 1970, § 2 et seq.,
29 U.8.CA. § 651 et seq.

10. Labor Relations 9.5

Secretary of Labor, in promulgating a
standard placing the most stringent limita-
tion on exposure to benzene that is techno-
logically and economically possible, relied
on a special policy for carcinogens that im-
posed the burden on industry of proving the
existence of a safe level of exposure to
b he thereb ded his threshold
responsibility of establishing the need for
more stringent standards and exceeded his
power under the Occupational Safety and
Health Act. (Per Mr. Justice Stevens, with
three Justices joining and one Justice con-
curring in the judgment) Cecupational
Safety and Health Act of 1970, §§ 2 et seq.,
3(8), 6(b}5), 20 U.S.C.A. §§ 651 et seq.,
652(B), 655(b)(5).

Syllabus *

The Occupational Safety and Health
Act of 1970 (Act) delegates broad authority
to the Secretary of Labor (Secretary) to
promulgate standards to ensure safe and
healthful working conditions for the Na-
tion’s workers (the Occupational Safety and

* The syllabus constitutes no part of the opinion
of the Court but has been prepared by the
R of Decisi for the conveni of

100 SUPREME COURT REPORTER
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Health Administration (OSHA) being the
agency responsible for carrying out this au-
thority). Section 3(8) of the Act defines an
“occupational safety and health standard”
as & standard that is “reasonably necessary
or appropriate to provide safe or healthful
employment.” Where toxic materials or
harmful physical agents are concerned, a
standard must also comply with § 8(b)(5),
which directs the Secretary to “set the stan-
dard which most adequately assures, to the
extent feasible, on the basis of the best
available evidence, that no employee will
suffer material impairment of health or
funetional capacity.” When the toxic mate-
rial or harmful physical agent to he regulat-
ed is a carcinogen, the Secretary has taken
the position that no safe exposure level can
be determined and that § 6(b}5) requires
him to set an exposure limit at the lowest
technologically feasible level that will not
impair the viability of the industries regu-
lated. In this case, after having deter-
mined that there is a cansal connection be-
tween benzene (a toxic substance used in
manufacturing such produets as motor fu-
els, solvents, detergents, and pesticides) and
leukemia (a cancer of the white blood cells),
the Secretary promulgated a standard re-
ducing the permissible exposure limit on
airborne concentrations of benzene from
the consensus standard of 10 parts benzene
per million parts of air (10 ppm) to 1 ppm,
and prohibiting dermal contact with solu-
tions containing benzene, On pre-enforce-
ment review, the Court of Appeals held the
standard invalid because it was based on
findings unsupported by the administrative
record. The court concluded that OSHA
had exceeded its standard-setting authority
because it had not been shown that the 1
ppm exposure limit was “reasonably neces-
sary or appropriate to provide safe and
healthful employment” as required by
§ 3(R), and that_{§ 6(b)5) did not give
OSHA the unbridled discretion to adopt
standards designed to create absolutely
risk-free workplaces regardless of cost.

the reader. See United States v. Detrolt Lum-
ber Co., 200 U.S. 321, 337, 26 5.Ct. 282, 287, 50
L.Ed. 499.

sos
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Held: The judgment is affirmed. Pp.
2858-2874; 28T7-2878; 28702887,
581 F.2d 493, 5th Cir., affirmed.

Mr. Justice STEVENS, joined by Mr.
Chief Justice BURGER, Mr. Justice STEW-
ART, and Mr. Justice POWELL, concluded
that the standard in question is invalid.
Pp. 2858-2869, 2872-2873.

(2) The Court of Appeals was correct
in refusing to enforce the 1 ppm exposure
limit on the ground that it was not sup-
ported by appropriate findings. OSHA’s
rationale for lowering the permissible expo-
sure limit from 10 ppm to 1 ppm was based,
not on sny finding that leukemia has ever
been eaused by expasure to 10 ppm of ben-
zene and that it will not be caused by
exposure to 1 ppm, but rather on a series of
asgumptions indicating that some leukemia
might result from exposure to 10 ppm and
that the number of cases might be reduced
by lowering the exposure level to 1 ppm.
Pp. 2858-2362.

(b) By empowering the Secretary to
promulgate standards that are “‘reasonably
necessary or appropriate to provide safe or
healthful employment and places of em-
ployment” as required by § 8(8), the Act
implies that, before promulgating any stan-
dard, the Secretary must make a finding
that the workplaces in question are not
safe. But “safe” is not the equivalent of
“pisk-free”” A workplace can hardly be
considered “unsafe” unless it threatens the
workers with & significant risk of harm.
Therefore, before the Secretary can promul-
gate any permanent health or safety stan-
dard, he must make a threshold finding
that the place of employment is unsafe in
the sense that significant risks are present
and can be eliminated or lessened by a
change in practices. This requirement ap-
plies to permanent standards promulgated
pursuant to § S(bX5), as well as to other
types of permanent standards, there being
1o reason why § 3(8)'s definition of a stan-
dard should not be deemed incorporated by
reference into § 6(bY5). Moreover, requir-
ing the Secretary to make a threshold find-
ing of significant risk is consistent with the
scope of his regulatory power under
§ 6(b)5) to promulgate standards for “toxic

materials” and “harmful physical agents.”
This interpretation i8 supported by other
provisions of the Act, such as § 6(g), which
requires the Secretary, in determining the
priority for establishing standards, to give
due regard to the urgency of the need for
mandatory safety and health standards for
particular industries or workplaces, and
§ 6(bX8), which requires the Secretary,

when he substantially alters an_existing _|8ov

consensus standard, to explain how the new
rule will “better effectuate” the Act's pur-
poses, Pp. 2862-2366.

(c) The Aet's legislative history also
supports the conclusion that Congress was
concerned not with absolute safety, but
with the elimination of significant harm.
Pp. 2866-2869.

(d) Where the Secretary relied on a
special policy for carci that imp
the burden on industry of proving the exist-
ence of & safe level of exposure, thereby

- avoiding his threshold responsibility of es-

tablishing the need for more stringent stan-
dards, he exceeded his power.. Pp. 2872
2873, .

Mr. Justice STEVENS, joined by Mr.
Chief Justice BURGER and Mr. Justice
STEWART, also concluded that:

1. The burden was on OSHA to show,
on the basis of substantial evidence, that it
is at least more likely than not that long-
term exposure te 10 ppm of benzene
presents a significant risk of material
health impairment. Here, OSHA did not
even attempt to carry such burden of proof.
Imposing such a burden on OSHA will not
strip it of its ability to regulate carcinogens,
nor will it require it to wait for deaths to
occur before taking any action. The re-
quirement that & “significant” rigk be iden-
tified iz not a mathematical straitjacket;
OSHA is not required to aupport its finding
that a significant risk exists with anything
approaching scientific certainty; and the
record in this case and OSHA's own rulings
on other carcinogens indicate that there are
a number of ways in which OSHA can
make a rational judgment about the rela-
tive significance of the risks associated with
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exposure to & particular carcinogen. Pp.
28692872,

2. OSHA did not make the required
finding with respect to the dermal contact
ban that the ban was “reasonably neceszary
and appropriate” to remove a significant
risk of harm from such contact, but rather
acted on the basis of the absolute, no-risk
policy that it applies to carcinogens under
the assumptions not only benzene in small
doses is a carcinogen but also that it can bhe
absorbed through the skin in sufficicnt
amounts to present a carcinogenic risk.
These assumpticns are nct a proper substi-
tute for the findings of sigmificant risk of
harm required by the Act. Pp. 2873-2874

Mr. Justice POWELL, agreeing that
neither the airborne concentration standard
nor the dermal contact standard satisfied
the Act's requirements, would not hold that
OSHA did not even attempt to carry its
burden of proof an the threshold question
whether expesure to benzene at 10 ppm
Presents a significant risk to human health.
He concluded that, even assuming OSHA
had met such burden, the Act alse requires
OSHA to determine that the economic ef-

_ls1e fecta of ita standard bear a Jreasonable rela-

tionship to the expected benefits. A stan-
dard is neither “reasonably necessary” nor
“feasible,” as required by the Act, if it calls
for expenditures wholly disproportionate to
the expected health and safety benefits.
Here, although OSHA did find that the
“gubstantial costs” of thce benzene regula-
tions were justified, the record contains nei-
ther adequate documentation of this conclu-
sion nor any evidence that OSHA weighed
the relevant considerations. The agency
simply announced its finding of cost-justifi-
cation without explaining the method hy .
which it determined that the benefita justi-
fied the costs and their economic effects.
Pp. 2877-2878.

Mr. Justice REENQUIST would invali-
date, as constituting an invalid delegation
of legislative authority to the Secretary, the
relevant portion of § 6(b)5) of the Act as it
applies to any toxic substance or harmful
physical agent for which a safe level is,
according to the Secretary, unknown or oth-
erwise “infeasible” In the case of such
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substances, the language of § 8(k)Y5) gives
the Secretary absolutely no indication
where on the continuum of relative safety
he should set the standard. Nor is there
anything in the legislative history, the stat-
utory context, or any other soitree tradition-
ally examined by this Court that provides
specificity to the feasibility criterion in
§ 6(bY5). Pp. 2879-2887.

William H. Alsup, Washington, D. C., for
petitioner in No. 78-1036.

George H. Cohen, Washington, D. C., for
petitioner in No. 76-911.

Edward W. Warren and Charles F. Let-
tow, Washington, D. C., for respondents,

_IMr. Juatice STEVENS announced the
judgment of the Courl and delivered an
opinion, in which THE CHIEF JUSTICE

,and Mr. Justice STEWART joined and in

Parts I, IT, TII-A, 11I-B, ITI-C and ITI-E of
which Mr. Justice POWELL joined.

The Occupational Safety and Health Act
of 1970 {Act), 84 Stat. 1590, 29 U.8.C. § 651
et seq., was enacted for the purpose of
ensuring safe and healthful working condi-
tions for every working man and woman in
the Nation. This litigation concerns a stan-
dard promulgated by the Sccretary of La-
bor to repulate occupaticnal exposure to
benzene, a substance which has been shown
to cause cancer at high exposure levels.
The principal question is whether such a
showing is a sufficient basis for a standard
that places the most stringent limitation on
exposure to benzene that is teehnologically
and economically possible.

The Act delegates bread authority to the
Secretary to promulgate different kinds of
standards. The basic definition_|of an “oc-
cupational safety and health standard” is
found in § 3(8), which provides:

“The term ‘occupational safety and
health standard’ means a standard which
requires conditions, or the adoption or use
of one or more practices, means, methods,
operations, or processes, reasonably nec-
essary or appropriate to provide safe or

oz
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healthful employment and places of em-

ployment.,” 84 Stat. 1591, 290 US.C.

§ 652(8).

Where toxic materials or harmful physi-
cal agents are concerned, a standard must
also comply with § 6(b){5), which provides:

“The Secretary, in promulgating stan-
dards dealing with toxzic materials or
harmful physical agents under thiz sub-
section, shall set the standsrd which most
adequately assures, to the extent feasible,
on the basis of the best availeble evi-
dence, that no employee will suffer mate-
rial impairment of health or functional
capacity even if such employee has regu-
lar exposure to the hazard dealt with by
such standard for the peried of his work-
ing life. Development of standards un-
der this subsection ghall be based upon
research, demonstrations, experiments,
and such other information as may be
appropriate. In addition to the attain-
ment of the highest degree of health and
safety protection for the employee, other
considerations shall be the latest available
scientific data in the field, the feasibility
of the standards, and experience gained
under this and other health and safety
laws.” B4 Stat. 1594, 29 USC.

§ 865(b)5).!

L¢13 _|'Wherever the toxic material to be regu-

lated is a carcinogen, the Secretary has
taken the position that no safe exposure
1. The second and third sentences of this sec-
tion, which impose feasibility limits on the Sec-
retary and allow him to take into accoumt the
. best available evidence in develaping stan-
. dards, may apply to all health and safety stan-
" 'dards. This conclusion follows if the term
" “subsection™ used In the second sentence refers
to the entire yubsection 6(b) {which sets out
procedures for the adoption of all types of
* health and safety standards), rather than slm-
" ply to the toxic materials subssction, § 6{b}(5)
" While Mr. Justica MARSHALL, post, at 2890,
. and respondents agree with this position, see
Brief for Respondents American Petroleum In-
stitute et al. 39; see also Cuwrrie, GSHA, 1976
Am.Bar Found. Research J. 1107, 1137, n. 151,
the Gavernment does not, see Brief for Federal
Parties 58; see also Berger & Riskin, Economic
and Technological Feasibility in Regulating
Toxie Sub Under the O | Safe-
ty and Health Act, 7 Ecology L.Q. 285, 284

level can be determined and that § 6(b){5}
requires him to set an exposure limit at the
lowest technologically feasible level that
will not impair the viability of the indus-
tries regulated. In this case, after having
determined that there is a causal connection
between benzene and leukemia (a cancer of
the white blood cells), the Secretary set an
exposure limit on airborne concentrations of
benzene of one part benzene per million
parts of air {1 ppm), regulated dermal and
eye contact with solutions containing ben-
zene, and imposed complex monitoring and
medical testing requirements on employers
whose workplaces contain 0.5 ppm or more
of benzene. 29 CFR §§ 1910.1028{c), (e)
(1979),

On pre-enforcement review pursuant to
29 1.8.C. § 655(f), the United States Court
of Appeals for the Fifth Circuit held the
regulation invalid, American Petroleum
Institute v. OSHA, 581 F2d 493 (1978).
The court concluded that the Occupational
Safety and Health Administration (OSHA)?
had exceeded its standard-setting authority
because it had not shown that the new
benzene exposure limit was *“reasonahly
necessary or appropriate to provide safe or
healthfu! employment” as required by
§ 3(8),* and because § 6(b)5)1does “not give
OSHA the unbridled discretion to adopt
standards designed to create absolutely
risk-free workplaces regardless of costs.”4

(1878). - There is no need for us to decide this
issue in these cases.

2. The OSHA is the administrative agency with-
in the Department of Labor that is responsible
for promul and enforcing standards un-
der the Act. In this opinion, we refer to the
“Secretary,” "OSHA” and the “Agency” inter-
changeably.

3. “The Act imposes on OSHA the obligation to
enact only standards that are reasonably neces-
Sary or apprapriate to provide safe or healthful
workplaces. If a standard does not fit in this
definitien, it is not one that OSHA is authotizad
to enact.” 581 F.2d, at 502.

4, “Although 29 US.C.A. § 655(h)(5) requires
the goal of attaining the highest degree of
health and safety protection for the employee,
it does not give OSHA the unbridled discretion

Jﬁ]l
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Reaching the two provisions together, the
Fifth Circuit held that the Secretary was
under a duty to determine whether the
benefits expected from the new standard
bore a reasonable relationship to the costs
that it imposed. Id, at 503. The court
noted that OSHA had made an estimate of
the costs of compliance, but that the record
lacked substantial evidence of any discerni-
ble benefits®

[1] We agree with the Fifth Circuit's
holding that § 8(8) requires the Secretary to
find, as a threshold matter, that the_jtoxic
substance in question poses a significant
health risk in the workplace and that a new,
lower standard is therefore “reasonably
necessary or approptriate to provide safe or
healthful employment and places of em-
ployment.” Unless and until such a finding
is made, it is not necessary to address the
further question whether the Court of Ap-
peals correctly held that there must be a
reasonable correlation between costa and
benefits, or whether, as the federal parties
argue, the Secretary is then required by
§ 6(b)5) to promulgate a standard that
goes as far as technologically and economi-
cally possible to eliminate the risk.

Becanse these are unusually important
cases of first impression, we have reviewed
the record with special care. In this opin-
ion, we (1) describe the benzene standard,
(2) analyze the Agency’s rationale for im-

to adopt standards designed to create absolute-
1y risk-free workplaces regardless of cost. To
the contrary, that section requires standards to
be feasiblie, and it Ins a of prag-
matic limitations in the form of specific kinds
of information OSHA must consider in enacting
standards dealing with toxic materials. Those
include ‘the best available evidence,’ ‘research,
d xperi and such other
information as may be agpropriate,’ ‘the latest
available scientific data in the field,’ and ‘expe-
rience gained under this and other health and
safety laws.” Moreover, in standards dealing
with toxic materials, just as with all other oc-
cupational safety and health standards, the
conditions and other requirements imposed by
the standard must be ‘reasonably necessary or
appropriate to provide safe or healthful em-
ployment and places of employment.” 29 U.8.
C.A. § 632(8)." Jbid.
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posing a 1 ppm exposure limit, (8) discuss
the controfling legal issues, and (4) com-
ment briefly on the dermal contact limita-
tion.

I

Benzene is a familiar and important com-
modity. It is a colorless, aromatic liquid
that evaporates rapidly under ordinary at-
mospheric conditions. Approximately 11
billion pounds of benzene were produced in
the United States in 1976. Ninety-four per-
cent of that total was produeed by the
petroleum and petrochemical industries,
with the remainder produced by the steel
industry as a byproduct of coking opera-
tions. Benzene is used in manufacturing a
variety of products including moter fuels
(which may contain as much as 2% ben-
zene), solvents, detergents, pesticides, and
other organic chemicals. 43 Fed.Reg. 5918
(1978).

The entire population of the United
States is exposed to small quantities of ben-
zene, ranging from a few parts per billion
te 0.5 ppm, in the ambient air. Tr. 1029
1032. Over one million workers are subject
to additional low-leve! expaosures as a conse-
quence of their employment. The majority
of these employees work in gasoline service
stations, benzene |production {petroleum re-
fineries and coking operations), chemical

5. “The lack of substantial evidence of discerna-
ble benefits is ed when one iders
that OSHA Is unable to point to any empirical
evid i ing a ia risk at 10
ppm even though that has been the permissible
exposure limit since 1871, OSHA's assertion
that benefits from reducing the permissible ex-
posure limit from 10 ppm to 1 ppm are likely to
be appreciable, an assumption based only on
inferences drawn from studies invelving much
higher exposure levels rather than on studies
involving these levels or sound statistical pro-
jections from the high-level studies, does not
satlsfy the reasonably necessary requirement
limiting OSHA's action. Aqua Slide requires
OSHA to estimate the extent of expected bene-
fits in order to determine whether those bene-
fits bear a reasonable relatlonship to the stan-
dard’s demonstrably high costs.” Id, at 503—
504.

11
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processing, benzene transportation, rubber
manufacturing, and laboratory operations.$

Benzene is a toxic substance. - Although
it could conceivably cause harm to a person
who swallowed or touched it, the prineipal
risk of harm comes from inhalation of ben-
zene vapors, When these vapors are in-
haled, the benzene diffuses through the
lungs and is quickly absorbed into the blood.

a7 jExposure to high concentrations produces

an almost immediate effect on the central
nervous system.  Inhalation of concentra-
tions of 20,000 ppm can be fatal within
minutes; exposures in the range of 250 to
500 ppm can cause vertigo, nauses, and
other symptoms of mild poisoning. 43 Fed.
Reg. 5921 (1978). Persistent exposures at
levels above 25-40 ppm may lead to blood
deficiencies and diseases of the blood-form-

8. OSHA's figures indicale that 795,000 service
station employees have some heigh d expo-
sure ¢o benzene as a result of their employ-
ment. See 2 U.S, Dept. of Labor, OSHA, Tech-
nology Assessment and Economic Impact
Study of an OSHA Regulation for Benzene, p.
D-7 (May 1977} (hereinafter Economic Impact
Statemnent}, 11 Record, Ex. 58, p. D-7. These

ploy are specifically luded from the
regulation at issue in this case. See infra, at
2857. OSHA states that another 629,000 eni-
ployees, who are covered by the regulation,
. work in the other industries described. 43 Fed.
Reg. 5935 {1978},

It is not clear from the record or its explana-
tion of the permanent standard how OSHA
arrived at the estimate of 629,000 exposed em-
ployees. OSHA's consultant, Arthur D. Little,
Inc,, estimated that there were 191,000 exposed
employees, 30,000 of whom were exposed to 1
Ppm or more of hbenzene, ! Economic [mpact
Statement, p. 3-5, 11 Record, Ex. 54, P 3-5
In its explanation of the permanent standard
OSHA stated that there were 1,440 exposed
employees who worked in benzene plants, 98-
000 in other petroleum refineries, 24,000 in
coke ovens, 4,000 in light oil plants, 2,760 in
the petrochemical industry, 52,345 who worked
in bulk terminals, 23471 drivers who loaded
b from those inals, 74,000 in oil and
gas production, 17,008 in pipeline work, 100 at
tank-car facilities, 200 at tank-truck facilities,
480 an barges, 11400 in tire-manufacturing
plants, end 13,050 in other types of rubber
production. 43 FedReg. 5936-5938 (1978).
Although OSHA gave no estimate for laborato-
ry workers, the A. D, Little study indicated that
there were 25,000 exposed workers in that in-

100 5.0t—71

ing organs, including aplastic anemia, which
is generally fatal.

Industrial health experts have long been
aware that exposure to benzene may lead to
various types of nonmalignant diseases. By
1948 the evidence connecting high levels of
benzene to serious blood disorders had be-
come 8o streng that the Commonwealth of
Massachusetts imposed a 85 ppm limitation
on workplaces within its jurisdiction. In
1969 the American National Standards In-
stitute (ANSI) adopted a national consensus
standard of 10 ppm averaged over an &
hour period with a ceiling concentration of
25 ppm for 10-minute periods or a maxi-
mum peak conecntration of 50 ppm. Id, at
5919. In 1971, after the Occupational Safe-
ty and Health Aet was passed, the Secre-
tary adopted this consensus standard as the
federal standard, pursuant to 29 US.C.
§ 655(a)."

dustry. These flgures add up to 347,246 ex-
posed employees—approximately 232,000 Fess
than the overall estimate of 629,000, It is pos-
sible that scme of all of these employees work
in the “other industries” briefly described in
OSHA’s explanation; these are primarily smali
firms that manufacture adhesives, paint and
ink or that use benzene solvents. Id., at 5939,
No estimate of the number of exposed employ-
ees in those industries or the aggregate cost of
compliance by those industries is given either
by OSHA or by A. D. Little in its consulting
repart.

7. Section 6(a) of the Act, as set forth in 29
0.8.C. § 655(a), provides:

“Without regard to chapter 5 of Title § or to
the other subsections of this section, the Secre-
tary shall, as soon as practicable during the
period beginning with the effective date of this
chapter and ending two vears after such date,
by rule promulgate as an occupational safety or
health standard any national consensus stan-
dard, and any established Federal standard, un-
less he determines that the promulgation of
such a standard would not result in improved
safety or health for specifically designated em-
ployees. In the event of conflict among any
such standards, the Secretary shall promulgate
the standard which assures the greatest protec-
tion of the safety or health of the affected
employees.”

In this case the Secretary complied with the
directive to choose the most protective stan-
dard by selecting the ANSI standard of 10 ppm,
rather than the 25 ppm standard adopted by
the American Conference of Government In.
dustrial Hygienists. 43 FedReg. 5819 (1978).
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_ls1s_jAs early as 1928, some health experts

theorized that there might also be a connec-
tion between benzene in the workplace and
lenkemia® In the late 196(°s and early
1970's & number of epidemiological studies
were published indicating that workers ex-
posed to high concentrations of benzene
were subject to significantly increased risk
of leukemia? In & 1974 report recommend-
ing a permanent standard for benzene, the
National Institute for Dccupational Safety

_Jewand Health |(NIOSH), OSHA's research

arm,® noted that these studies raised the
“distinet possibility” that benzene caused
leukemia. But, in light of the fact that all

8. See Delore & Borgomana, Leucémie aigué au
cours de lintoxication benzenique. Sur lori-
gine toxique de certalnes leucémies aigués et
leurs relations avec les anémies graves, 8 Jour-
nal de Medécine de Lyon 227 (1928). A trans-
lation of that document appears in the benzene
adminigtrative record. 2 Record, Ex. 2-60.
See also Hunter, Chronic Exposure to Benzene
(Benzol), I, The Clinical Effects, 21.J.Ind.Hyg.
& Toxicol. 331 (1939), 3 Record, Ex. 2-74,
which refers to “leucemia™ as a side effect of

broni o b

®. Dr. Muzaffer Aksoy, a Turkish physician who
testified at the hearing ofi the proposed ben-
zene standard, did & number of studies con-
cerning the effects of benzene exposure on
Turkish shoemakers. The workers in Dr. Ak-
scy's studies used solvents containing large
per of b and were ly
posed to high ions of b va-
pors (between 150 and 650 ppm) under poorly
ventilated and generally unhygienic conditions.
See Aksoy, Acute Leukemia Due to Chronic
Exposure to Benzene, 52 Am.J. of Madicine 180
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known cases had-occurred at very high ex-
posure levels, NIOSH declined to recom-
mend a change in the 10 ppm standard,
which it considered sufficient to protect
against nonmalignant diseases. NIOSH
suggested that further studies were neces-
sary to determine conclusively whether
there was a link between benzene and leu-
kemia and, if 8o, what exposure levels were
dangerous.!!

Between 1974 and 1976 additional studies
were published which tended to confirm the
view that benzene can cause leukemia, &t
least when exposure levels are high!™ In

- §72-876 (1964), 1 Record, Ex. 2-27, Forni &
Vigliani, Chemical Leukemogenesis in Man, 7
Ser.Heemat. 211 (1974), Z Record, Ex. 2-50.

10. Titte 29 U.S.C. § 669(a)(3) requires the De-
partment of Health, Education, and Welfare
(HEW) (now in part the Department of Health
and Human Services) to develop “criteria”
dealing with toxic materials and harmful physi-
cal agents that describe “exposure levels that
are safe for various periods of employment.”
HEW"s obligations under this section have been
delegated to NIOSH, 29 U.S.C. § 671.

11. See Dept. of HEW, NIOSH, Criteria for a
B dod Standard—O jonal Expo-
sure to Benzene 74-75 (Pub.Mo. 74-137, 1674),
1 Record, Ex. 2-3. In response to a letter from
the Director of the Office of Standards Divi-
sion, NIOSH stated that its 10 ppm standard
was designed to protect against leukemia, as
well as other health risks, NIOSH noted, how-
ever, that further research was necessary in
order to establish ad d ponge data
for b 12 Record, Ex. 324,

and k

(1872), 1 Record, Ex. 2-29; Aksoy,
(Berzal): Its Toxicity and Effects on the Hema-
poietic System, Faculty of Medici
Monograph Series No. 51 {1870), 2 Record, Ex.
2-55; Aksoy, Erdem, & DinCol, Leukemia in
Shoe-Workers Chranically to Ben-
zene, 44 Blood 837 (1874}, 2 Record, Ex. 2-53
( on 26 shoeworkers who had con-
tracted leukemia from 1967 to 1973; this repre-
sented an incidence of 13 per 100,000 rather
than the 6 cases per 100,000 that would nor-

mally be expected).

Dr. Enrico Vigliani alse reported an excess
number of leukemia cases among Italian shoe-
makers exposed to glues containing a high per-
centage of benzene and workers in rotogravure
plants who had been exposed over long periods
of time to inks and solvents containing as much
as 80% benzene. See Vigliani & Saita, Ben-
zene & Leukemia, 271 New Eng J. of Medicine

12. Aksoy published another study in 1976 re-
porting on an additional eight leukemia cases
uncovered after 1973. In that article, he slso
noted that a 1969 ban on the use of benzene as
a solvent had led to a decline in the number of
reported leukemia cages beginning in 1974
Aksoy, Types of L in Chrorle B
Poiscning, 55 Acta H. ) 65 (1976). 1

Record, Ex. 2-30, Vigliani also noted a decline

in leukemia cases in Italy after benzene was no

longer used in glues and inks. See Viglianl &

Forni, Benzene and Leukemia, 11 Environmen-

tal Res. 122 (1§76), 1 Record, Ex. 2-15; Vigha-

ni, Leukemia Associated with B Expo-

sure, 271 Annals N. Y. Acad. of Sclences 143

(1976), 2 Record, Ex. 2—49. [n the laiter study

Vigliani noted that in the past 1005 pure ben-
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_Ls20 an_J August 1976 revision of its earlier rec-

ommendation, NIOSH stated that these stu-
dies provided “conclusive” proof of a causal
connection between benzene and leukemia.
1 Record, Ex. 2-5, p. 16. Although it ac-
knowledged that nome of the intervening
studies had provided the dose-response data
it had found lacking two years earlier, id,,
at 9, NIOSH nevertheless recommended
that the exposure limit be set low as possi-
ble. As a result of this recommendation,
QOSHA contracted with a consulting firm to
do a study on the costs to industry of com-
plying with the 10 ppm standard then in
effect or, alternatively, with whatever stan-
dard would be the lowest feasible. Tr. 505~
506.

In October 1976, NIOSH sent another
memorandum to OSHA, seeking accelera-
tion of the rulemaking process and “strong-
Iy" recommending the issuance of an emer-
gency temporary standard pursuant to
§ 6{c) of the Act, 29 U.S.C. § 655(c),® for

zene sclvents had been used and workers had
been exposed on a prolonged basis to concen-
trations of 200-500 ppm, with peaks of up to
1500 ppm.

A number of epidemiclogical studles were
also done among American rubber workers
during this period. Dr. A. J. McMichael's stu-
dies indicated a ninefold increase in the risk of
cantracting leukemia among workers who were
heavily exposed in the 1940's and 1950's to
pure benzene used as a solvent. McMichael,
Spirtas, Kupper, & Gamble, Solvent Exposure
and Leukemia Among Rubber Workers: An
Epidemiologic Study, 17 J. of Occup.Med. 234,
238 (1975), 2 Record, Ex. 2-37. See also And-
Jetkovic, Taulbes, & Symons, Mortality Experi-
ence of a Cahort of Rubber Workers, 1964—
1973, 18 J. of Occup.Med. 387 (1976), 2 Record,
Ex. 2-54 (also indicating an excess mortality
rate from leukemia among rubber waorkers).

13. Section 655(c) provides:

“(1) The Secretary shall previde, without re-
gard to the requirements of chapter 5 of title 5,
for an emergency temporary standard to take
i diate effect upon publication in the Feder-
al Register if he determines (A) that employees
are exposed to grave danger from exposure to
substances or agents determined to be toxic or
physically harmfyl or from new hazards, and
{B) that such emergency standard is necessary
to protect employees from such danger.

*“(2) Such standard shall be effective until
superseded by a standard promulgated in ac-
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benzene and two other chemicals believed

ta_be carcinogens. NIOSH recommended _fsz:

that a 1 ppm exposure limit be imposed for
benzene 1 Record, Ex. 2-6.  Apparently
because of the NIOSH recommendation,
OSHA asked its consultant to determine the
cost of complying with a 1 ppm standard
instead of with the “minimum feasible”
standard. Tr. 506-507. It also issued vol-
untary guidelines for benzene, recommend-
ing that exposure levels be limited to 1 ppm
on an 8-hour time-weighted average basis
wherever possible. 2 Record, Ex. 2-44.

In the spring of 1976, NIOSH had select-
ed two Pliofilm plants in St. Marys and
Akron, Ohio, for an epidentiological study
of the link between leukemia and benzene
exposure. In April 1977, NIOSH forwarded
an interim report to OSHA indicating at
least a fivefold increase in the expected
incidence of leukemia for workers who had
been exposed to bengene at the two plants
from 1940 to 1949.® The report submitted

cordance with the procedures prescribed in
paragraph (3) of this subsection.

“(3) Upon ion of such st in
the Federal Register the Secretary shall com-
mence a proceeding in accordance with subsec-
tion (b) of this section, and the standard as
published shall also serve as a proposed rule
for the proceeding. The Secretary shall
promulgate a standard under this paragraph no
later than six months after publication of the
emergency standard as provided in paragraph
(2) of this subsection.”

§4. At the hearing on the permanent standard
NIOSH representatives testified that they had
selected 1 ppm initially in connection with the
issuance of a proposed standard for viny] chlo-
ride. In that pr ding they had di
that 1 ppm was approximately the lowest level
detectable through the use of refatively unso-
phisticated meonitoring instruments. With re-
spect to benzene, they also thought that 1 ppm
was an appropriate standard because any low-
er standard might require the elimination of the
small amounts of benzene (in some places up
to 0.5 ppm) that are normally present in the
atmosphere. Tr. 1§42-1143. NIOSH’s recom-
mendation was not based on any evatuation of
the feasibility, either technological or econom-
ic, of eliminating all exposures ahove 1 ppm.
Id., at 11586,

13. Seven fatalities from lenkemia were discov-
ered out of the 748 workers surveyed, - How-

leez
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to OSHA erronecusly suggested that expo-
ures in the two plants had generally been
between zero and 156 ppm during the period
in question® As a result of this new evi-

_lets dence _jand the continued proddmg of

NIOSH, 1 Record, Ex. 2-7, OSHA did issue
an emergency standard effective May 21,
1977, reducing the benzene exposure limit
from 10 ppm to 1 ppm, the ceiling for
exposures of up to 10 minutes from 25 ppm
to 5 ppm, and eliminating the authority for
peak concentrations of 50 ppm. 42 Fed.
Reg. 22516 (1977). In ita explanation ac-
companying the emergency standard,
OSHA stated that benzene had been shown
to cause leukemia at exposures below 25
ppm and that, in light of its comsultant’s
report, it was feasible to reduce the expo-
sure limit to 1 ppm. Id., at 22617, 22521

On May 19, 1977, the Court of Appeals
for the Fifth Circuit entered a temporary

gver, Dr. Infante, who conducted the study,
stated that his m\ﬂ.sﬂcal tedmlqua had proba-
bly d the

cases that had actually occurred Id at 747
The normal cted of in
such » populatim would be 1.4. 2 Record, Ex.
2-51,p. 6.

lC. The authors’ statement with respect to ex-
posure levels was based on a 1946 report by
the Chlc Industrial Camumission Indicating that,
after some new ventilation equipment had been
Installed, exposures at the St. Marys plant had
been brought within “safe” limits, in most in-
stances ranging from zero to 10 to 15 ppm. Id,
at 3. As the authors later admitted, the level
considered “safe” in 1946 was 100 ppm. Tr.
B14-815. Moreover, only one of the seven
workers who died of leukemia had begun work-
Ing at St. Marys after 1846. Five of the others
had worked at the Akron plant, which em-
ployed 310 of the 748 workers surveyed, Id, at
2637-2538. A 1948 report by the Ohlo Depart-
ment of Health indicated exposure levels at the
Akron plant of well over 100 ppm, with excur-
slons in some areas up to 1,000 ppm. 17 Rec-
ord, Ex. 84A, App. A, pp. 81-62. Surveys tak-
en in the intervening years, as well as testimo-
ny by St. Marys employees at the hearing on
the proposed standard, Tr. 3432-3437, Indi-
cated that both of the plants may have had
relatively high exposures through the 1970's.
Industry representatives argued at the hear-
ing thai this evidence indicated that the expo-
sure levels had been very high, aa they had
been In the other epidemiclogical studies con-
ducted in the past. See Post-Hearing Brief for
American Petroleum Institute in No. H-05%
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restraining order preventing the emergency
standard from taking effect. - Thereafter,
OSHA abandoned its efforts to make the
emergency standard effective and instead
issued a proposal for & permanent standard
patterned almost entirely after the aborted
emergency standard. Id, at 27452,

In its published statement giving notice
of the proposed permanent standard, OSHA
did net ask for comments as to whether or
not. benzene presented a significant heaith
risk at exposures of 16 ppm or less. Rather,
it asked for comments as to whether 1 ppm
was the minimum feasible exposure limit."
Ibid. As OSHA's Deputy Director of
Health Standards, Grover Wrenn, testified

at the hearing, this formulation Jof the issue _le2¢

to be considered by the Agency was consist-
ent with OSHA's general policy w1th re-
spect to carcinogens.!® Whenever a éarci-

(OSHRC), pp. 23-37, 31 Record, Ex. 217-33,
pp. 23-37. NIOSH witnesses, however, simply
stated that actual exposure levels for the years
in question could not be determined; they did
agree, however, that their study should rot be
taken as proof of a fivefold increase in leuke-
mia risk at 10-15 ppm. Tr. 814-815. In its
lanation of the per standard, OSHA
agreed with the NIOSH witnesses that no dose-
response relationship could be inferred from
the study:
“Comments at the hearing demonstrated that
there were area exposures during this study
period exceeding these levels [10-15 ppm], at
times reaching values of hundreds of parts per
milllon. Since no personal monitoring data are
available, any wnclumon regarding the actual
individual ti is
speculative. Because of the lack of deﬂnmve
exposure data, OSHA cannot derive any con-
clusions linking the excess leukemia risk ob-
served with any specific exposure level.” 43
Fed.Reg. 5327 (1978).

17. OSHA also sought public comment as to
whether certain industries should be exempt
from compllance, wheth!r the pmposed com-
pliance pr
were m:lequate, what t.“le envnronmenml and
economic of the ion would
be, and whether it was feasible to replace ben-
2ene in solvents and other products of which it
constituted more than 1%,

18, [t became clear at the hearing that OSHA
had not promulgated the proposed standard in
response to any new concern about the non-
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nogen is involved, OSHA will presume that
no safe level of exposure exists in the ab-
sence of clear proof establishing such a lev-
el and will accordingly set the exposure
limit at the lowest level feasible® The

_lszs proposed 1 ppm egposure limit in this ease

thus was established not on the basis of a
proven hazard at 10 ppm, but rather on the
basis of “OSHA’s best judgement at the
time of the proposal of the feasibility of
compliance with the proposed standard by
the [alffected industries.” Tr. 30. Given
OSHA's cancer policy, it was in fact irrele-
vant whether there was any evidence at all
of a leukemia risk at 10 ppm. The impor-
tant point was that there was no evidence
that there was not some risk, however
small, at that level. The fact that OSHA

li| effects of low-level b
sure. See Tr. 128-127:

“Ts it accurate to say that the reason why
the—why OSHA has proposed to reduce the
exposure limits in the standard below the cur-
rent levels is because of a perceived risk of
leukemia, and not because of any new evidence
it has receiveq that the current standards are
inadequate to protect against acute or chronic
benzene toxicity, other than leukemia?

“MR. WRENN: I think I will simply refer the
part of my staternent you were referring to, in
which it says, it 15 however benzene's leukemo-
genicity which is of greatest concern to OSHA.
That is certainly the central issue within the
ETS [emergency temporary standard] and the
proposed standard.”

19. Mr. Wrenn testified:

“The proposed standard requires that em-
ployee exposure to benzene in alr be reduced to
one part per million, with a five part per million
ceiling allowable over any fifteen minute period
during an eight hour work shift, and prohibits
eve or prolonged skin contact with liquid ben-
zene.

“This airborne exposure limit is based on
OSHA’s established regulatory policy, that in
the absence of a demonstrated safe level, or a
1o effect level for a carcinogen, it will be as-
sumed that none exist, and that the agency will
attempt to limit employee exposure to the low-
est level feasible” Id, at 20-30.

See also:

“MR. WARREN: Mr. Wrenn, in promulgat-
ing the emergency temporary, and proposed
permanent, henzene standards, OSHA relies
heavily, and 1 am quating from your testimony
now, on the regulatory policy that there is no
safe level for carcinogens at any~—for any ex-
posed population, and the fact that leukemia,

expo-

did not ask for comments on whether there
was a safe level of exposure for benzene
was indicative of its further view that a
demonstration of such absolute safety sim-
ply could not be made.?

Public hearings were held on the pro-
posed standard, commencing on July 19,
1977. The final standard was fssued on
February 10, 1978. 29 CFR § 1910.1028
(1979)2 1In its final form, the benzene
standard i3 designed to protect workers
from whatever hazards are associated with

low-level benzene_fexposures by requiring _|ss¢

employers to monitor workplaces to deter-
mine the level of exposure, to provide medi-
cal examinations when the level rizes above
0.5 ppm, and to institute whatever engi-

and a leukemogen I3 a carcinogen, is that cor-
rect?

“MR. WRENN: 1 believe that ! stated that
slightly differently in my oral summary of the
statement than it iz stated in the statement
itself. [ said that in the absence of a known or
demonstrated safe level or no effect level, our
policy is to assume that none exists, and to
regulate accordingly.” Id., at 4849,

“MR. WRENN: I would prefer to state it as I
have on a couple of occasions already this
morning, and that in the absence of a demon-
strated safe level of exposure, we will assume
that none exists for the purpose of regulatory
policy.” Id, at 56.

20. In answer to the question of what demon-
stration would suffice to establish a *‘safe lev-
. el,” Mr. Wrenn stated;
“I would like to draw a distinction, however,
between what I have referred to as the demon-
stration that a safe level exists, and speculation
or elaborate theories that one may make, and I
think that the agency in its history and very
likely its future regulatory policy, would, in the
face of evidence demonstrating that a carcino-
genic hazard does exist or did exist, in this
particular set of circumstances, would be very
reluctant to accept as the basis for its regula-
tory decisions, a theoretical argument that a
safe level may, in fact, exist for a particular
substance.” Id., at 51-52.
A NIOSH representative who testified later put
it more succlnctly, stating that *. .
betizene causes leukemia, and if leukemia is a
cancer, then exposure really is almost moot.”
id., at 1007.

2l. An d to the was p 1
gated on June 27, 1978. 43 Fed.Reg. 27962,
See n. 22, infra.
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neering or other controls are necessary to
keep exposures at or below 1 ppm.

In the standard as originally propesed by
OSHA, the employer’s duty to monitor,
keep records, and provide medical examina-
tions arose whenever any benzene was
present in a workplace covered by the
rule® Because benzene is omnipresent in
small quantities, NIOSH and the Presi-
dent’s Council on Wage and Price Stability
recommended the use of an “action level”
to trigger monitoring and medica! examina-
tion requirements. Tr. 1080-1082; App.
121-133. OSHA accepted this recommen-
dation, providing under the final standard
that, if initial itoring disel b
concentrations below 0.6 ppm averaged over
an 8-hour work day, no further action is
required unless there is & change in the
company's practicee® If exposures are

_lear ebove the action level, but below the 1 ppm

exposure limit, employers are required to
monitor exposure levels on a quarterly basis
and to provide semiannual medieal exami-
nations for their exposed employees. Nei-
ther the coneept of an action level, nor the

22. Apart from its exclusion of gasoline storage
and distribution facilities (an exclusion retained
in the final rule, see text, at n. 25, infra), the
proposed rule also excluded from coverage
work operations in which liquid mixtures con-
taizing 1%, or Jess benzens were used. After a
year this exclusion was to be narrowed te oper-
ations where 0.1% benzene soluticns were
used. The rationale for the exclusion was that
alrborne exposures from such liquids would
generally be within the 1 ppm limit. However,
testimony at the hearing on the proposed rule
indicated that there was no “consistent predict-
abls relationship” between benzene content in
a liquid and the resulting airborne exposure.
Therefore, QSHA abandoned the idea of a per-
centage exclusion for liquid benzene in its final
standard, 43 Fed.Reg.5042 (1978).

OSHA later reconsidered its position and, in
an d to the per 13 dard, re-
instated an exclusion for liquids, setting the

level at 0.5%, to be reduced to 0.1%, after three

years, id., at 27962,

23. The exemption from the monitoring and
medical testing portions of the standard for
workpl with b 1 levels be-
low 0.5 ppm was not predicated on any finding
that regulation of such workplaces was not
feasible. OSHA's consultant, Arthur D. Little,
Inc., concluded that 1 ppm was & feasible expo-
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specific level selected by OSHA, is chal-
lenged in this proceeding.

Whenever initial monitoring indicates
that employees are subject to airborne eon-
centrations of benzene above 1 ppm aver-
aged over an 8-hour workday, with a ceiling
of 5 ppm for eny 15-minute peried, employ-
ers are required to modify their plants or
institute work practice controls to reduce
exposures within permisaible limits. Con-
sistent with OSHA's general policy, the reg-
ulation does not allow respirators to be used
if engineering moditications are technologi-
cally feasible Employers in this category
are also required to perform monthly moni-
toring s¢ Jong as their workplaces remain
above 1 ppm, provide semiannual medieal
examinations to exposed workers, post signs
in and restrict access to “regulated areas”
where the permissible exposure limit is ex-
ceeded, and conduct employee training pro-
grams where necessary.

The standard alse places strict limits on
exposure to liquid_|benzene. As originally
framed, the standard totally prohibited any
skin or eye contact with any liquid contain-

sure limit even assuming that there was no
action level {or, to put it another way, assum-
ing that the action level was zerc). Rather, it
was, as NIOSH witnesses stated, a practical
decigion based on a determination that, where
benzene exposures are helow 0.5 ppm, they will
be unlikely ever to rise above the permissible
exposure level of 1 ppm. NIOSH was also
concerned that, In the absence of an action
level, employers who used sophisticated analyt-
jcal equipment might be required to monitor
and provid dical inations simply be-
cause of the presence of benzene in the am-
bient air. Tr. 1030-1032, 1133-1134,

24, Indeed, in its explanation of the standard
OSHA states that an employer s required to
{ngtitute angl 1s (for fe, in-
stalling new ventilation hoods) even if those
controls are insufficient, by themselves, to
achieve compliance and respirators must there-
fore be used as well, 43 Fed.Reg. 5952 (1978).
OSHA's preference far engineering modifica-
tions is based on its opinion that respirators are
rarely used properly (because they are uncom-
fortable, are often not properly fitted, etc.) and
therefore cannot be considered adequate pro-
tective measures.

e
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ing any benzene. . Ultimately, after the
standard was challenged, OSHA modified
this prohibition by exeluding liquids con-
taining less than 0.5% benzene. After three
years, that exelusion will be narrowed to
liquids containing less than 0.1% benzene.

The permanent standard is expressly in-
applieable to the atorage, transportation,
distribution, sale, or uze of gasoline or other
fuels subsequent to discharge from bulk
terminals.® This exception is particularly
significant in light of the fact that over
795,000 gas station employees, who are ex-
posed to an average of 102,700 gallons of
gasoline (containing up to 2% benzenc) an-
nually, are thus excluded from the protec-
tion of the standard®

As presently formulated, the benzene
standard is an expensive way of providing
some additional protection for a relatively
small number of employees, According to
OSHA's figures, the standard will require
capital investments in engineering controls
of approximately $266 million, first-year op-
erating costs (for monitoring, medical test-
ing, employee training, and respirators) of

ls2# $187 million to $205 million and jrecurring

25. It Is also i to work ion:
invelving 0.5% lquid benzene (0.1%, after
three years), see n. 22, supra, and to the han-
dling of b In sealed iners or sys-
tems, except ingofar as employers are required
to provide cautionary notices and appropriate
employee training.

28. Prier to the mtroductmrn of the l.cUOl‘l level
pt, A, D. Little esti
costs for the service station mdustry might be

annual costs of approximately $34 million.#
43 Fed.Reg. 5934 (1978). The figures out-
lired in OSHA's explanaiion of the costs of
compliance to various industries indicate
that only 85,000 employees would gain any
benefit from the regulation in terms of a
reduction in their exposure to benzene.?
Over two-thirds of these workers (24,450)
are employed in the rubber-manufacturing
industry. Compliance costs in that industry
are estimated to be rather low, with no
capital costs and initial operating expenses
estimated at only $34 million ($1,390 per
employee); recurring annual costs would
also be rather low, totalling less than $1
million. By contrast, the segment of the
petroleum refining industry that produces
benzene would be required to incur $24
million in eapital costs and $600,000 in first-
year cperating expenses to provide addi-
tional protection for 300 workers ($32,000
per employee), while the petrochemical in-
dustry would be required to incur. $20.9
million in capital costs and $1 million in
initial operating expenses for the benefit of
552 employees ($39,675 per employee)®
Id., at 59365938,

it. Under these r:m:umstanoes, the need for

ing, di ions, and respira-
tors would, of course, be drastically reduced.

28. Three hundred of these employees work in
benzene plants, 5,000 in other petroleum refin.
eries, 4,000 in light oil plants, 552 in the petro-
chemical industry, 156 in benzene transporta-
tion, 1,250 in laboratories, 11,400 in tire-manu-
facturing plants, and 13,050 in other rubber-

as high as $4 billion. Tr. 508-509,
A. D. Little’s Economic Impact Statement mdl-
cated that service station employees were gen-
erally exposed 1o very low levels of benzene. 1
ic Impact St p. 4-21; 11 Rec-
ord. Ex. 5A, p. 4-2). Still, in its explanation
accomparnying the permanent standard QSHA
did not rule out regulation of this industry
entirely, stating that it was in the process of
studym,g whether and to what extent it should
es to line in general. 43

Fed. Reg. 5943 (1978).

27, OSHA's estimate of recurring armual costs
was based on the assumption that the exposure
levels it had projected would be confirmed by
initial monitoring and that, after the first year,
engineering controls would be successful in
bringing most exposures within the 1 ppm lim-

uring plants. OSHA also estimated
that another 16,216 workers {5,000 in petrole-
um refineries, 1,104 in the petrochemical indus-
try, 7300 in bulk terminals, 312 in benzene
transportation, and 2,500 in laboratories)
would be exposed to 0.5 to I ppm of benzene
and thus would recelve a benefit in terms of
more comprehensive medical examinations.
Id., at 5936-5938.

29. The high cost per employee in the latter two
industries is attributable to QSHA's policy of
requiring engineering controls rather than al-
lowing respirators to be used to reduce expo-
sures to the permissible limit. The relatively
low estimated cost per employee in the rubber
industry is based on OSHA’'s assumption that
ather solvents and adhesives can be substituted



94

2858

_Js2o _JAlthongh OSHA did not quentify the ben-

-4

efits to each category of worker in terms of
decreased exposure to benzene, it appears
from the economic impact study done at
OSHA's direction that those benefits may
be relatively small. Thus, although the cur-
rent exposure limit ia 10 ppm, the sctual
exposures outlined in thet study are often
considerably lower. For example, for the
period 1970-1975 the petrochemical indus-
try reported that, out of a total of 496
employees exposed to benzene, only 53 were
exposed to levels between 1 and 5 ppm and

‘only 7 (all at the same plant) were exposed

to between 5 and 10 ppm. 1 FEeonomic
Impact Statement, p. 4-6, Table 4-2, 11
Record, Ex 5A, p. 4-6, Table 4-2. See also
id., Tables 4.3—4.8 (indicating sample expo-
sure levels in various industries).

. II
[2] The eritical isaue at this point in the
litigation is whether the Court of Appeals
was correct in refusing to enforce the 1
ppm exposure limit on the ground that it
was not supported by appropriate find-
ings3® '

-1[8] Any discussion of the 1 ppm expo-
sure limit must, of ecourse, begin with the
Agency's rationale for imposing that limit.3!
The written explanation of the standard
fills 184 pages of the printed appendix.

for those that contain benzene and that capital
costs will therefore not be required.

30. The other issue before us is whether the
Court of Appeals correcily refused to enforce
the dermal contact bBan. That issue is dis-
pussed in Part IV, infra,

In the court below respondents also chal-
lenged the monitoring and medical testing re-
quirements, arguing that certain industries
should have been totally exempt from them
and that, as to other industries, the Agency had
not demonstrated that all the requiraments
were reasongbly necessary to ensure worker
health and safety. They also argued that
OSHA's requirement that the permissible expo-
sure limit be met through engineering controls
rather than through respirators was not rea-
sonably necessary under the Act. Because it
invalidated the 1 ppm exposure limit, the Fifth
Circuit had no occasion to deal with these is-
sues, ardd they are not now before this Court

100 SUPREME COURT REPORTER

448 U.S. 630

Much of it is devoted to a discussion of the
voluminous evidence of the adverse effects
of exposure to benzene at levels of concen-
tration well above 10 ppm. This diseussion
demonstrates that there is ample justifica-
tion for regulating occupational exposure to
benzene and that the prior limit of 10 ppm,
with a eeiling of 25 ppm (or a peak of 50
ppm) was reasonable. It does not, however,
provide direct support for the Agency’s con-
clusion that the limit should be reduced
from 10 ppm to 1 ppm.

The evidence in the administrative record
of adverse effects of benzene exposure at
10 ppm is sketchy at best. OSHA noted
that there was “no dispute” that certain
nonmalignant blood disorders, evidenced by
a reduction in the level of red or white cells
or platelets in the bleod, could result from
exposures of 2540 ppm. It then stated
that several studies had indicated that rela-
tively slight changes in normal blood values
could result from exposures below 25 ppm
and perhaps below 10 ppm. - OSHA did not
attempt to make any estimate based on
these studies of how significant the risk of
nonmalignant disease would be at expo-
sures of 10 ppm or less.® Rather, it stated
that because of the lack of data concerning
the linkage between low-level exposures
and blood abnormalities, it was impossible

to construct a dose-response_jcurve at this _1832

31. As we have often held, the valldity of an
agency's determination must be judged on the
basie of the agency's stated reasons for making
that determination. See SEC v, Chenery Corp.,

" 318 U.S. B0, 95, 63 5.Ct. 454, 462, 87 L.Ed. 626
(*[Aln administratlve order cannot be upheld
unless the grounds upon which the agency act-
ed in exercising its powers were those upon
which its action can be sustained”); - FPC v.
Texaco Inc., 417 U.S. 380, 397, 94 S.Ct. 2315,
2326, 41 L.Ed.2d 141; FTC v. Sperry & Hutch-
inson Co., 405 U.S. 233, 249, 92 5.Ct. 898, 907,
31 LEd.2d 170.

32. As OSHA itself noted, some blood abnor-
malitles caused by benzene exposure may not
have any discernible health effects, while oth-
ers may lead to significant impairment and
even death. 43 Fed.Reg. 5921 (1578).
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time.® OSHA did conciude, however, that
the studies demonstrated that the current
10 ppm exposure limit was inadequate to
ensure that no single worker would suffer a
nonmalignant blood disorder as a result of
benzene exposure. Noting that it is “cus-
tomary” to set a permissible exposure limit
by applying a safety factor of 10-100 to the
lowest level at which adverse effects had
been observed, the Agency stated that the
evidence supported the conclusion that the
limit should be set at a point “substantially
less than 10 ppm” even if benzene's leukem-
ic effects were not considered. 43 Fed.Reg.
59245925 (1978). OSHA did not state,
however, that the nonmalignant effects of
benzene exposure justified a reduction in
the permissible exposure limit to 1 ppm®

OSHA also noted some studies indicating
an increase in chromosomal aberrations in

_Js33 workers chronically exposed to_jconcentra-

tions of benzene “probably less than 25
ppm.” ¥ However, the Agency took no de-
finitive position as to what these aberra-
tions mesnt in terms of demonstrable
health effects and stated that no quantita-
tive doge-response relationship had yet been
established. Under these circumstances,
chromosomal effecta were categorized by
OSHA as an “adverse biological event of
gerious concern which may pose or reflect a
potential health risk and as such, must be
considered in the larger purview of adverse

33. “A dose-response curve shows the relation-
ship between different exposure levals and the
risk of cancer [or any other disease] associated
with those exposure levels. Generally, expo-
sure to higher levels carries with it a higher
risk, and exposure to lower levels is accompa-
nied by a reduced risk.” 581 F.2d, at 504, n.
24,

OSHA's comments with respect to the insuf-
ficiency of the data were addressed primarily to
the lack of data at low exposure levels. OSHA
did not discuss whether it was possible to make
a rough estimate, based on the more complete
epidemiofogical and animal studies dome at
higher exposure levels, of the significance of
the risks attributable to those levels, nor did it
discuss whether it was passible to extrapolate
from such estimates to derive a risk estimate
for low-level exposures,

health effects associated with benzene.”
Id,, at 5932-5934.

With respect to leukemia, evidence of an
increased risk (i. e, a risk greater than that
borne by the general population) due to
benzene exposures at or below 10 ppm was
even sketchier. Once OSHA acknowledged
that the NIOSH study it had relied upon in
promulgating the emergency standard did
not support its earlier view that benzene
had been shown to cause leukemia at con-
centrations below 26 ppm, see 2853, supra,
there was only one study that provided any
evidence of such an increased rigk. That
study, conducted by the Dow Chemical Co.,
uncovered three leukemia deaths, versus 0.2
expected deaths, out of a population of 594
workers; it appeared that the three work-
ers had never been exposed to more than 2
to 9 ppm of benzene. The authors of the
study, however, concluded that it eould not
be viewed as proof of a relalionship be-
tween low-level benzene exposure and leu-
kemia because all three workers had proba-
bly been oceupationally exposed to a num-
ber of other potentiailly carcinogenic chemi-
cals at other points in their careers and
because no leukemia deaths had been un-
covered among workers who had been ex-
posed to much higher levels of benzene. In
its explanation of the permanent standard,
OSHA stated that the possibility that these
three leukemias had been caused by ben-

zene exposure could not be_jruled out and _{é

34. OSHA did net invoke the automatle rule of
reducing exposures to the lowest limit feasible
that it applies to cancer risks. [nstead, the
Secretary reasoned that prudent health policy
merely required that the permissible exposure
limit be set “sufficiently below the levels at
which adverse effects have been observed to
assure adequate protection for all exposed em-

‘"ployess.” 43 Fed.Reg. 5925 (1978). While
OSHA concluded that application of this rule
would lead {0 an exposure limit “substantially
less than 10 ppm,” it did not state either what
exposure level it considered to present a signifi-
cant risk of harm or what safety factor should
be applied to that level to establish a permissi-
ble exposure limit_

33, While citing these studies, OSHA also noted
that other studies of similarly exposed workers
had not indicated any increased level of chro-
mosome damage.
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that the study, although not evidence of an
increased risk of leukemia at 10 ppm, was
therefore “consistent with the findings of
many studies that there is an excess leuke-
mia risk among benzene exposed employ-
ees.” 43 Fed.Reg. 5928 (1978). The Agen-
¢y made no finding that the Dow study, any
other empirical evidence, or any opinion tes-
timony demcnstrated that exposure to ben-
zene at or below the 10 ppm level had ever
in fact caused leukemia. See 581 F.2d, at
508, where the Court of Appeals noted that
OSHA was “unable to point te any empiri-
cal evidence documenting a leukemia risk at
Wppm . . .7

In the end OSHA's rationale for lowering
the permissible exposure limit to 1 ppm was
based, not on any finding that leukemia has
ever been caused by exposure to 10 ppm of
benzene and that it will mot be caused by
exposure to 1 ppm, but rather on a series of
assumptions indicating that some leukemias
might result from exposure to 10 ppm and
that the number of cases might be reduced

36, “The evidence in the record o ly es-
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by reducing the exposure level to 1 ppm.
In reaching that result, the Agency first
unequivocaily concluded that benzene is a
human carcinogen® Second, it concluded
that industry had failed to prove that there
is a safe threshold level of exposure to
benzene below which no exsess leukemia
cases would oceur. In reaching this conelu-
sion OSHA rejected industry contentions
that certain epidemiological studies indicat~
ing no excess risk of leukemia among work-
ers exposed at levels below 10 ppm were
sufficient to establish that the threshold

level of safe exposure was at or above ]10 _|e3s

ppm3" It also rejected an industry witness’
testimony that a dose-response curve could
be constructed on the basis of the reported
epidemiological studies and that this curve
indicated that reducing the permissible ex-
posure limit from 10 to 1 ppm would pre-
vent at most one leukemia and one other
cancer death every six years.®

Third, the Agency applied its standard
policy with respect to carcinogens,® con-

| studies to be inadequate to formu-

tablighes that benzene is a human carcinoger.
The determination of benzene’s Jeukemogenici-
ty is derived from the evaluation of all the
evidenice In totality and is net based on any one
particular study. OSHA recognizes, as indi-
cated above that individuel reporta vary consid-
.. erably in quality, and that some investigations
have significant methodological defl i
‘While recognlzing the strengths and weakness-
es in_individual studies, OSHA nevertheless
concludes that the benzene record as a whole
clearly establishes a causal relationship be-
tween benzens and leukemia.” Id, at 5831.

37. Inrejecting these studies, OSHA stated that:
“Although the epidemiological method can pro-
vide strong evidence of a causal relationship
between exposure und disease in the case of
positive findings, it is by its very nature rela-
tively crude and an insensitive measure.” Af-
ter noting & number of specific ways in which
such studies are often defective, the Agency
stated that it is “OSHA’s policy when evaluat-
ing negative studies, to hold them to higher
standards of methodologicat accuracy.” Id, at
5931-5932. Viewing the industry studies m
this light, OSHA concluded that each of them
had sufficlent methodological defects to make
them unrellable indicators of the safety of low-
level exposures to benzene.

38. OSHA rejected this testimony in part be-
cause it helieved the exposure data in the epi-

late a dose-responge curve. It also indicated
that even if the testimony was accepted—in-
deed as long as there was any Increase in the
risk of cancer—the Agency was under an obli-
gation to “select the level of exposure which is
most protective of exposed employees.” id., at
5941,

39. In his dissenting opinion, Mr, Justice MAR-
SHALL states that the Agency did not rely
“blindly on some Draconian carcinogen ‘poli-
cy’ " in setting a permissible exposure limit for
benzene. He points to the large number of
witnegses the Agency heard and the volumi-
nous record it compiled as evidemce that it
relied instead on the particular facts concern-
ing benzene. With all due respect, we disagree
with Mr. Justice MARSHALL’s interpretation
of the Agency's rationale for its decision. After
hearing the evidence, the Agency refied on the
same pollcy view it had stated at the outset, see
supra, at 2855, namely, that, in the absence of
clear evidence to the contrary, it must be as-
sumed that nc safe level exists for exposure to
a carcinogen. The Agency also reached the
entirely predictable conclusion that industry
had not carried its concededly impossible bur-
den, see n. 41, infra, of proving that a safe levet
of exposure exists for benzene. As the Agency
made clear later in its proposed genetric cancer
policy, see n. 51, infra, it felt compelled to allow
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‘cluding thst, in the absence of definitive

_Less _Iproof of a safe level, it must be assumed

that any level above zero presents some
increased risk of cancer® As the federal
parties point out in their brief, there are a
number of scientists and public health spe-
cialists who subseribe to this view, theoriz-
ing that a susceptible person may contract
cancer from the absorption of even one
molecule of a carcinogen like b
Brief for Federal Parties 18-19.9

_1#37_|Fourth, the Agency reiterated its view of

the Act, stating that it was required by
§ 6(b)(5) to set the standard either at the
level that has been demonstrated to be safe
or at the lowest level feasible, whichever is
higher. H no safe level is established, as in
this case, the Secretary’s interpretation of
the statute automatically leads to the selec-
tion of an exposure limit that is the lowest
feasible B of b ’s importance
to the economy, no one has ever suggested

industry witnesses to go over the same g;ruund
in each regulation dealing with a

that it would be feasible to eliminate its use
entirely, or to try to limit exposures to the
small amounts that are omnipresent. Rath-
er, the Agency selected 1 ppm as a worka-
ble exposure level, see n. 14, supra, and then
determined that compliance with that level
was technologically feasible and that “the
economie impact of [compliance]
will not be such as to threaten the financial
welfare of the affected firms or the general
economy.” 43 FedReg. 5939 (1978). It
therefore held that 1 ppm was the mini-
mum feasible exposure level within the
meaning of § 6(b)5) of the Act.

Finally, although the Agency did not re-
fer in its discussion of the pertinent legal
authority to any duty to identify the antici-
pated benefits of the new standard, it did
conclude that some benefits were likely to
result from reducing the exposure limit
from 10 ppm to 1 ppm. This conclusion was
based, again, not on evidence, but rather on

the human body make it unlikely that a person
would lly contract cancer as a result of

despite its policy view. The generic policy,
which has nut yet gone into effect was specnﬁ-
cally d this lication of
effort in each caze by foreclosing industry from
arguing that thers is a safe level for the particu-
lar carcinogen being regulated. 42 Fed.Reg
54154-54155 (1977).

40. “As stated above, the positive studies on
benzene demonstrate the causal relationship of
to the ind of leud Al-

though these studies, for the most part involve
high exposure levels, it 1s OSHA's view that
once the carcinegenicity of & substance has
been established quatitatively, any exposure
must be considerad to be attended by risk when
eonslderlng any given population. OSHA
therefore b jonal ]
to benzene at low lewls poses a carcinogenic
risk to workers.” 43 Fed.Reg. 5832 (1978).

41. The eo-called “one hit” theory is based on

absarbing one carcinogenic molecule. Thus,
the molecule might be detoxified before reach-
ing a critical site, damage to : DBNA mo[ecu.le
might be repaired, or a d BENA mot:
might be destroyed by the body’s immunologi-
cal defenses before it could develop into a can-
cer. Tr. 2836.

In light of the improbability of a person’s
contracting cancer as a result of a single hit, &
number of the scientists testifying on both
sides of the issue agreed that every individual
probably does have a threshold exposure limit
below which he or she will not contract cancer.
See, e. g, id. at 1179-118]. The problem,
however, is that individual susceptibility ap-
pears to vary greatly and there is at present no
way te calculate sach and every person’s
threshold. Thus, even Industry witnesses
agreed that if the standard must ensure with

" absolute certainty that every single worker is
protected from any risk of leukemia, only a

iak y studies that one mol

of a carcinogen may react in the test tube with
one molecule of DNA to produce a mutatior.
The theory is that, if this occurred in the hu-
man bedy, the mutated molecule could repli-
cate over a period of years and eventually de-
velop into a cancerous tumor. See QSHA’s
Proposed Rule on the Identification, Classifica-
tion: and Regulation of Toxic Substances Posing
a Potential Carcinogenic Risk, 42 Fed.Reg
54148, 54165-54167 (1977). Industry witness-
es challenged this theory, arguing that the pres-
ence of several different defense mechanisms in

zero exposure limit would suffice. Id,, at 2492,
2830.
42, “There is nc doubt that benzene is a carcino-

gen and must, for the protection and safety of
workets, be regu]ated as such Gwen the ina-

bility to & rate a th d or a
safe level, it appmpnate that QSHA pre-
scribe that the permi: to b

e
be reduced to the Towest level feasible”” 43

Fed.Reg. 5932 (1978).
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the assumption that the risk of leukemia
will decrease as exposure levels decrease.
Although the Agency had found it impossi-
ble to construct a dose-response curve that

_isss would predict with any accuracy the jpum-

_Jsse

ber of leukemias that could be expected to
result from exposures at 10 ppm, at 1 ppm,
or at any intermediate level, it nevertheless
“determined that the benefits of the pro-
posed standard are likely to be apprecia-
ble.” ® 48 Fed.Reg. 6941 (1978). In light
of the Agency’s disavowal of any ability to
determine the numbers of employees likely
t0 be adversely effected by exposures of 10
ppra, the Court of Appesls held this finding
to be unsupported by the record. 581 F.2d,
at 5084

1i is neteworthy that at po point in its
lengthy explanation did the Ageney quote
or even cite § 3(8) of the Act. It made no
finding that any of the provisions of the
new standard were “reasonably necessary
or appropriate to provide safe or healthful
employment and places of employment.”
HNor did it aliude to the possibility that any
such finding might have been appropriate.

11T

Our resolution of the issues in these cases
turns, to & large extent, on the meaning of
and the relationship between § 3{8), which
defines a health and safety standard as a
standard that is “reasonably necessary and
appropriate to provide safe or healthful em-
pleyment,” and § 6(b)5), which directs the
Secretary in promulgating a health and
42, At an earlier point in its explanation, OSHA

stated:
“There is general agreement that benzene
exposure causes leukemia as well as other fatal
diseases of the bloodforming organs. In spite

of the certainty of this conclusion, there does
not exist an adequate sclentific basis for estab-
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safety standard for toxic materials to “set
the standard which most adequately as-
sures, to the extent feasible, on the basis of
the best available evidence, that no employ-
ee will suffer material impairment of
health or functional eapacity "

In the Government’s view, § 3(8)'s defini-
tien of the term “standard” has no legal
significance or at best merely requires that
a standard not be totally irrational. It
takes the position that § 6(b)5) is control-
ling and that it requires OSHA to promul-
gate a standard that either gives an abso-
lute assurance of safety for each and every
worker or reduces exposures to the lowest
level feasible. The Government interprets
“fapaible” a= meaning technologieally
achievable at a cost that would net impair
the viability of the industries subject to the
regulation. The respondent industry repre-
sentatives, on the other hand, argue that
the Court of Appeals was correct in holding
that the “ressonably necessary and appro-
priate” language of § 3(R), along with the
feasibility requirement of § 6(b)5), requires
the Agency to quantify both the costs and
the benefits of a proposed rule and to con-
clude that they are roughly commensurate.

[4] In our view, it is not necessary to
decide whether either the Government or
industry is entirely correct. For we think it
is clear that § 8(8) does apply to all perma-
nent standards promulgated under the Act
and that it requires the Secretary, before
issuing any standard, to determine that it is

ciable, There is general agreement that even in
the absence of the ability to establish a ‘thresh-
old’ or ‘safe’ level for benzene and other carci-
nogens, a dose response relationship is likely to
exist; that is, exposure to higher doses carries
with it a higher risk of cancer, and conversely,
exposure to lower levels is accompanied by a

lishing the quantitative dose resp

ship between exposure to benzene and the in-
duction of leukemia and other blood diseases.
The uncertainty In both the actual magnitude
of expected deaths and in the theory of extrap-
olation from existing data to the OSHA expo-
sure levels places the estimation of benefits on
‘the frontiers of scientific knowledge.” While
the actusl estimation of the number of cancers
to be prevented is highly uncertain, the evi-
dence indicates that the number may be appre-

duced risk, even though a preclse quantita-
tive relatlonship cannot be established.” Id., at
5940,

44, The court did, however, hold that the Agen-
cy's other conclusions—that there is some risk
of leukemia at 10 ppm and that the risk would
decrease by decreasing the exposure limit to 1
ppm—were suppatted by substantial evidence.
581 F.2d, at 503.
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reasonably necessary and appropriate to
remedy a significant risk of material health
impairment. Only after the Secretary has
made the threshold determination that such
a risk exists_with respect to a toxic sub-
stance, would it be necessary to decide
whether § 6(bX5) requires him to select the
most protective standard he can consistent
with economic and technological feasibility,
or whether, as respondents argue, the bene-
fits of the reguletion must be commensu-
rate with the costs of its implementation.
Because the Secretary did not make the
required threshold finding in these cases,
we have no occasion to determine whether
costs must be weighed against benefits in
an appropriate case,

A

Under the Government’s view, § 8(8), if it
has any substantive content at all,® merely
requires OSHA to issue standprds that are
reasonably calculated to produce a safer or
more healthy work environment. Tr. of
Oral Arg. 18, 20, Apart from this minimal
requirement of rationality, the Government
argues that § 3(8) imposes no limits on the
Agency's power, and thus would not pre-
45, We cannot accept the argument that § 3(8)

is totally meaningless. The Act authorized the
Secretary to promulgate three different kinds
of Tmed oy

permanent standards, and temporary emergen-
cy standards. The only substantive criteria
glven for two of these—national consensus
standards and permanent standards for safety
hazards ot covered by § B(b)(5)—are set forth
in § 3. While it is true that § 3 is entitled
“definitions,” that fact does not drain each defi-
nition of substantive content. For otherwise
there would be no purpose in defining the crit-
ical terms of the statute. Moreover, if the
definitions were ignored, there would be no
statutory criteria at all to guide the Secretary in
promulgating either national consensus stan-
dards or permanent standards other than those
dealing with toxic materials and harmful physi-
cal agents. We may not expect Congress to
display perfect craftsmanship, but it is unreal-
istic to assume that it Intended to give no
direction whatsoever to the Secretary in pro-
Igating most of his standards.

The structure of the separate subsection de-
scribing emergency temporary standards, 29
U.S.C. § 655(c), quoted in a. 13, supra, supports
this conclusion. It authorizes the Secretary to
bypass the normal procedures for setting per-

vent it from requiring employers to do
whatever would be “reasonably necessary"
to eliminate all risks of any harm from
their workplaces® With respect to toxic
substances and harmful physical agents, the
Government takes an even more extreme
position. Relying on § 6(bX5)’s direction to
set a standard “which most adequately as-
sures that no employee will suf-
fer material impairment of health or func-
tional capacity,” the Government contends
that the Secretary is required to impose
standards that either guarantee workplaces
that are free from any risk of material
health impairment, however small, or that
come as close as possible to doing so with-
out ruining entire industries.

[5] If the purpose of the statute were to
eliminate completely and with absclute cer-
tainty any risk of serious harm, we would
agree that it would be proper for the Secre-
tary to interpret §§ 3(8) and 6(b)5) in this
fashion. But we think it is clear that the
statute was not designed to require employ-
ers to provide absolutely risk-free workplac-
es whenever it is technologically feasible to
do 8o, sp long as the cost is not great

manent standards if he makes two findings:
(A) that employees are exposed to “grave dan-
ger” from exp to toxic and (B)
that an emergency standard is “necessary” to
protect the employees from that danger,
Those findings are to be compared with those
that are impticitly required by the definition of
the permanent standard—{A) that there be a
significant—es opposed to a “grave"—risk,
and (B) that additional regulation is “reason-
ably necessary or appropriate”—as opposed to
“necessary.” R would be aromalous for Con-
gress to require specific findings for temporary
standards but to give the Secretary s carte
blanche for p dard

46. The Government does not concede that the
feasibility requirement in the second sentence
of § 6(b)(5) applies to health and safety stan-
dards other than toxic substances standards.
See n. |, supra. However, even if it did the
Government's interpretation of the term “feasi-
ble,” when coupled with its view of § 3(8),
would still allow the Agency to require the
elimination of even insignificant risks at great
cost, 50 long as an entire industry's viability
would not be jeopardized.
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enough to destroy an entire industry.
Rather, both the language and structure of
the Act, as well as its legislative history,
indicate that it was intended to require the
elimination, as far as feasible, of significant
risks of harm.

1B

[6] By empowering the Secretary to
promulgate standards that are “reasonably
Tecessary or appropriate to provide safe or
healthful employment and places of em-
ployment,” the Aet implies that, before pro-
mulgating any standard, the Secretary
must make a finding that the workplaces in
question are not safe. But “safe” is not the
equivalent of “risk-free.” There are many
activities that we engage in every day—
such as driving a car or even breathing city
air—that entail some risk of accident or
material health impairment; nevertheless,
few people would consider these activities
“ynsafe.” Similarly, a workplace can hard-
ly be considered “unsafe” unless it threat-
ens the workers with a significant risk of
harm.

[7,8] Therefore, before he can promul-
gate any permanent health or safety stan-
dard, the Secretary is required to make a
threshold finding that a place of employ-

47. Section 6{b)(5) parallels § 6(a) in this re-
spect. Section 6(a) requires the Secretary,
when faced with a choice between two national
consensus standards, to choose the more pro-
tective standard, see n. 7, supra. Just as § 6(a) |
does not suggest that this more protective stan- *
dard need not meet the definition of a natlonal
consengus standard set forth in § 3(9), so
§ 5(1)(5) does not suggest that the most protec-
tive toxic material standard need not conform
to. the definition of a “standard” in § 3(8).

48, The rest of § 6(bX5), while requiring the
Secretary to promulgate the standard that
“moest adequately assures that no
employee will suffer materlal impairment of
health or functional capacity,” also contains
phrases implying that the Secretary should
comsider differences in degrees of significance
rather than simply a total elimination of all
risks, Thus, the standard to be selected is ane
that “most adequately assures, to the extent
feasible, on the basis of the best available evi-
dence,” that no such harm will result. The
Secretary is also directed to take into account
“research, demonstrations, experiments, and
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ment is unsafe—in the sense that signifi-
cant risks are present and can be eliminated
or lessened by a change in practices. This
requirement applies to permanent stan-
dards promulgated pursuant to § 6(b)5), as
well as to other types of permanent stan-
dards. For there is no reason why § 3(8)'s
definition of a standard should not be
deemed ineorporated by reference into
§ 6(bX5). The standards promulgated pur-
suant to § 6(b)5) are just one species of the
genus of standards governed by the basic
requirement. That section repeatedly uses
the term “standard” without suggesting
any exception from, or qualification of, the
general definition; on the contrary, its di-
rects the Secretary to select “the standard™
—that is to say, one of various possible
alternatives that satisfy the basie definition
in § 3(8)—that is most protectivef” More-
over, requiring the_] Secretary to make a
threshold finding of significant risk is con-
sisgtent with the scope of the regulatory
power granted to him by § 6(bX5), which
empowers the Secretary to promulgate
standards, not for chemicals and physical
agents generally, but for “toxic materials”
and “harmful physical agents.” ¢

This interpretation of §§ 3(8) and é(b)X5}
is supported by the other provisions of the

such other information as may be appropriate”
and to consider “[i]n addition to the attainment
of the highest degree of health and safety pro-
tection for the employee . . the latest
available scientific data in the field, the feasibil-
ity of the standards, and experience gained
under this and other health and safety laws.”

Mr. Justice MARSHALL states that our view
of § 3(8) would make the first sentence in
§ 6(b}5) superflucus. We disagree. The flrst
sentence of § 6(b)}5) requires the Secretary to
select a highly protective standard once he has
determined that a standard should be promul-
gated, The threshold finding that there is a
peed for such a standard in the sense that there
is a significant rigk in the workplace is not
untike the threshold finding that a chemical is
toxic or a physical agent is barmful. Once the
Secretary has made the requisite threshold
finding, § 6(b}5) directs him to chocse the
most protective standard that still meets the
definition of a standard under § 3(8), consistent
with feasibility.

-lgll
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Act. Thus, for example, § 6(g) provides in
part that
“[iln determining the priority for estab-
lishing standards under this section, the
Secretary shall give due regard to the
urgency of the need for mandatory safety
and heslth standards for particular indus-
tries, trades,_|crafts, occupations, busi-
nesses, workplaces or work environ-
ments.”
The Government has expressly acknowl-
edged that this section requires the Secre-
tary to undertake some cost-benefit analy-
gis before he promulgates mny standard,
requiring the elimination of the most seri-
ous hazards first.® If such an analysis
must precede the promulgation of any stan-
dard, it seems manifest that Congress in-
tended, at 4 bare minimum, that the Secre-
tary find a significant risk of harm and
therefore a probability of significant bene-
fits before establishing a new standard.
Section 6(b)X8) lends additional support to
this analysis. That subsection requires
that, when the Secretary substantially al-
ters an existing consensus standard, he
must explain how the new rule will “better
effectuate” the purposes of the ActX If
this requirement was intended to be more
than a meaningless formality, it must be
read to impose upon the Secretary the duty
to find that an existing national consensus
standard is not adequate to protect workers

49, “First, 29 U.$.C. § 655(g) requires tha Secre-
tary to establish priorities In setting occupa-
tional health and safety standards so that the
more serious hazards are addressed first. In
setting such priorities the Secretary must, of
course, consider the relative costs, benefits and
risks.” Reply Brief for Federal Parties 13. The
Government argues that the Secretary's setting
of priorities under this section is not subject to
judiclal review. Tr. of Oral Arg. 23. While we
agree that a court cannot tell the Secretary
which of two admittedly significant risks. he
should act to regulate first, this section, along
with §§ 3(B) and 6{bX5), indicates that the Act
does limit the Secretary’s power to requiring
the elimination of significant risks.

50. Section 6{(b}8), as set forth in 29 U.S.C.
§ 655(b)(8), provides:
“Whenever a rule promulgated by the Secre-
tary differs substantially from an existing na-
tional consensus standard, the Secretary ghall,

from a continuing and significant risk of
harm. Thus, in this case, the Secretary was
required to find that exposures at the cur-

rent permissible Jexposure level of 10 ppm _|s¢s

present a significant risk of harm in the
workplace.

In the absence of a clear mandate in the
Act, it is unreasonable to assume that Con-
gress intended to give the Secretary the
unprecedented power over American indus-
try that would result from the Govern-
ment's view of §§ 3(8) and 6(bX5), coupled
with OSHA's cancer policy. Expert testi-
mony that a substance is probably a human
carci —ither b it has caused
cancer in animals or because individuals
have contracted cancer following extremely
high exposures—would justify the conclu-
sion that the substance poses some risk of
serious harm no matter how minute the
exposure and no matter how many experts
testified that they regarded the risk as in-
sigmificant. That conclusion would in turn
justify pervasive regulation limited only by
the constraint of feasibility. In light of the
fact that there are literally thousands of
substances used in the workplace that have
been identified as carcinogens or suspect
carcinogens, the Government's theory
would give OSHA power to impose enor-
mous costs that might produce little, if any,
discernible benefit!

at the same time, publish in the Federal Regis-
ter a statement of the reasons why the rule as
adopted will better effectuate the purposes of
this chapter than the national consensus stan-
dard.”"

31. OSHA's proposed generic cancer policy, 42
Fed.Reg. 54148 (1977), indicates that this possi-
bility is not merely hypothetical. Under its
proposal, whenever there is a certain quantum
of proof—either from animal experiments, o,
less freq 1y, from epi logical studies—
that a substance causes cancer at any sxposure

. level, an emergency temporary standard would
be promulgated immediately, requiring employ-
ers to provide monitoring and medical exami-
nations and to reduce exposures to the lowest
feasible Jevel. A proposed rule would then be
issued along the same lines, with objecting em-
ployers effectively foreclosed from presenting
evidence that there is lttle or no risk associat-
ed with current exposure levels. Id, at 54154
54155; 25 CFR, Part 1990 {1977).




102

2866

_isee | the Government was correct in arguing

that neither § 3(8) nor § 6(b}5) requires
that the risk from a toxic substance be
quantified sufficiently to enable the Secre-
tary to characterize it as significant in an
understandable way, the statute would
make such a “sweeping delegation of legis-
lative power” that it might be unconstitu-
tional under the Court's reasoning in A.L.A.
Schechter Pouitry Corp. v. United States,
295 U.S. 495, 539, 55 S.Ct, 837, 847, 79 L.Ed.
1570, and Panams Refining Co, v. Ryan, 293
U.S. 383, 55 S.Ct. 241, 79 LEd 446. A
construction of the statute that avoids this
kind of open-ended grant should certainly
be favored,

C

[9} The legislative histery also supports
the eonclusion that Congress was concerned,
not with absolute safety, but with the elimi-
nation of significant harm. The examples
of industrial hazards referred to in the
Committee hearings and debates all in-
volved situations in which the risk was un-
questionably significant. For example, the
Senate Committee on Labor and Public
Welfare noted that byssinosis, a disabling
lung disease caused by breathing cotton
dust, affected as many as 30% of the work-
ers in carding or spinning rooms in some
American cotton mills and that as many as
100,000 active or retired workers were then
suffering from the disease. It also noted
that statistics indieated that 20,000 out of
50,000 workers who had performed insula-
tion work were likely to die of asbestosis,
lung cancer, or mesothelyioma as a result of
breathing asbestos fibers. Another exam-
ple given of an oceupational health hazard
that would be controlled by the Act was
betanaphthylamine, 2 “chemical so toxic
that any exposure at all is likely to cause
the development of bladder cancer over a

The scope of the propased regulation is indi-
cated by the fact that NIOSH has published a
list of 2,415 potential occupational carcinogens,
NIOSH, Suspected Carcinogens: A Subfile of
the Registry of Toxlc Effects of Chemical Sub-
stances (HEW Pub. Mo. 77-149, 2d ed. 1976).
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period of years.” S.Rep.No91-1282, pp.
3-4(1970); Legislative History of the Occu-
pational Safety and Health Aect of 1970
(Committee Print compiled for the Senate
Committee on Labor and Public Welfare),
pp. 143144 (1971) (hereafter Leg.Hist.);
U.8.Code Cong. & AdminNews 1970, pp.
5177, 5180.

Moreover, Caongress specifically amended

§ 6(b)5) to make_Jit perfectly clear that it _]s«

does not require the Secretary to promul-
gate standards that would assure an abso-
lutely risk-free workplace. - Section B(b)(5)
of the initial Committee bill provided that

“It]he Secretary, in promulgating stan-
dards under this subsection, shall set the
standard which most adeguately and fea-
gibly assures, on the basis of the best
available evidence, that no employee will
suffer any impairment of health or fune-
tional capacity, or diminished life expect~
ancy even if such employee has regular
exposure to the hazard dealt with by such
standard for the period of his working
life.” (Emphasis supplied.) §. 2193, 91st
Cong., 2d Sess, p. 39 (1970), Leg.Hist.
242,

On the floor of the Senate, Senator Domin-
ick questioned the wisdem of this provision,
stating:

“How in the world are we ever going to
live up to that? What are we geing to do
about a place in Florida where mosqui-
toes are getting at the employee—perish
the thought that there may be mosqui-
toes in Florida? But there are black flies
in Minnesota and Wisconsin. Are we go-
ing to say that if employees get bitten by
those for the rest of their lives they will
not have been done amy harm at all”
Probably they will not be, but do we
know?” 116 Cong.Rec. 36522 (1970), Leg.
Hist. 345.

OSHA has tentatively concluded that 269 of
these substances have been praved to be carci-
nogens and therefore should be subject to full
regulation. See OSHA Press Release, USDL
78-625 (July 14, 1978).
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He then offered an amendment deleting the

1848 entire subsection.®® _JAfter discussions with

the sponsors of the Committee bill, Senator
Dominick revised his amendment. Instead
of deleting the first sentence of § 6(b)5)
entirely, his new amendment limited the
application: of that subsection to toxic mate-
rials and harmful physical agents and
changed “any” impairment of heslth to
‘*materisl” impairment.® In discussing this
change, Senator Dominick noted that the
Committee's bill read as if a standard had
to “assure that, no matter what anybody
was doing, the atandard would protect him
for the rest of his life against any foreseea-
ble hazard.” Such an “unrealistic stan-
dard,” he stated, had not heen intended by
the sponsors of the hill. Rather, he ex-

82. In criticizing the Committee bill, Senator
Dominick also made the followlng observa-
tions:

“It is unrealistic to attempt, as this section
apparently does, to eatablish a utopia free from

plained that the intention of the bill, as

implemented by the amendment, was to
require the Secretary

“to use his best efforts to promulgate the

best available standards, and in so doing,

he should take into account

that anyone working in toxic agents and

physical lagents which might be harmful _Ls«

may be subjected to such conditions for
the rest of his working life, so that we
can get at something which might not be
toxic now, if he works in it a short time,
but if he works in it the rest of his life
might be very dangerous; and we want
to make sure that such things are taken
into ation in establishi g stan-

dards,” - 116 Cong.Rec., at 37622-37623,
Leg Hist. 502-503.5

bly* assure absolute protectlon might well be
to p the ion ly. 116 Cong.
Rec., at 36530, Leg Hist. 386—367 In his final
amendment, he attempted to cure this problem

relocating  the fenslbmty requirement,

any hazards, Absolute safety is an impossibili-
ty and it will only create confusion in the ad-
ministration of this act for the Congress to set
clearly unattainable goals” 115 Ceng.Rec.
37614 (1970), Leg. Hist. 480.

“But 1 ask, Mr. President, just thinking about
that language, let us take a fellow who is a
streetcar ductor or a bus d at the
present time.- How in the world, in the p

“the dard which most ack
and feasibly assures” to “rthe standard wl’uch
most adequately assures, to the extent feasi-
ble.”

3. Mr. Justice MARSHALL, argues that Con-
gress could not hﬂVE thought § 3(8) had any
h as § 8(b)5). as

of the pollution we have in the streets or in the
process of the automobile accidents that we
-have all during a working day of any one driv-
ing a bus or trolley car, or whatever it may be,
can we set standards that will make sure he
will not have any risk to his life for the rest of
his life? It is totally imposm‘ble for this to be
put in a bill, and yet it is in the committee
bill.” 116 Cong.Rec., at 37337 Leg Hxst 423.
As an of the

Dominick may have ‘exaggerated the signifi-
cance of the problem since the language in
§ 3(8) already was sufficlent to prevent the
Secretary from trying “to establish a utopla
free from any hazards.” Nevertheless, the fact
that Congress amended the bill to allay Senator
Dominick’s concern demonstrates that it did
not intend the statute ta achieve “clearly unat-
tainable goals.”

33. Senator Dominick had also been concerned
that the pl of the word “feasibly” could
be read to require the Secretary to “ban all
occupations in which there remains some risk
of injury, impaired health, or life expectancy,”
since the way to most “adequately” and “feasi-

drafted lied to all standards and
ot simply to standards for toxic materials and
harmfut physicat substances. However, as thig
legislative history indicates, it appears that the
omission of the words “toxic substances™ and
“harmful physical agents” from the original
draft of § 6(bX5) was entirely inadvertent. As
Senator Dominick noted, the Committee had
always intended that subsection to apply only
to that limited category of substances. The
reason that Congress drafted a special section
for these substances was not, as Mr. Justice
MARSHALL suggests, beczuse it thought that
there was a need for special protection in these
areas. Rather, it was because Congress recog-

" nized that there were special problems in regu-
lating health risks as opposed to safely risks.
In the latter case, the risks are generally imme-
diate and obvious, while in the former, the risks
may not be evident untll a worker has been
exposed for long periods of time to particular
substances. It was to ensure that the Secre-

- tary took account of these long-term risks that
Cangress enacted § 6(b)(5),
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Senator Williams, one of the sponsors of the
Committee bill, agreed with the interpreta-
tion, and the amendment was adopted.

In their reply brief the federal parties
argue that the Dominick amendment simply
means that the Secretary is not required to
eliminate threats of insignificant harm;
they argue that § 6(b)5) still requires the
Secretary to set standards that ensure that
not even one employee will be subject to
any risk of serious harm—no matter how

_toso small that risk may be _This interpreta-

tion is at odds with Congress’ express recog-
nition of the futility of trying to make all
workplaces totally risk-free. Morgover, not
even OSHA follows thiz interpretation of
§ &(bX5) to ita logical conclusion. Thus, if
OSHA is correct that the only no-risk level
for leukemia due to benzene exposure is
zero and if its interpretation of § 6{(bX5} is
correct, 03HA should have set the exposure
limit as close to zero as feasible. But
DSHA did not go about its task in that way.
Rather, it began with a 1 ppm levei, select-
ed at least in part to ensure that employers
would not be required to eliminale benzene
concentrations that were little greater than
the so-called “background” exposures expe-
rienced by the population at large. See n.
14, supra. Then, despite suggestions by
some labor unions that it was feasible for at

85. Reply Brief for Federal Parties 24-26.
While it i true that some of Senator Domin-
ick’s comments were concerned with the rela-
tive unimportance of minor injuries (see his
“fly”" example quoted supra, at 2867), it is clear
that he was alsc concerned with the remote
possibility of major injuries, see n. 52, supra.

56. One union suggested a (.5 ppm permissible
exposure limit for oil refineries and a 1 ppm
ceiling (rather than a time-weighted average)
exposure for all other industries, with no use of
an action level, Tr..1250, 1257. Another want-
ed a 1 ppm ceiling limit for all industries, id., at
3375-3376.

57. “Aneed for an action level is also suggested
by the record evidence that some minimal ex-
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least some industries to reduce exposures to
well below 1 ppm,® OSHA decided to apply
the same limit to all, largely as a matter-of
administrative convenience. 43 Fed.Reg.
5947 (1978).

OSHA also deviated from its own inter-
pretation of § 6(bX5) in adopting an action
level of 0.5 ppm below which monitoring
and medical examinations are not required.
In light of OSHA’s cancer policy, it must
have gssumed that some employees would
be at risk because of exposures below 0.5
ppm. These employees would thus presum-
ably benefil from medical examinations,
which might uncover any benzene-related
problems. OSHA’s consultant advised the
Agency that it was technologically and eco-
nomically feasible to require that such ex-
aminations be provided. Nevertheless,
OSHA adopled an action level, largely be-

cause the insignificant bepkfits of giving _jest

such examinations and performing the nee-
essary monitoring did not justify the sub-
stantial cost.¥

OSHA's concessions to practicality in be-
ginning with a 1 ppm exposure limit and
using an action level concept implicitly
adopt an interpretation of the statute as
not requiring regulation of insignificant
risks.® It is entirely consistent with this
interpretation to hold that “the Act also

the standard because those operaticns involve
only intermittent and low level exposures to
benzene. The use of the aetion level concept
should accommodate these concerns in all
cases where exposures are indeed extremely
low since it substantially reduces the monitor-
ing of employees who are below the action
level and removes for these employees the re-
quirements for medical surveillance. ~ At the
same time, employees with significant overex-
posure are afforded the full protection of the
standard.” (Emphasis added.) 43 Fed.Reg-
5942 (1978).

58. The Government also states -that it is

posure to benzene occurs naturally from ani-
inal and plant matter (Tr. 749-750; 759-750).
Naturally eccurring benzene concentrations, it
appears, may range from 0.02 to 15 parts per
billion (Ex. 117, p. 1). Additionally, it was
suggested by certain employers that their oper-
ations be exempted from the requirements of

OSHA’s policy to attempt to quantify benefits

vh possible. While this is certainly a
reasonable position, it is not consistent with
OSHA’s own view of its duty under § 6(b)(5).
In light of the inconsistencies in OSHA's posi-
tion and the legislative history of the Act, we
decline to defer to the Agency's interpretation.
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requires the Agency to limit its endeavors
in the standard-setting area to eliminating
significant risks of harm.

Finally, with respect to the legislative
history, it is important to note that Con-
gress repeatedly expressed - its concern
about allowing the Secretary to have too
much power over American industry.
Thus, Congress refused to give the Secre-
tary the power to shut down plants unilat-
erally because of an imminent danger, ace
Whirlpool Corp. v. Mershall, 445 U.8. 1, 100
8.Ct. 83, 63 L.Ed.2d 154, and narrowly
circumseribed the Seetetary’s power to issue
temporary emergency standards.® This ef-

Jss2fort by {Congress to limit the Secretary’s

power is not consistent with a view that the
mere possibility that some employee some-
where in the country may confront some
rigk of cancer is a sufficient basis for the
exercise of the Secretary’s power to require
the expenditure of hundreds of millions of
dollars to minimize that riak.

D
Given the conclugion that the Act empow-
ers the Secretary to promulgate health and
safety standards only where a significant
risk of harm exists, the eritical issue be-
comes how to define and allocate the bur-
den of proving the significance of the risk

5B. In Florida Peach Growers Assn., Inc. v. U. 8.
Dept. of Labor, 486 F.2d 120, 130, and n. 16
.(CAD 1974), the court noted that Congress in-
tended to restrict the use of emergency stan-
dards, which are promulgated without any no-
tice or hearing. It held that, in promulgating
an emergency standard, OSHA must find not
only a danger of exposure or even some danger
from exposure, but also a grave danger from
exposure necessitating emergency action. Ac-
cord, Dry Color Mfrs, Assn., Inc. v. U, S, Dept.
of Labor, 486 F2d 98, 100 ¢(CA3 1973) (an
emergency standard must be supparted by
something more than a possibility that a sub-
stance may cause cancer in man).

Congress also carefully circumscribed the
Secretary’s enfortement powers by creating a
new, independent board te handle appeals from
citations issued by the Secretary for noncom-
pliance with health and safety standards. See
29 U.S.C. §§ 655-B61.

60. As noted above, OSHA acknowledged that
there was no empirical evidence to support the
conclusion that there was any risk whatsoever

in & case such as this, where scientific
knowledge i imperfect and the precise
quantification of rieks is therefore impossi-
ble. ' The Agency’s position is that there is
substantial evidence in the record to sup-
port its conclusion that there is no absolute-
ly ‘safe level for a carcinogen and that,
therefore, the burden is properly on indus-
try to prove, apparently beyond a shadow
of a douht, that there is a safe level for
benzene exposure. The Agency argues
that, because of the uncertainties in this
ares, sny other approach would render it
helpless, forcing it to wait for the Jeukemia
deaths that it believes are likely to occur ®
before taking any regulatory action.

_1We disagree. As we read the statute, the _Jess

burden was on the Agency tc show, on the
basis of substantial evidence, that it is at
least more likely than not that long-term
exposure to 10 ppm of benzene presents a
significant risk of material health impair-
ment. Ordinarily, it is the proponent of a
rule or order who has the burden of proof in
administrative proceedings. See 5 USC.
§ 556(d). In some cases involving toxic
subatances, Congress has shifted the burden
of proving that a particular substance is
safe onto the party opposing the proposed
rule™ The fact that Congress did not fol-
of deaths due to exposures at 10 ppm. What
OSHA relied upon was a theory thaf, because
leukemla deaths had occurred at much higher
expogures, some (although fewer) were slso
likely te occur at relatively low axposures. The
Court of Appeals specifically held that its con-
clusion that the number was “likely” to be
pp was ted by the record.
See supra, at 2862,

81. See Environmental Defense Fund, Ine. w.
EPA, 179 U.S.App.D.C. 43, 49, 57-63, 548 F2d
998, 1004, 1012-1018 (1977), cert. denied, 431
U.S. 925, 87 5.Ct. 2199, 53 L.Ed.2d 239, where
the court rejected the argument that the EPA
has the burden of proving that a pesticide is
unsafe in order to suspend its reglstration un-
der the Federal Insecticide, Fungicide, and Ro-
denticide Act. The court noted that Congress
had deliberately shifted the ordinary burden of
proof under the Administrative Procedure Act,
requiring manufacturers to establish the con-
tinued safety of their products.
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low this course in enacting the Occupational
Safety and Health Act indicates that it
intended the Agency to bear the normal
burden of establishing the need for a pro-
posed standard.

In this case OSHA did not even attempt
to carry its burden of proof. The closest it
eame to making a finding that benzene
presented a significant riek of harm in the
workplace was its statement that the bene-
fits to be derived from lowering the permis-
sible exposure level from 10 to 1 ppm were
“likely” to be “appreciable.” The Court of
Appeals held that this finding was not sup-
ported by substantial evidence. Of greater
importance, even if it were supported by
substantial evidence, such a finding would
not be sufficient to satisfy the Agency's
obligations under the Act.

The inadequacy of the Agency's findings
can perhaps be jillustrated best by its rejec-
tion of industry testimony that a dose-re-
sponse curve can he formulated on the basis
of current epidemiological evidence and
that, even under the most conservative ex-
trapolation theory, current exposure levels
would cause at most twe deaths out of a
population of about 30,000 workers every
six years. See n. 88, supra. In rejecting
this testimony, OSHA made the following
statement:

“In the face of the record evidence of
numerpus actual deaths attributable to
benzene-induced leukemia and other fatal
blood diseases, OSHA is unwilling to rely
on the hypothesis that at most two can-
cers every six years would be prevented
by the proposed standard. By way of
example, the Infante study disclosed sev-
en excess leukemia deaths in a population
of about 600 peaple over a 25-year period.
While the Infante study involved higher
exposures then those currently encoun-
tered, the incidence rates found by In-
fante, together with the numerous other
cases reported in the literature of ben-
zene leukemia and other fatal blood dis-
eases, make it difficult for OSHA to rely
on the [witness'] hypothesis to assure the
statutorily mandated protection of em-
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ployees. In any event, due to the fact
that there is no safe level of exposure to
henzene and that it is impossible to pre-
cisely quantify the anticipated benefits,
OSHA must select the level of exposure
which is most protective of exposed em-
ployess.” 43 Fed Reg. 5941 (1978).
There are three possible interpretations of
OSHA's stated reason for rejecting the wit-
ness’ testimony: (1) OSHA considered it
probable that a greater number of lives
would be saved by lowering the standard
from 1¢ ppm; (2) OSHA thought that sav-
ing two lives every six years in a work foree
of 80,000 persons is a significant savings
that makes it reasonable and appropriate to
adopt 2 new standard; or (3} even if the
small number is nat significant and even if
the savings may be even smaller, the Agen-

ey nevertheless believed it had_{a statutory _|sss

duty to select the level of exposure that is
most protective of the exposed employees if
it is economically and technologically feasi-
ble to do so. Even if the Secretary did not
intend to rely entirely on this third theory,
his construction of the statute would make
it proper for him to do so. Moreover, he
made no express findings of fact that would
support his 1 ppm standard on any less
drastic theory. Under these circumstances,
we can hardly agree with the Government
that OSHA discharged its duty under the
Act.

Contrary to the Government’s conten-
tions, imposing a burden on the Agency of
demonstrating a significant risk of harm
will not steip it of its ability to regulate
carcinogens, nor will it require the Agency
to wait for deaths to occur before taking
any action. First, the requirement that a
“gignificant” risk be identified iz not a
mathematical straitjacket. It is the Agen-
cy's responsibility to determine, in the first
instance, what it considers Lo be a “signifi-
cant” risk. Some risks ate plainly accepta-
ble and others are plainly unacceptable. If,
for example, the odds are one in a billion
that a person will dic from cancer by taking
a drink of chlorinated water, the risk clear-
ly could not he considered significant. On
the other hand, if the odds are one in a
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theusand that regular inhalation of gasoline
vapors that are 2% benzene will be fatal, a
reasonable person might well consider the
rigk significant and take appropriate steps
to decrease or eliminate it. _Although the
Agency has no duty to caleulate the exact
probability of karm, it does have an obliga-
tion to find that a significant risk is present
before it can characterize a place of employ-
ment &s “unsafe.”

1#5¢ _jSecond, OSHA is not required to support
its finding that a significant risk exists with
anything spproaching scientific certainty,
Although the Agency’s findings must be
supported by substantial evidence, 20 U.S.C.
§ 655(f), § B(bX5) specifically allows the
Secretary to regulate on the basis of the
“best aveilable evidence.” As several
Courts of Appeals have held, this provision
requires a reviewing court to give OSHA
some leeway where its findings must be

€2. In his dissenting opinion, post, at 2896, Mr.
Justlce MARSHALL states: “[WJhen the ques-
tion involves determination of the acceptable
level of rigk, the ultimate decision must neces-
sarily be bazed on considerations of policy as
well as empirically verifiable facts, Factual
determinations can at mest define the risk in
some ical way; the jud whether
that risk is tolerable cannot be based solely on
a resolution of the facts." We agree. Thus,
while the Agency must support its finding that
a certuin level of risk exists by substantial
evidence, we recognize that its determination
that a particular level of risk Is “significant”
will be based lergely on policy considerations.
At this point we have no need to reach the
igsue of what level of scrutiny a reviewing
court should apply to the latter type of determi-
nation.

63. Mr. Justice MARSHALL states that, under
our approach, the Agency must either wait for
deaths to occur or must “‘deceive the public” by
making a basically meaningless determination
of significance based on totally inadequate evi-
dence, Mr. Justice MARSHALL's view, how-
ever, rests on the erroneous premise that the
only reason DSHA did not attempt to quantify
benefits in this case was because it could not
do so in any reasonsble manner. As the dis-
cussion of the Agency’s rejection of an industry
attempt at formulating a dose-response curve
demonstrates, however, see supra, at 2870, the
Agency's rejection of hods such as dose-r
sponse curves was based at Jeast in part on its
view that nothing less than absolute safety
would suffice.

made on the frontiers of scientific knowl-
edge.. See Industrial Unicn Dept, AFL—
CIO v. Hodgwon, 162 U.S.App.D.C. 331, 340,
499 F.2d 487, 478 (1974); Society of the
Plastics Industry, Inc. v. OSHA, 509 F.2d
1801, 1808 (CAZ 1975), sert. denied, 421 U.S,
992, 95 S.Ct. 1998, 4 L.Ed.2d 482. Thus, so
long as they are supported by a body of
reputable scientific thought, the Agency is
free to use conservative assumptions in in.
terpreting the data with respect to earcino-
gens, risking error on the side of overpro-
tectlon rather than anderprotection.®

Finglly, the record in this case and
O8HA's own rulings on other carcinogens
indicate that there are B number of ways in
which the Agency can make & rational
Jjudgment abeut the Jprelative significance of _]#57
the risks associated with exposure to a par-
ticular carcinogen.®

84. For le, in the cok: ssi
standard, OSHA had calculated that 21,000 ex-
posed coke-oven workers had an annual excess
mortality of over 200 and that the proposed
standard might well eliminate the risk entirely.
41 Fed.Reg. 46742, 46750 (1976), upheld in
American Iron & Steel Inst. v. OSHA, 577 F2d
825 (CA3 1978), cert. granted 448 LL.S. 909, 100
5.Ct. 3054, 65 LEd.2d 1139. In hearings on the
coke-oven emissions standard the Counci! on
‘Wage and Price Stability estimated that 8 to 35
Hves would be saved each year, out of an esti-
mated population of 14,000 workers, as a result
of the proposed standard. Although noting
that the range of benefits would vary depend-
ing on the assumptions used, OSHA did not
make a finding as to whether its own staff
estimate or CWPS's was correct, on the ground
that it was not required to quantify the expect-
ed benefits of the standard or to weigh those
benefits against the projected costs.

In other proceedings, the Agency has had a
good deal of data from animal experiments on
which it could base a conclusion on the signifi-
cance of the risk. For example, the record on
the vinyl chloride standard indicated that a
significant number of animals had developed
tumors of the liver, lung, and skin when they
were axposed to 50 ppm of vinyl chloride over
& period of 11 months. One hundred out of 200
enimals died during that period. 39 Fed.Reg.
35890, 35881 (1974). Similarly, in a 1974 stan-
dard regulating 14 carcinogens, GSHA found
that one of the substances had caused lung
cancer in mice or rats at 1 ppm and even 0.1
ppm, while another had caused tumors in 80%
of the animals subjected to high doses. Id., at
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It should also be noted that, in setting a
permissible exposure level in reliance on
less-than-perfect methods, OSHA would
have the benefit of a backstop in the form
of monitoring and medical testing. Thus, if
OSHA properly determined that the per-
missible exposure limit should be set at &
ppm, it could still require monitoring and
medical testing for employees exposed to
lower levels.® By doing se, it could keep a
constant check on the validity of the as-
sumptiona made in developing the permissi-
ble exposure limit, giving it a sound eviden-
tiary basis for decreasing the limit if it was
initiafly set too high® Moreover, in this
way it could ensure that workers who were
unusually susceptible to benzene could be
removed from exposure before they had
suffered any permanent damage.”

E

Because our review of these cascs has
involved & more detailed examination of the
record than is customary, it must_|be em-
phasized that we have neither made any
factual determinations of our own, nor have

3756, 3757, upheld in Synthetic Organic Chemi-
cal Mirs. Assn. v. Brennan, 503 F.2d 1155 (CA3
1974), cert. denied, 420 U.S. 973, 95 S.Ct. 1386,
43 LEd.2d 653, heti nic Chemi
Mfrg. Aszsn. v. Brennan, 506 F.2d 385 (CA3
1974), cert. denied, 423 U.5. 830, 96 S.Ct. 50, 46
L.Ed.2d 48.

In this case the Agency did not have the
benefit of animal studies, because scientlsts
have been unable as yet to Induce leukemia in
experimental animals as a result of benzene

yo It did, h , have a fair
of i iologieal id includi hoth
posmve and negative studies. Although the

Agency stated that this evidence was insuffi-
cient to construct a precise correlation: between
exposure levels and cancer risks, it would at
least be helpful in determining whether it Is
more Hkely than not that there is a significant
risk at 10 ppm.

$5. See GAF Corp. v. Occupational Safety and
Health Review Comum’n, 183 U.5.App.D.C. 20,
561 F.2d 913 (1877), where the court upheld the
asbestos standard msofa.r as it required em-
ployets to provid ions for
d to any fibers, even
if they were expnsed to concentrations below
the permissible exposure Hmit.
The respondent industry representatives
have never disputed OSHA’s power to require
monitoring and medical examinations in gener-

1
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we rejected any factual findings made by
the Secretary. We express no opinion on
what factual findings this record might
support, either on the basis of empirical
evidence or on the basis of expert testimo-
ny; nor do we express any opinion on the
more difficult question of what factual de-
terminations would warrant a conclusion
that significant risks are present which
make promulgation of a new standard rea-
sonably necessary or appropriate. The
standard must, of eourse, be supported by
the findings actually made by the Secre-
tary, not merely by findings that we believe
he might have made.

[10] In this ease the record makes it
perfectly clear that the Secretary relied
squarely on a special policy for carcinogens
that imposed the burden on industry of
proving the existence of a safe level of
exposure, thereby avoiding the Secretary’s
threshold responsibility of establishing the
need for more stringent standards. In so
interpreting his statutory authority, the
Secretary exceeded his power.

al, although they did object to some of the
speclfic requirements imposed in this case.
See n. 30, supra. Because of our disposition of
the case, we have no occasion to pass on these
specific objections or to determine what cost-
benefit censiderations, if any, should govem
the Agency’s imposition of such requirements.

66. This is precisely the type of information-
gathering function that Congress had in mind
when it enacted § 6(b)(7), which empowers the
Secretary to require medical examinations to
be furnished to employees exposed ta certain
hazards and potential hazards “in order to
most effectively determine whether the health
of such emplayees is adversely affected by
such exposure.” See S.Rep. No, 91-1282, p. 7
(1970), Leg Hist. 147,

67. In its explanation of the final standard
OSHA noted that there was some testimony
that blood abriormalities would disappear after
exposure had ceased. 43 Fed.Reg. 5846 (1978).
Again, however, OSHA refused to rely on the
hypothesis that t]'us would always oceur. Yet,
in requiring medi inations of
exposed to between 0.5 ppm and 1 ppm, OSHA
was essentially providing itself with the same
kind of backstop.
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Throughout the administrative proceed-
ings, the dermal contact issue received rela-
tively little attention. In its proposed rule
OSHA recommended a total ban on skin
and eye contact with liquid benzene on the
basis of ita policy that “in dealing with a
carcinogen, all potential routes of exposure
(i. e., inhalation, ingestion, and skin absorp-
tion) [should] be limited to the extent feasi-
ble.” 43 Fed.Reg. 5948 {1978). There was
little opposition to this requirement at the
hearing on the proposed rule, apparently
because the proposed rule also excluded
from both the permissible exposure level
and the dermal contact ban work operations
involving liquid wmixtures containing 1%
(and after one year, 0.1%) or less benzene.

In its final standard, however, OSHA
eliminated the percentage exclusion for lig-
uid benzene, on the ground that there was
no predictable correlation between the per-
centage of bepgene in a liquid and the air-
borne exposure arising from it. See n. 22,
supra. Although the extent to which liquid
benzene is absorbed through the skin is
concededly unknown, GSHA also refused to
exempt any liquids, no matter how little
benzene they contained, from the ban on
dermal contact. In suppert of this position
it stated that there was no evidence to
“suggest that the absorption rate depends
on the amount of benzene present in the
liquid” 48 Fed Reg. 59455949 (1978).

After the permanent standard was pro-
mulgated, OSHA received a number of re-
quests from various industries that the per-
centage exclusion for liquids containing
small amounts of benzene be reinstated.
Those concerned with airborne exposures
argued that they should not be required to
monitor workplaces simply becaumse they
handled petroleum-hased products in which
b is an idable contaminant.
Others eoncerned with the dermal contact
ban made similar arguments. In particular,
tire manufacturers argued that it was im-
possible for them to comply with the ban
because gloves cannot be worn during cer-
tain tire-building operations in which sol-

vents are used and solvents containing ab-
solutely mo benzene are not commercially
available. -

Because of these requests, OSHA held a
new series of hearings and promulgated an
amendment to the rule, reinstating the per-
centage exclusion, but lowering it from the
proposed 1% to 0.6%. The Agency did, how-
ever, provide for a 8-year grace period be-
fore the exclusion dropped to 0.1%, rather
than the one year that had originally been
proposed. In explaining its amendment,
OSHA reiterated its policy with respect to
carcinogens, stating that, because there is
no absolutely safe level for any type of
exposure, exposures by whatever route
must be limited to the extent feasible. For
airborne exposures, a zero permissible expo-
sure limit had not been feasible, However,
in most jndustries a ban on any dermal
contact waa feasible since compliance could
be achieved simply by the use of protective

clothing, such as impermeable Igloves. The _fae:

Agency recognized that the dermal contact
ban could present a problem for tire manu-
facturers, but stated that the percentage
exclusion would alleviate the problem, be-
cause solvents containing 0.5% or less ben-
zene were available in sufficient quantities.
Although it noted that solvents containing
0.1% or less benzene were not then available
in quantity, the Agency stated that a 3-year
grace period would be sufficient to “allow
time for increased production of solvents
containing lower amounts of benzene and
for development and evaluation of alterna-
tive methods of compliance with the stan-
dard’s dermal prevision.” Id., at 27968
27969, : ’

The Court of Appeals struck down the
dermal contact prohibition on two grounds.
First, it held that the record did not support
8 finding that the ban would result in quan-
tifiable benefits in terms of a reduced leu-~
kemia risk; therefore, it was not “reason-
ably necessary”™ within the meaning of
§ 38) of the Act. Second, the court held
that the Agency’s conclusion that benzene
may be absorbed through the skin was not
based on the best available evidence as re-
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quired by § 6(b)5). 581 F.2d, at 505-506.
On the second ground, the court noted that
the evidence on the issue of absorption of
benzene through the skin was equivoeal,
with. some studies indicating that it could
be absorbed and some indicating that it
could not. Al of these studies were rela-
tively old and the only expert whe had
testified on the issue stated that a simple
test was now available to determine, with a
great deal of accuracy, whether and to
what extent absorption will result. In light
of § 6(b)(5), which requires the Agency to
promulgate standards on the basis of the
“best available evidence” and “the latest
available scientific data in the field,” the
court held that where there is uncontradict-
ed testimony that a simple test will resolve
the issue, the Ageney is required to acquire
that information before “promulgating reg-
ulations which weuld require an established
industry to change long-followed work
processes that are not demonstrably un-
safe.” 581 F.2d, at 508.

_lssz jWhile the court below may have been

correct in holding that, under the peculiar
circumstances of this case, OSHA was re-
quired to obtain more information, there iy
no need for us to reach that issue. For, in
order to justify a ban on dermal contact,
the Agency must find that such a ban is
“reasonably necessary and appropriate” te
remove a significant risk of harm from such
contact. The Agency did not make such a
finding, but rather acted on the basis of the
abaolute, no-rizk policy that it applies to
carcinogens. Indeed, on this issue the
Agency's position i8 even more untenable,
inasmuch as it was required to assume not
only that benzene in small doses is a carci-
nogen, but also that it ean be absorbed
through the skin in sufficient amounts to
present a carcinogenic risk. These assump-
tions are not a proper substitute for the
findings of a significant risk of harm re-
quired by the Act. )

The judgment of the Court of Appeals
remanding the petition for revicw to the
Secretary for further proceedings is af-
firmed.

It is s0 ordered.
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Mr. Chief Justice BRURGER, concurring.

These cases press upon the Court difficult
unanswered questions on the frontiers of
science and medicine. The statute and the
legislative history give ambiguous signals
as to how the Secrelary is directed to oper-
ate in this area. The opinion by Mr. Justice
STEVENS takes on a difficult task to de-
code the message of the statute as to guide-
lines for administrative action.

To comply with statutory requirements,
the Secretary must bear the burden of
“finding” that a proposed health and safety
standard is “reasonably necessary or appro-
priate to provide safe or healthful employ-
ment and places of employment.” This pol-
icy judgment entails the subsidiary finding
that the pre-existing standard presents a
“gignificant risk” of material health impair-
ment for & worker who spends his entire
employment life in a working environment

where exposure remains at maximum per- _]ess

missible levels. The Secretary’s factual
finding of “risk” must be “quantified suffi-
ciently to enable the Sceretary to character-
ize it as significant in an understandable
way." Ante, at 2866, Precisely what this
means is difficult to say. But because these
mandated findings were not made by the
Secretary, I agree that the 1 ppm benzene
standard must be invalidated. However, I
would stress the differing funclions of the
courts and the administrative agency with
respect to such health and safety regula-
tion.

The Congress is the ultimate regulator,
and the narrow function of the courts is to
discern the meaning of the statute and the
implementing regulations with the objec-
tive of ensuring that in promulgating
health and safety standards the Secretary
“has given reasoned consideration to each
of the pertinent factors” and has complied
with statutory commands. Permian Basin
Area Rate Cases, 390 U.8. 47, 792, 88 S.Ct.
1344, 1373, 20 LEd2d 312 (1968). Our
holding that the Secretary must retrace his
steps with greater care and consideration is
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not to be taken in derogation of the scope
of legitimate agency discretion. When the
facts and arguments have been presented
and duly considered, the Secretary must
make a policy judgment as to whether a
specific risk of health impairment is signifi-
cant in terms of the policy objectives of the
statute. When he acts in this capacity,
pursuant to the legislative authority dele-
gated by Congress, he exercises the prerog-
atives of the legislature—to focus on only
one aspect of a larger problem, or to
promulgate regulations that, to some, may
appear as imprudent policy or inefficient
allocation of resources. The judicial func-
tion does not extend to substantive revision
of regulatory policy. That funmction lies
elsewhere—in Congressional and Executive
oversight or amendatory legislation—al-
though to-be sure the boundaries are often
ill-defined and indistinet.

Mevertheless, when discharging his duties
under the statute, the Secretary is well
admonished to remember that a heavy re-
sponsibility burdens his authority. Inher-
ent in this statutory scheme is authority to
refrain from regulation of_jinsignificant or
de minimiz risks. See Alabama Power Co.
v. Costle, 204 U.8.App.D.C. 51, 81-89, 636
F.2d 323, 360-361 (1979) (opinicn of Leven-
thal, J.). When the administrative record
reveals only scant or minimal risk of mate-
rial health impairment, responsible adminis-
tration calls for avoidance of extravagant,
comprehensive regulation. Perfect safety
is a chimera; regulation must not strangle
human activity in the search for the impos-
sible.

1. These portions of the plurality opinion pri-
marily address OSHA's special carcinogen poli-
cy, rather than OSHA’s argument that it also
made evidentiary find 1 do not

Mr. Justice POWELL, concurring in part
and concurring in the judgment.

1 join Parts I, II, IFI-A III-B, I11-C, and
III-E of the plurality opinion.! The Occu-
pational Safety and Health Administration
relied in large part on its “carcinogen poli-
cy"—which had not been adopted formal-
ly—in promulgating the benzene exposure
and dermal contact regulation at issue of
thege cases? For the reasons stated by the
plurality, I agree that §§ 8(b)5) and H8) of
the Occupational Safety and Health Act of
1970, 29 U.S.C. §§ 655(b}5) and 652(8),
must be read together. They require
0SHA to make a threshold finding that
proposed occupational health standards are
reasonably necessary to provide safe work-
places. When OSHA acts to reduce exist-
ing national consensus standards,_jthere-
fore, it must find that (i) currently permis-
sible exposure levels create a significant
risk of material health impairment; and (ii)
a reduction of those levels would signifi-
cantly reduce the hazard.

Although I would not rule out the possi-
bility that the necessary findings could rest
in part on generic policies properly adopted
by OSHA, see McGarity, Substantive and
Procedural Discretion in Administrative
Resolution of Science Policy Questions:
Regulating Carcinogens in EPA and OSHA,
87 Geo.L.J. 729, 754-759 (1979), no properly
supported ageney policies are before us in
this case.® I therefore agree with the plu-
rality that the regulation is invalid to the

2. The Secretary of Labor promulgated the rele-
want standard pursuant to his statutory author-
ity. Since OSHA is the agency responsible for
devel such lations under the Secre-

agree with every observation in the plurality
opinlon concerning the presence or absence of
such findings. 1 also express no view on the
question whether a different interpretation of
the statute would violate the nondelegation
doctrine of A.L.A. Schechter Poultry Corp. v.
United States, 205 U.S. 495, 55 5.Ct. 837, 79
L.Ed. 1570 (1935), and Panama Refining Co. v.
Ryan, 203 U.S. 388, 55 S.Ct. 241, 79 LEd. 446
(1935). See post, at 28792887 (REHNQUIST,
J., concurring in judgment).

tary's air;ction, this opinion refers to “OSHA"
or “the agency” as the decislonmaker most
directly concerned.

3. OSHA has adopted a formal policy for regu-
lating carcinogens effective April 21, 1980. 45
Fed.Reg. 5282 (1980) {to be cudified at 29 CFR,
Part 1990). But no such policy was in effect
when the agency promulgated its benzene reg-
ulation. Moreover, neither the factual determi-
nations nor the administrative judgments upon
which the policy rests are supperted adequate-

LI
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extent it rests upon the assumption that
exposure to known carcinogens always
should be reduced to a level proved to be
safe or, if no such level is found, to the
lowest level that the affected industry ean
achieve with available technology.

1

If the disputed regulation were based ex-
clusively on this “carcinogen policy,” I also
would agree that we need not consider
whether the Act requires OSHA to deter-
mine that the benefits of a proposed stan-
dard are reasonably related to the costs of
compliance. Ante, at 2850. As the Court
of Appeals for the Fifth Circuit recognized,
however, OSHA takes the “fall-back posi-
tion™ that its regulation is justified by spe~
cifie findings based upon the voluminous
evidentiary record iled in this case.
American Petroleum Institute v, OSHA,
581 F.2d 493, 508. OSHA found, for exam-
ple, that the numper of cancers prevented
by reducing permissible exposure levels
from 10 ppm to 1 ppm *may be apprecia-
ble,” that “the benefits of the proposed
standard are likely to be appreciable,” and
that the “substantial costs [of the new stan-
dard] are justified in light of the hazards,”
43 Fed Reg. 59405041 (1978), Thus, OSHA
found—at least generally—that the hazards
of benzene exposure at currently permissi-
ble levels are serious enough to justify an
expenditure of hundreds of millions of dol-
lars. For me, that finding necessarily sub-
sumes the conclusion that the health risk is
“signifieant.” If OSHA's conclusion is sup-
ported by substantial evidence, the thresh-
old requirement discussed in the plurality
opinion would be satisfied.

As T read its opinion, the plurality does
not consider whether the agency’s findings
are supported by substantial evidence. The
Court of Appeals found them insufficient
because OSHA failed “to estimate the ex-
tent of expected benefits .. 581
F.2d, at 504. That court apparently would

1y on this record alone. Accordingly, we have
no occasion to consider the extent to which
valid agency policies may supply a basis for a
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have required OSHA to supply a specific
numerical estimate of benefits - derived
through mathematical techniques for “risk
quantification” or “cost-effectiveness analy-
8is,” Id., at 504, n. 28; see id, at 504-505.
I do not agree with the Court of Appeals’
conclusion that the statute requires quanti-
fication of risk in every case.

The statutory preference for the *“best
available evidence,” 29 U.8.C. § 656(b)5),
implies that OSHA must use the best
known techniques for the accurate estima-
tion of risks and benefits when such tech-
niques are available. But nejther the atat-
ute nor the legislative history suggests that
OSHA's hands are tied when reasonable
quantification cannot be accomplished by
any known methods. See post, at 2889
(MARSHALL, J., dissenting). In this lLiti-
gation, OSHA found that “it is impossible
to precisely quantify the anticipated bene-
fits. " 43 Fed.Reg. 5941 (1978).
If this finding is supported by substantial
evidence, the statute does not prevent the
Secretary from finding a significant health

hazard on the |basis of the weight of expert _jast

testimony and opinion. 1 do not understand
the plurality to hold otherwise. See ante
at 2874

For the foregoing reasons, I would not
hold that “OSHA did not even attempt to
carry its burden of proof” on the threshold
question whether exposure to benzene at 10
ppm presents a significant risk to human
health. Ante, at 2870. In my view, the
question is whether OSHA successfully
carried its burden on the basis of record
evidence. That question in turn reduces to
two principal issues. First, is there sub-
stantial evidence supporting OSHA'’s deter-
mination that available quantification tech-
niques are too imprecise to permit a reason-
able numerical estimate of risks? If not,
then OSHA has failed to show that its
regulation rests on the “best available evi-
dence.” Second, is OSHA’s finding of sig-
nificant risks at current -expcsure levels

finding that health risks exist in particular
cases, . -
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supported by substantial evidence? If not,
then OSHA has failed to show that the new
regulati bly y to pro-

ion is T

vide safe and healthful workplaces.

1I

Although I regard the question as close, 1
do not disagree with the plurality’s view
that OSHA has failed, on this record, to
carry its burden of proof on the threshold
issues summarized above. But even if one
assumes that OSHA properly met this bur-
den, see post, at 28022893, 2900 (MAR-
SHALL, J., dissenting), I conclude that the
statute also requires the ageney to deter-
mine that the economic effects of its stan-
dard bear a reasonable relationship to the
expected benefits. An occupational health
standard is neither “reasonably necessary”
nor “feasible,” as required by statute, if it
calls for expenditures wholly disproportion-

4. OSHA argues that § 6(b)(5) requires it to
promulgate standards that are “feasible” only
in the sense that they are “capable of achieve-
ment"”; that is, achievable “at bearable cost
with available technclogy.” Brief for Federal
Parties 57. The lower courts have indicated
that a dard is not “infeasible” under
OSHA'’s test unless it would precipitate “mas-
sive economic dislocation™ in the affected in-
dustry. See, e. g, American Federation of La-
bor v. Brennan, 530 F.2d 109, 123 (CA3 1975).
In this case, OSHA simply azked a consulting
firm to ascertain the costs of complying with a
1 ppm standard. See ante, at 2854, QSHA
then concluded that “the economic impact of
[compliance] will not threaten the
financial welfare of the affected firms or the
general economy.” 43 Fed.Reg. 5939 (1978).
The cost of complying with a standard may be
“bearable’ and still not reasonahly related to
the benefits expected. A manufacturing com-
pany, for example, may have financial re-
sources that enable it to pay the OSHA-ordered
casts. But expenditures for unproductive pur-
Pposes may limit seriously its financial ability to
remain competitive and provide jobs.

5. I will not repeat the detailed summary of the
legislative history contained in the plurality
opinion. Ante, at 2866-2863. Many of the
considerations that the plurality relies upon to
show Congress’ concern with significant harms
persuade me that Congress did not intend
OSHA to reduce each significant hazard with-
out regard to economic consequences. Senator
‘Williams, a sponsor of the legislation, stated:
“Cur bili is fair and reasonable. It is a good-

ate to the expected health and safety bene-
fits.

OBHA contends that § 6(b)5) not only
permits but actually requires it to promul-
gate standards that reduce health risks
without regard to economic effects, unless

those effects [would cause widespread dislo- _jess

cation throughout an entire industry.t Un-
der the threshoid test adopted by the plu-
rality today, this authority will exist only
with respect to “significant” risks. But the
plurality does not reject OSHA’s claim that
it must reduce such risks without consider-
ing economic consequences less serious than
massive dislocation. In my view, that claim
is untenable,

Although one might wish that Congress
had spoken with greater clarity, the legisla-
tive history and purposes of the statute do
not suppert OSHA's interpretation of the

Act5 It is simply unreasonable to believe _jses

faith effort to balance the need of workers to
have a sa[fle and healthy work environment
against the requirement of industry to function
without undue interference.” 116 Cong.Rec.
37342 {1970), Leglslative History of the Occu-
pational Safety and Health Act of 1970 (Com-
mittee Print compiled for the Senate Commit-
tee on Labor and Public Welfare), p. 435 (1971).
There could no such “balance” if OSHA were
authorized to impose standards without regard
to economic consequences short of serious dis-
location.

Senator Dominick described a preliminary
version of § 6(bX5) as follows:

“What we were trying to do in the bill .
was to say that when we are dealing with toxic
agents or physical agents, we ought to take
such steps as are feasible and practical to pro-
vide an atmosphere within which a person’s
health or safety would not be affected. Unfor-
tunately, we had language providing that any-
one {sic] would be assured that no one would
have a hazard. . .

“It was an unrealistic standard. Lo

116 Cong.Rec. 37622 (1970), Legislative Histo-
ry, supra, at 502 {emphasis added).
Senator Dominick’s objection to the “unrealis-
tic” standard of the forerunner of § 6(b)5) does
not imply that he thought § 3(8) of the Act
lacked substantive content. See post, at 2898—
2890 (MARSHALL, J., dissenting). The Sena-
tor hardly would have proposed that § 6(b)5)
be deleted entirely, see ante, at 2867, if he had
not thought that other sections of the Act re-
quired health regulations that were reasonable
and practical.
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that Congress intended OSHA to pursue the
desirahble goal of risk-free workplaces to the
extent that the economic viability of partic-
ular industries—or significant segments
thereof —is threatened. As the plurality
observes, OSHA itself has not chosen to
carry out such a self-defeating policy in all
instances. Ante, at 2868. If it did, OSHA
regulations would impair the ability of
American industries to compete effectively
with foreign businesses and to provide em-
ployment for American workers

I therefore would not lightly assume that
Congress intended OSHA to require reduc-
tion of health risks found to be significant
whenever it also finds that the affected
indugkry ean bear the costs. See n. 4, supra.
Perhaps more significantly, however,
OSHA's interpretation of § &(b)5) would
force it ta regulate in & manner inconsistent
with the impaortant health and safety pur-
poses of the legislation we construe today.
Thousands of toxic substances present risks
that fairly could be characterized as “signif-
icant.” Cf. ante, at 2866, n. 51. Even if
OSHA succeeded in selecting the gravest
risks for earliest regulation, a standard-set-
ting process that ignored economic consider-
ations would result in a serious misalloca-
tion of resources and a lower effective level
of safety than could be achieved under
standards set with reference to the compar-
ative benefits available at a lower cost? I
would not attribute such an' irrational in-
tention to Congress.

8. Congress has assigned OSHA an extremely
difficult and complex task, and the guidance
afforded OSHA is considerably less than clear,
The agency’s primary responsibility, reflected
In its title, s to minimize health and safety
risks in the workpl Yet the i
health of our highly industrialized society re-
quires a high rate of employment and an ade-
quate response o Increasingly vigorous forelgn
competition. There can be little doubt that
Congress intended OSHA to balance reaszon-
ably the societal interest in heaith and safety
with the often conflicting goal of maintaining a
strong national economy.

7. For example, OSHA's reading of § 6(bX5)
could force the depletion of an industry’s re-
sources in an effort to reduce a single risk by
some speculative amount, even though other
significant risks remain unregulated.
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In these cases, OSHA did find that the
“substantial costs” of the benzene regula-
tions are justified. See suprs, at 2876.. But
the record before us contains neither ade-
quate documentation of this conclusion, nor
any evidence that OSHA weighed the rele-
vant considerations. The agency simply an-
nounced its finding of cost-justification
without explaining the method by which it
determines that the benefits justify the
costs and their econcmic effects, No ra-
tional system of regulation can permit its
administrators to make policy .judgments
without explaining how their decisions ef-
fectuate the purposes of the governing law,
and nothing in the statute authorizes such
laxity in these cases® Since neither the
airborne concentration standard nor the
dermal contact standard for exposure to
benzene satisfies the requirements of the
governing statute, I join the Court's judg-
ment affirming the judgment of the Court
of Appeals.

Mr. Justice REHNQUIST, concurring in
the judgment.

The statutory provision at the center of
the present controversy, § 6(bX5) of the
Occupational Safety and Health Act of
1970, states, in relevant part, that the
retary of Labor . -

o in promulgating standards
dealing with toxic materials or harmful

8.  The decision that costs justify benefits is
largely a policy judgment delegated to OSHA
by Congress. When a court reviews such judg-
ments under the “substantial evidence” stan-
dard mandated by 29 U.S.C. § 855(f), the court
must determine whether the responsible agen-
cy has “carefullly] identififed] .- the
reasons why [it] chooses to follow one course
rather than another” as the most reasonable
method of effectuating the purposes of the ap-
plicable law. Industrial Unlon Dept. v. Hodg-
son, 162 U.5.App.D.C. 331, 339-340, 490 F.2d
467, 475476 (1974). Since OSHA failed to
identify its reasons in these cases, I express no
opinion as to the standard of review that may
be appropriate in other situations.

len



115

etz

448 US. 673

INDUSTRIAL UNION v. AMERICAN PETROLEUM

2879

Cite as 100 5.Ct. 2844 (1980}

physical agents shall set the
standard which most adequately assures,
to the extent feasible, on the basis of the
best available evidence, that no emplayee
will puffer material impairment of health
or functional capacity even if such em-
ployee has regular exposure to the hazard
dealt with by such standard for the peri-
od of his working life.” 84 Stat. 1594, 29
U.B.C. § 656(bX5) (emphasis added).
According to the Secretary, who is one of
the petitioners herein, § 6(b)5) imposes
upon him an absolute duty, in regulating
harmful substances like benzene for whick
no safe level is known, to set the standard
for permissible exposure at the lowest level
that “can be achieved at bearable cost with
available technology.” Brief for Federal
Parties 57. While the Secretary does not
attempt to refine the concept of “bearable
cost,” he apparently believes that a pro-
posed standard is ically feasible so
long as its impact “will not be such as to
threaten the financial welfare of the affect-
ed firms or the general economy.” 43 Fed.
Reg. 5939 (1978). :

Respondents reply, and the lower court -

agreed, that § 6(bX5) must be read in light
of another provision in the_]same Act,
§ 38(8), which defines an “occupational
health and safety standard” as
*, a standard which requires
conditions, or the adoption or use of one
or more practices, means, methods, opera-
tions, or pr , T bl Y
or appropriate to provide safe or health-
ful employment and places of employ-
ment.” 84 Stat. 1581, 29 U.8.C. § 652(8).
According to respondents, § &(b)5), as tem-
pered by § 3(8), requires the Secretary to
demonstrate that any particular health
standard is justifiable on ‘the basis of a
rough halaneing of costs and benefits.
In considering these aliernative interpre-
tations, my colleagues manifest a good deal

1. J. Locke, Second Treatise of Civil Govern-
ment, in the Traditicn of Freedom, 1 141, p, 244
(M. Mayer ed. 1957). In the same treatise,
Locke also wrote that “[t]he legislative cannot

of uncertainty, and ultimately divide over
whether the Secretary produced sufficient
evidence that the proposed standard for
benzene will result in any appreciable bene-
fits at all. This uncertainty, I would sug-
gest, is eminently justified, since I believe
that this litigation presents the Court with
what has to be one of the mest difficult
issues that could confront a decisionmaker:
whether the statistical possibility of future
deaths should ever be disreparded in light
of the economic costs of preventing those
deaths. I would also suggest that the wide-
ly varying positions advanced in the briefs
of the parties and in the opinions of Mr.
Justice STEVENS, THE CHIEF JUSTICE,
Mr. Justice POWELL, and Mr. Justice
MARSHALL demonstrate, perhaps better
than any other fact, that Congress, the gov-
ernmental body best suited and most obli-
gated to make the cheice confronting us in
this litigation, has improperly dclegated
that choice to the Secretary of Labor and,
derivatively, to this Court.

I
In his Second Treatise of Civil Govern-
ment, published in 1690, John Locke wrote
that “[t]he power of the legislative, being
derived from the people by a positive volun-
tary grant and institution, can be no other

than what that positive_lgrant conveyed, _]§73

which being only to make laws, and not to
make legislators, the legislative can have no
power to transfer their authority of making
laws and place it in other hands”! Two
hundred years later, this Court expressly
recognized the existence of and the necessi-
ty for limits on Congress’ ability to delegate
its authority to representatives of the Exec-
utive Branch: “That Congress cannot dele-
gate legislative power to the president is a
principle universally recognized as vital to
the integrity and maintenance of the ays-
tem of government ordained by the Consti-

transfer the power of making laws te any ather
hands; for it being but a delegated power from
the people, they who have it cannot pass it over
to others.” ibid.
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tation.” Field v. Clark, 143 U.S. 649, 692,
12 S.Ct. 495, 504, 86 L.Ed. 204 (1892).2

The rule against delegation of legislative
power is not, however, so cardinal of prinei-
ple as to allow for no exception. The
Framers of the Constitution were practical
statesmen, who saw that the doctrine of
separstion of powers was a two-sided coin.
James Madison, in Federalist Paper No, 48,
for example, recognized that while the divi-
sion of anthority among the various branch-
es of government was a useful principle,
“the degree of separation which the maxim
requires, as essential to a free government,
can never in practice be duly maintained.”
The Federalist No. 48, p. 308 (H. Lodge ed.
1888),

This Court also has recognized that a
hermetic sealing-off of the three branches
of government from one another ecould easi-
ly frustrate the establishment of a National
Government |capable of effectively exercis-
ing the substantive powers granted to the
various branches by the Constitution, Mr.
Chief Justice Taft, writing for the Court in
J. W. Hampton & Co. v. United States, 276
U.8. 894, 48 S.Ct. 848, 72 L.Ed. 624 (1928),
noted the practicalities of the balance that
has to be struck:

“[TThe rule is that in the actual adminis-

tration of the government Congress or

the Legislature should exercise the legis-
lative power, the President or the state
executive, the Governor, the executive
power, and the courts or the judiciary the
judicial power, and in carrying out that
constitutionat division into three branches
it is a breach of the national fundamental
law if Congress gives up its legislative
power and transfers it to the President,
or to the Judicial branch, or if by law it
attempts to invest itself or its members
with either executive power or judicial
power. This is not to say that the three
branches are not coordinate parts of one
government and that each in the field of

2. As early as 1812, this Court had considered
and rejected an argument that a statute autho-
rizing the President to terminate a trade embar-

- 8o on Britain and France if those two nations
ceased viclating “the neutral commerce of the
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its duties may not invoke the action of
the two other branches in so far as the
action invoked shall not be an assumption
of the constitutional field of action .of
another branch, In determining what it
may do in seeking assistance from anoth.
er branch, the extent and character of
that assistance must be fixed according
to common sense and the inherent neces-
sities of the gnvernmental co-ordination.”
Id., at 406, 48 5.Ct., at 351

During the third and fourth decades of
this century, this Court within a relatively
short period of time struck down several
Acts of Congress on the pgrounds that they
exceeded the authority of Congress under
the Commerce Clause or under the nondele-
gation principle of separation of powers,
and at the same time struck down state
statutes because they violated “substan-
tive” due process or interfered with inter-
state commerce. See generally R. Jackson,
The Struggle for Judicial Supremacy 48—
123 (1949). When many of these decisions
were later overruled, the principle that
Congresg Jcould not simply transfer its leg-
islative authority to the Executive fell un-
der 2 cloud. Yet in- my opinion decisions
such as Panama Refining Co. v. Ryan, 293
U.8. 888, 55 S.Ct. 241, 7% L.Ed. 448 (1985),
suffer from none of the excesses of judicial
policymaking that plagued some of the ath-
er decisions of that era. The many later
decisions that have upheld congressional
delegations of authority to the Executive
Branch have done so largely on the theory
that Congress may wish to exercise its au-
thority in a particular field, but because the
field is sufficiently technical, the ground to
be covered sufficiently large, and the Mem-
bers of Congress themselves not necessarily
expert in the area in which they choose to
legislate, the most that may be asked under
the separation-of-powers doctrine is that
Congress lay down the general policy and

United States” delegated too much discretion
to the Executive Branch. See The Brig Aurora
v. United States, 7 Cranch 382, 383, 386, 388,
11 U.S. 382, 3 L.Ed. 378.

448 US. 673 ~

J_H‘E



117

448 Us. 677 INDUSTRIAL UNION v. AMERICAN PETROLEUM

2881

Clte as 100 5.Ct. 2844 {1980)

standards that animate the law, leaving the
agency to refine those standards, “fill in the
blanks,” or apply the standards to particu-
lar cases. These decisions, to my mind,
simply illustrate the above-quoted principle
stated more than 50 years ago by Mr. Chief
Justice Taft that delegations of legislative
authority must be judged “according to
common sense and the inherent necessities
of the governmental co-ordination.”

Viewing the legislation at issue here in
light of these principles, 1 believe that it
fails to pass muster. Read literally, the
relevant portion of § 6(b)5) is completely
precatory, admonishing the Secretary to
adopt the most protective standard if he
can, but excusing him from that duty if he
cannet. In the case of a hazardous sub-
stance for which a “safe” level is either
unknown or impractical, the language of
§ 6(b)5) gives the Secretary absolutely no
indication where on the continuum of rela-
tive safety he should draw his line. Espe-
cially in light of the importance of the
interests at stake, I have no doubt that the
provision at issue, standing alone, would
violate the doctrine against iincanalized del-
egations of legislative power. For me the
remaining question, then, is whether addi-
tional standards are ascertainable from the
legislative history or statutory eontext of
§ 6(bY5} or, if not, whether_jsuch a stan-
dardless delegation was justifiable in light
of the “inherent necessities” of the situa-
tion.

1

One of the primary sources looked te by
this Gourt in adding gloss to an otherwise
broad grant of legislative authority is the
legislative history of the statute in question.
The opinions of Mr. Justice STEVENS and
Mr. Justice MARSHALL, however, give lit-
tle more than a tip of the hat to the legisla-

3. Respandents argue that, despite its seemingly
general application, the original version of
§ 6(b)(5) actually referred only to health haz-
ards as opposed to safety hazards. See Adden-
dum B to Brief for Respondents American Pe-
troleum Institute et al. 5b—6b. In support of
this proposition, they cite a portion of the legis-

tive origins of § 6(b)5). Such treatment is
perhaps understandable, since the legisla-
tive history of that section, far from shed-
ding light on what important policy choices
Congress was making in the statute, gives
one the feeling of viewing the congressional
purpose “by the dawn's early light.”

The precursor of § 6(b)}5} was placed in
the Occupational Safety and Health Act of
1970 while that bill was pending in the
House Committee on Education and Labor.
At that time, the section read:

“The Becretary, in promulgating stan-
dards under this subsection, shall set the
standard which most adequately assures,
on the basis of the best available profes-
sional evidence, that no employee will
suffer any impairment of health, or fune-
tional capacity, or diminished life expect-
ancy even if such employee has regular
exposure to the hazard dealt with by such
standard for the period of his working
life.” & T(aX4), H.R. 16785, 91st Cong.,
2d Sess, 49 (1970), Legislative History of
the Gecupational Safety and Health Act
of 1970 (Committee Print compiled for
the Senate Comnmittee on Labor and Pub-
lic Welfare), p. 943 (1971) (hereinafter
Leg Hist.).

Three aspects of this original proposal are
particularly significant. First, and perhaps
most impertantly, as originally introduced
the provision contained no feasibility limita-
tion, providing instead that the Secretary
“shall set the standard which most ade-
quately assures” that no employee will suf-

fer_tharm. Second, it would have required _js77

the Secretary to protect employees from
“amy” impairment of health or functional
capacity. Third, on its face, although per-
haps not in its intent, the provision applied
to both health and safety standards promul-
gated under the Act3

lative history where the House Committee on
Education and Labor stated that the proposed
version of § 6{b)(5) would apply when the Sec-
retary set an “cccupational health standard.”
H.R.Rep. No. 91-1291, p. 18 (1970}, Leg.Hist.
848.
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There can be little doubt that, at this
point in its journey through Congress,
§ 6(b)5) would have required the Secretary,
in regulating toxic substances, to set the
permissible level of expesure at a safe level
or, if no safe level was known, at zerc.
When the Senate Committee on Labor and
Public Welfare considered a provision iden-
tical in almost all respects to the House
version, however, Senator Javits objected
that the provision in question *might be
interpreted to require sbsolute health and
safety in all cases, regardleas of feasibility.
. ;" 8.Rep. No. 91-1282, p. 58 (1970},
Leg Hist. 197. - See also 116 Cong.Rec.
37327 (1970), Leg.Hist. 418. The Commit-
tee therefore amended the bill to previde
that the Secretary “shall set the standard
which most adequately and feasibly” as-
sured thet no employee would suffer any
impairment of heaith. 8. 2193, 91st Cong.,
2d Sess., p. 39 (1970), Leg.Hist. 242 (empha-
sis added). The only additional explanation
for this change appeared in the Senate Re-
port accompanying the bill to the Senate
floor. There, the Committee explained:

“[Sitandards promulgated under sec-
tion 6(b) shall represent feasible require-
ments, which, where appropriate, skall be
based on research, experiments, demon-
strations, past experience, and the latest
available scientific |data. Such standards
should be directed at assuring, so far as
poessible, that no employee will suffer im-
paired health of functional capacity or
diminished life expectancy, by reason of
the exposure to the hazard involved, even
though such exposure may be over the
peried of his entire working life” S.Rep.
No. 91-1282, p. 7 (1970), Leg.Hist. 147
{emphasia added).

Despite Senator Javits' inclusion of the
words “and feasibly” in the provision, par-
ticipants in the floor debate immediately
characterized § 6(b}(5) as requiring the Sec-
retary “to establish a utopia free from any
hazards” and to “assure that there will not
be any risk at all.” 116 Cong.Rec. 37614
(1970), Leg. Hist. 480481 {remarks of Sen.
Dominick). Senator Saxbe stated:
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“When we come to saying that an em-
ployer must guarantee that such an em-
ployee is protected from any possible
harm, I think it will be one of the most
difficult areas we are going to have to
ascertain. . . ..

“I believe the terms that we are pass-
ing back and forth are going to have to
be identified.” 116 Cong.Rec., at 26522,
Leg.Hist. 345.

In response to these cencerns, Senator
Dominick introduced a substitute for the
proposed provision, deleting the sentence at
issue here entirely. He explained that his
amendment would delete
“the requirement in secticn 6(b)5) that
. the Secretary will establish occupational
safety and health standards which most
adequately and feasibly assure to the ex-
tent possible tbat no empleyee will suffer
any impairment of health or functicnal
capacity, or diminished life expectancy
even if the employee has regular expo-
sure to the hazard dealt with by the
standard for the period of his working
life.

“This requirement is inherently confus-
ing and unrealistic. . It could be read to
require the Secretary to ban all Jgceupa-
tions in which there remains some risk of
injury, impaired health, or life expectan-
cy. In the case of all occupations, it will
be impossible to eliminate all risks to
safety and health. - Thus, the present eri-
teria could, if literally applied, close every
business in this nation. In addition, in
many cases, the standard which might
most ‘adequately’ and  ‘feasibly’ assure
the elimination of the danger would be
the prohibition of the occupation itself.

“If the provision is intended-as no more
than an admonition to the Secretary to do
his duty, it scems unnecessary and could,
if deemed advisable be.included in the
legislative history.” (Emphasis in erigi-
nal) 116 Cong.Rec., at 36530, Leg.Hist.
367.

Eventually, Senator Dominick and his
supporters settled for the present language
of § 6(bX5). This agreement resulted in

_l!'ﬂ
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three changes from the original version of
the provision as amended by Senator Javits.
First, the provision was altered to state
explicitly that it applied only to standards
for “toxic materials or harmful physical
agents,” in apparent contrast with safety
standards. Second, the Secretary was no
longer admonished to protect employees
from “any” impairment of their health, but
rather only from “material” impairments.
Third, and most importantly for our pur-
poses, the phrase “most adequately and fea-
sibly assures” was revamped to read “most
adequately assures, to the extent feasible.”

We have been presented with a2 number
of different interpretations of this shift.
According to the Secretary, Senator Domin-
ick recognized that he could not delete the
seemingly absolute requirements of
§ 6(bX5) entirely, and instead agreed to
limit its application to toxic materials or
harmful physical agents and to specify that
the Secretary was only to protect employees
from material impairment of their health.
Signifieantly, the Secretary asserts that his
mandate to set such standards at the safest
technologically and ecopomieally
achievable remained unchanged by the
Dominick amendment. According to the
Becretary, the change in language from
“most adequately and feasibly assures” to
“most adequately assures, to the extent fea-
sible,” represented only a slight shift in
emphasis, perhaps suggesting “a preference
for health protection over cost.” App. to
Brief for Federal Parties 7a, n. 2. See also
Brief for Federal Parties 59.

Mr. Justice MARSHALL reads this histo-
ry quite differently. In his view, the ver-
sion of § 6(bX5) that reached the Senate
floor did not “clearly embed[y] the feasibili-
ty requirement” and thus was seundly criti-
cized as being unrealistic, See post, at
2800. It was only as a result of the floor
amendments, which replaced “most ade-
quately and feasibly assures” with “most
adequately assures, to the extent feasible,”
that the Secretary clearly was authorized to

4. The legislative history indicates strongly that
Senator Dominick himself saw little, if any,

reject a standard if il proved technological-
ly or economically infeasible. See also post,
at 2898, and 2003, n. 34.

Respondents east yet a third light on
these events, focusing upon a few places in
the legislative history where the words
“feasible” and “reasonable” were used more
or less interchangeably. See S.Rep. No.
91-2193, pp. 8-10 (1969), Leg.Hist. 38-40;
115 Cong.Rec. 22517 (1969} (Sen. Javits). It
i3 their contention that, when Congress said
“feasible,” it meant cost-justified. Accord-
ing to respondents, who agree in this regard
with the Secretary, the meaning of the
feasibility requirement did not change sub-
stantially between the version that feft the
Senate Committee on Labor and Public
Welfare and the version that was ultimate-
iy adopted as part of the Act.

To my mind, there are several lessons to
be gleaned from this somewhat cryptic leg-
islative history. First, as pointed out by
Mr. Justice MARSHALL, to the extent that
Senator Javits, Senator Dominick, and oth-
er Members were wortied about imposing
upon the Secretary the impossible burden of
assuring absolute safety, they did not view

§ 3(8) of the Act_jas a limitation on that _jsu

duty. I therefore find it difficult to accept
the eonclusion of the lower court, as embel-
lished by respondents, that § 3(8) acts as a
general check upon the Secretary’s duty
under § 6(b}5) to adopt the most protective
standard feasible.

Second, and more importantly, I believe
that the legislative history demonstrates
that the feasibility requirement, as em-
ployed in § 6(b})), is a legislative mirage,
appearing to some Members but not to oth-
ers, and assuming any form desired by the
behelder. I am unable to accept Mr. Justice
MARSHALL’s argument that, by changing
the phrasing of § 6(b)¥5) from “most ade-
quately and feasibly assures” to “most ade-
quately assures, to the extent feasible,” the
Senate injected into that section something
that was not already theret If I am cor-

difference between the phrases “most ade-
quately and feasibly assures” and “most ade-
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rect in this regard, then the amendment
introduced by Senator Javits to relieve the
Secretary of the duty to create a risk-free
workplace left Senator Dominick free to
object to the amended provision on the
same grounds. Perhaps Senator Dominick
himself offered the aptest description of the
feasibility requirement as “no more than an
admonition to the Secretary to do his duty.
" 116 Cong.Rec. 36530 (1970); Leg.

Hist. 367.
In sum, the legislative history contains
nothing to indicate that the language “to
the extent feasible” dves anything other

_{s#2 _|than render what had been a clear, if some-

what unrealistic, standard largely, if not
entirely, precatory. There is certainly
nothing to indicate that these words, as
used in § 6(b)5), are limited to technologi-
cal and economic feasibility. When Con-
gress has wanted to limit the concept of
feasibility in this fashion, it has said so, as
is evidenced in & statute enacted the same
week as the provision at issue here’ I also
question whether the Secretary wants to
assume the duties such an interpretation
would impose upon him. In these cases, for
example, the Secretary actually declined to
adopt a standard lower than 1 ppm for
some industries, not because it was econom-
ieally or technologically infeasible, but rath-
er because “different levels for different
industries would result in serious adminis-
trative difficulties.” 43 Fed.Reg. 5947
(1978). See also ante, at 2868 (plurality
opinion). If § 6(bX5} authorizes the Secre-
tary to reject a more protective standard in
the interest of administrative feasibility, I
have little doubt that he could reject such

quately assures, to the extent feasible.” In the
course of his earlier attempt to delete the first
sentence of § 6(b}5} entirsly, he paraphrased
the unamended version of that section as re-
quiring the Secretary to promulgate standards
that “most adequately and feasibly assure fo
the extent possible” that no employee would
suffer harm. 116 Cong.Rec. 36530 (1970), Leg.
Hist. 367 (emphasis added). Unless Senator
Dominick found a significant difference be-
tween the words “possible” and “feasible,” it is
clear that there is little difference hetween Sen-
ator Dominick’s perception of what the un-
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gtandards for any reason whatsoever, in-
cluding even political feasibility.

I

In prior cases this Court has looked to
sources other than the legislative history to
breathe life into otherwise vague delega-
tions of legislative power. In Ameriean
Power & Light Co. v. SEC, 329 U.5. 90, 104,
67 S.Ct. 183, 141, 91 L.Ed. 108 (1946), for
example, this Court concluded that certain
seemingly vague delegations ‘“derive{d]
much meaningful content from the purpose
of the Act, its factual background and the
statutory context in which they appear.”
Here, however, there is little or nothing in
the_]remaining provisions of the Oeccupa-
tional Safety and Health Act to provide
specificity to the feasibility eriterion in
§ 6(bX5). It may be true, as suggested by
Mr. Justice MARSHALL, that the Act as a
whole expresses a distinet preference for
safety over dollars. But that expression of
preference, as I read it, falls far short of
the proposition that the Secretary must
eliminate marginal or insignificant risks of
material harm right down to an industry’s
breaking point.

Nor are these cases like Lichter v. United
States, 334 U.S. 742, 783, 68 S.Ct. 1294,
1315, 92 L.Ed. 1694 (1948), where this Court
upheld delegation of authority to recapture
“excessive profits” in light of a pre-existing
administrative practice. Here, the Secre-
tary’s approach to toxie substances like ben-
zene could not have predated the enactment
of § 6(b)5) itself. Moreover, there are indi-
cations that the postenactment administra-
tive practice has been less than uniform.

amended section required in the way of feasi-
bility and what that section required after his
amendsment.

5. Sections 211(c)(2)(A) and (B} of the Clean Air
Act, as amended an Dec. 31, 1970, 84 Stat
1698, authorize the Environmental Protection
Agency to regulate, controd, or prohibit auto-
motive foel additives after “consideration of
other tech jeally ar ically feasibl
means of achieving emission standards .
42 U.S.C. § 7545(c)(2)XA) (1976 ed., Supp.Il)
(emphasis added).

"
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For example, the Occupational Safety and
Health Review Commission (QSHRC), the
body charged with adjudicating citations
isstied by the Secretary under the Act, ap-
parently does not agree with the definition
of “feasibility,” advanced in these cases by
the Secretary. In Continental Can Co., 4
OSHC 1541, 1976-1977 OSHD 921,009
(1976), the Commission reasoned:

“Clearly, employers have finite resources

available for use to ahate health hazards.

And just as clearly if they are to be made

to spend without limit for abatement of

this hazard their financial ability to abate
other hazards, including life threatening

hazards, is reduced.” Id., at 1547, 1976

1977 OSHD, p. 25,256.

Furthermore, the record in these cases con-
tains at least one indication that the Secre-
tary himself was, at one time, quite uncer-
tain what limits § 6(b)X5) placed upon him.
In anneuncing the proposed 1 ppm standard
and discussing its economic ramifications,
the Secretary explained that “[whhile the
precise meaning of feasibility is not clear
from the Act, it iy JOSHA’s view that the
term may include the economic ramifica-
tions of requirements imposed by stan-
dards.” 43 FedReg. 5934 (1978). This can-
did and tentative statement falls far short
of the Secretary’s present position that cco-
nomie and technologieal considerations set
the only limits on his duty to adopt the
most protective standard. Finally, as noted
earlier, the Secretary has failed to apply his
present stringent view uniformly, rejecting
in these cases a lower standard for some
industries on the grounds of administrative
convenience,

In some cases where broad delegations of
power have been examined, this Court has
upheld those delegations because of the de-
legatee's residual authority over particular
subjects of regulation. In United States v.
Curtiss-Wright Export Corp., 299 U.S. 304,
307, 57 S.Ct. 216, 81 L.Ed. 256 (1936), this
Court upheld a statute authorizing the
President to prohibit the sale of arms to
eertain countries. if he found that such a
prehibition would “contribute to the rees-
tablishment of peace.” This Court reasoned

that, in the area of foreign affairs, Con-
gress "must often accord to the President a
degree of discretion and freedom from stat-
utory restricticn which would not be admis-
sible were domestic affairs alone involved.”
Id, at 320, 57 5.Ct., at 221, Similarly,
United States v. Mazurie, 419 U.8. 544, 95
S.Ct. 710, 42 L.Ed.2d 706 (1975), upheld a
broad delegation of autherity to various
Indian tribes to regulate the introduction of
liquor inte Indian country. Aeccording to
Mazurie, limitations on Congress’ authority
to delegute legislative power are “less strin-
gent in cases where the entity exercising
the delegated authority itself possesses in-
dependent authority over the subject mat-
ter.” Id., at 556-557, 95 8.Ct, at 717, In
the present cases, however, neither the Ex-
eeutive Branch in gencral nor the Secretary
in particular enjoys any independent au-
thority over the subject matter at issue.

Finally, as indicated earlier, in some cases
this Court has abided by a rule of necessity,
upholding broad delegations of authaority
where it would be “unreasonable and im-

practicable Jto compel Congress to prescribe _|sss

detailed rules” regarding a particular policy
or situation. American Power & Light Co.
v. SEC, 329 U.S, at 105, 67 S.Ct., at 142
See also Buttficld v. Stranahan, 192 1J.8,
470, 496, 24 5.Ct. 349, 355, 48 L.Ed. 525
(1904). But no need for such an evasive
standard as “feasibility” is apparent in the
present cases. In drafting § 6{b}5), Con-
gress was faced with a clear, if difficult,
choice between balancing statistical lives
and industrial resources or authorizing the
Secretary to elevate human life above all
concerns save masgive dislocation in an af-
fected industry. That Congress recognized
the difficulty of this choice is clear from the
previously noted remark of Senator Saxbe,
who stated that “[w]hen we come to saying
that an employer must gnarantee that such
an employee is protected from any possible
harm, I think it wil be one of the most
difficult areas we are going to have to
ascertain.” -116 Cong.Rec. 36522 (1970);
Leg Hist. 345. That Congress chose, inten-
tionally or unintentionally, to pass this dif-
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ficult choice on to the Secretary is evident
from the spectral quality of the standard it
selected and is capsulized in Senator
Saxbe’s unfulfilled promise that “the terms
that we are passing back and forth are
going to have to be identified.” Ihid.

v

As formulated and enforced by this
Court, the nondelegation doctrine serves
three important functions. First, and most
abstractly, it ensures to the extent eonsist-
ent with orderly governmental administra-
tion that important choices of social policy
are made by Congress, the branch of our
Government most responsive to the popular
will. See Arizona v. Californfa, 873 U.S.
546, 626, 83 S.Ct. 1468, 1511, 10 L.Ed.2d 542
(1968) (Harlan, J., dissenting in part); Unit-
ed States v. Robel, 389 U.B, 258, 276, 38
8.Ct. 419, 480, 1% L.Ed.2d 508 (1967)
(BRENNAN, J., concurring in result).
Second, the doctrine guarantees that, to the
extent Congress finds it necessary to dele-
gate authority, it provides the recipient of
that authority with an_|“intelligitle princi-
ple” to guide the exercise of the delegated
discretion. See J. W. Hampton & Co. v.
United States, 276 U.S,, at 409, 48 S.Ct,, at
852; 72 L.Ed. 624 (1928); Panama Refining
Co, v. Ryan, 293 11.5,, at 430, 55 S.Ct, at
252, Third, and derivative of the second,
the doctrine ensures that courts charged
with reviewing the exercise of delegated
legislative discretion will be able to test
that exercise against ascertainable stan-
dards. See Arizona v. California, supra, 373
U.8,, at 626, 83 S.Ct, at 1511 (Harlan, J.,
dissenting in part); American Power &
Light Co. v. SEC, supra, at 106, 67 8.Ct., at
142

6, See . Ely, Democracy and Distrust, A Theary
of Judicial Review 131-134 (1980); J. Freed-
man, Crisls and Legitimacy, The Administra-
tive Process and American Government 78-94
(1978); T. Lowi, The End of Liheralism: Ideolo-
gy, Policy, and the Crisis of Public Authority
129-146, 267-299 (1969); Wright, Beyond Dis-
cretionary Justice, 81 Yale L.J. 575, 582-587
(1972); Waist-Deep in Regulation, Washington
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1 believe the legislation at issue here fails
on all three counts. The decision whether
the law of diminishing returns should have
any place in the regulation of toxic sub-
atances is quintessentially one of legislative
policy. For Congress to pass that decision
on to the Secretary in the manner it did
violates, in my mind, John Locke's eaveat—
reflected in the cases cited earlier in this
opinion—that legistatures are to make laws,
not legislators. Nor, as I think the prior
diseussion amply demonstrates, do the pro-
vigions at issue or their legislative history
provide the Secretary with any guidance
that might lead him to his somewhat tenta-
tive conclusion that he must eliminate expo-
sure to benzene as far as technologically
and economically possible. Finally, I would
suggest that the standard of “feasibility”
renders meaningful judicial review impossi-
ble.

We ought not to -shy away from our
judicial duty to invalidate unconstitutional
delegations of legislative authority solely
out of concern that we should thereby rein-
vigorate discredited constitutional doctrines
of the pre-New Deal era. If the nondelega-
tion doctrine has fallen into the same desue-
tude as have substantive due process and
restrictive interpretations of the Commerce
Clause, it is, as one writer has phrased it, “a
case of death by association.” J. Ely, De-
mocracy and Distrust, A Theory of Judicial
Review 133 {1980). Indeed, a number of
observers have suggested that this Court
should onee more take up its burden of
ensuring that Congress does not unneces-
sarily delegate important choices of social
policy to pofitically unresponsive adminis-
trators.® Other observers, as might be
imagined, have disagreed.”

Post, Nov. 3, 1979, p. Al0, col. 1. Cf. W,

Douglas, Go East, Young Man 217 (1974).

7. See K. Davis, Discretionary Justice: A Pre-
liminary Inquiry 49-51 (1969); Stewart, The
Reformation of American Administrative Law,
88 Harv.L Rev. 1669, 1693-1697 (1975). Cf.
Jaffe, The [llusion of the Ideal Administration,
86 Harv.L.Rev. 1183, 1190, n. 37 (1973).

st
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If we are ever to reshoulder the burden
of ensuring that Congress itself make the
critical policy decisions, these are surely the
cases in which to do it. It is difficult to
imagine a more obvious example of Con-
gress simply avoiding a choice which was
both fundamental for purposes cf the stat-
ute and yet politically so divisive that the
hecessary decision or compromise was diffi-
cult, if not impossible, to hammer out in the
legislative forge,. Far from detracting
from the substantive authority of Congress,
& declaration that the first sentence of
§ 6(bX5) of the Cecupational Safety and
Health Act constitutes an invalid delegation
to the Secretary of Labor would preserve
the ‘authority of Congress. If Congress
wishes to legislate in an area which it has
not previously sought to enter, it will in
today’s political world undoubtedly run into
oppasition no matter how the legislation is
formulated. But that is the very essence of
legislative authority under our system. It
is the hard choices, and not the filling in of
the blanks, which must be made by the
elected representatives of the people.
When fundamental policy decisions underly-
ing important legislaticn about to be enact-
ed are to be made, the buck stops with
Congress and the President insefar as he
exercises his eonstitutional role in the legis-
lative process,

I would invalidate the first sentence of
§ 6(b)5) of the Occupational Safety and
Health Act of 1970 as it applies to_gny
toxic substance or harmful physical agent
for which a safe level, that is, a level at
which “no employee will suffer material
impairment of health or functional capacity
even if such employee has regular exposure
to [that hazard] for the period of his work-
ing life,” is, according to the Secretary,
unknown or otherwise “infeasible.” Absent
further congressional action, the Secretary
would then have to choose, when acting
pursuant to § 6(b}5), between setting a
safe standard or setting no standard at all.®

8. This ruling would not have any effect upon
standards governing toxic substances or harm-
ful physical agents for which safe levels are

feasible, upon extant standards pr 1 d a8

Accordingly, for the reasons stated above, I
concur in the judgment of the Court affirm-
ing the judgment of the Court of Appeals,

Mr. Justice MARSHALL, with whom Mr,
Justice BRENNAN, Mr. Justice WHITE,
and Mr. Justice BLACKMUN join, dissent~
ing.

In cases of statutory construction, this
Court's authority is limited. If the statuto-
ry language and legislative intent are plain,
the judicial inquiry is at an end, Under our
jurisprudence, it is presumed that ill-con-
sidered or unwise legislation will be correct-
ed through the democratic process; a court
is not permitted to distort a statute’s mean-
ing in order to make it conform with the
Justices’ own views of sound social poliey.
See TVA v. Hifl, 487 U.S. 153, 98 S.Ct. 2279,
57 L.Ed.2d 117 (1978).

Today's decision flagrantly disregards
these restrictions on judicial anthority, The
plurality ignores the plain meaning of the
Oceupational Safety and Health Aet of 1970
in order to bring the authority of the Secre-
tary of Labor in line with the plurality’s
own views of proper regulatory policy. The
unfortunate consequence is that the Federal
Government's efforts to protect American
workers from cancer and other crippling
diseases may be substantially impaired,

1The first sentence of § 6(b}(5) of the Act _Less

provides: )

“The Secretary, in promulgating stan-
dards dealing with toxic materials or
harmful physical agents under this sub-
sectior, shall set the standard which most
adequately assures, to the extent feasible,
on the basis of the best available evi-
dence, that no employee will suffer mate.
rial impairment of health or functional
capacity even if such employee has regu-
lar exposure to the hazard dealt with by
such standard for the period of his work-
ing life.” 29 U.8.C. § 655(b)(5).

“national consensus standards™ under § &(a),
nor upon the Secretary’s authority to promul-
gate “emergency temporary standards™ under
§ 6(c).
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In this case the Secretary of Labor found,
on the basis of substantial evidence, that {1}
exposure to benzene creates a risk of can-
cer, chromozomal damage, and a variety of
nonmalignant but potentially fatal blood
disorders, even at the level of 1 ppm; (2) no
safe level of exposure has been shown; (3)
benefits in the form of saved lives would be
derived from the permanent standard; {4)
the number of lives that would be saved
could turn out to he either substantial or
relatively small; (5) under the present state
of scientific knowledge, it is impossible to
caleulate even in a rough way the number
of lives that would be saved, at least with-
out making assumptions that would appear
absurd to mueh of the medical community;
and (6) the standard would not materially
harm the financial condition of the covered
industries. The Court dces not set aside
any of these findings. Thus, it could not be
plainer that the Secretary's decision was
fully in accord with his statutory mandate
“most adequately [to] assure] . . .
that ne employee will suffer material im-
pairment of health or functional capacity

”

The plurality’s conclusion to the contrary
is based on its interpretation of 29 US.C.
§ 652(8), which defines an occupational
safety and health standard as one “which
requires conditions reasenably
necessary or appropriate to provide safe or
healthful employment. . " Accord-
ing to the plurality, a standard is not “rea-
sonably necessary or appropriate”_unless
the Secretary is able to show that it is “at
least more likely than not,” ante, at 2869,
that the risk he seeks to regulate is a “sig-
nificant” ome. Ibid. Mothing in the stat-
ute’s language or legislative history, how-
ever, indicates that the “reasonably meces-
sary or appropriate” language should be
given this meaning. Indeed, both demon-
strate that the plurality's standard bears no
comnection with the acts or intentions of
Congress and is based only on the plurali-
ty's solicitude for the welfare of regulated
industries. And  the plurality uses this
standard to evaluate not the agency's deci-
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sion it this case, but a strawman of its own
creation.

Unlike the plurality, I do not purport to
know whether the actions taken by Con-
gress and its delegates to ensure occupa~
tional safety represent sound or unsound
regulatory policy. The critical problem in
cases like the ones at bar is sefentific uncer-
tainty. While science has determined that
exposure to benzene at levels above 1 ppm
creates a definite risk of health impairment,
the magnitude of the risk cannot be quanti-
fied at the present time. The risk at issue
has hardly been shown to be insignificant;
indeed, future research may reveal that the
risk is in fact considerable. But the exist-
ing evidenee may frequently be inadequate
to enable the Secretary to make the thresh-
old finding of “significance™ that the Court
requires today. If so, the consequence of
the plurality’s approach would be to subject
American workers to & continuing risk of
cancer and cther fatal diseases, and to ren-
der the Federal Government powerless to
take protective action on their behalf.
Such an approach would place the burden
of medical uncertainty squately on the
shoulders of the American worker, the in-
tended beneficiary of the Occupational
Safety and Health Act. It is fortunate
indeed that at least a majority of the Jus-
tices reject the view that the Secretary is
prevented from taking regulatory action
when the magnitude of a health risk cannot
be quantified on the basis of current tech-
niques. See ante, at 2876 (POWELL, J,

concurring in part fand concurring in judg- _Jes1

ment); see also ante, at 2871, and n. 63
(plurality opinion).

Because today’s holding has no hasis in
the Act, and because the Court has no au-
thority to impose its own regulatory policies
on the Nation, I dissent.

1
Congress enacted the Occupational Safe-
ty and Health Act as a response to what
was characterized as “the grim history of
our failure to heed the occupational health
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needs of our workers.”! The failure of
voluntary action and legislation at the state
level, see S.Rep. No. 91-1282, p. 4 (1970),
Leg.Hist. 144, had resulted in a “bleak” and
“worsening” ? situation in which 14,500 per-
sons had died annually as a result of condi-
tions in the workplace. In the four years
preceding the Act's passage, more Ameri-
cans were killed in the workplace than in
the contemporancous Vietnam War.
S.RepNo. 911288, at 2, Leg.Hist. 142; 1.8,
Code Cong. & Admin.News, p. 5177, The
Act was designed as “a safety bill of rights
for close to 60 million workers.”? Its stat-
ed purpose is “to asaure so far aa possible
every werking man and woman in the Na-
tion safe and healthful working conditions
and to preserve our human resources.” 29
U.B.C. §651(b). See Atlas Roofing Co. v.
Occupational Safety and Health Review
Comm'n, 430 U.S. 442, 444445, 97 S.Ct
1261, 126364, 51 L.Ed.2d 464 (1977).

The Act is enforeed primarily through
two provisions. First, a “generel duty” is
Imposed upon émployers to furnish employ-
ment and places of employment “free from
tecognized hazards that are causing or are
likely to cause death or serious physical
harm . . .. 20 USC § 654(aX1).
Second, the Sacretary of Labor is authoriz-
ed to set “occupational safety Jand health
standards,” defined as standards requiring
“conditions, or the adoption ar use of one or
Imore practices, means, methods, operations,
or pr , T bly ry or appro-
priate to provide safe or healthful employ-
29

US.C. § 652(8). :
The legislative history of the Act reveals

Congress’ particular eoncern for health haz-

ards of “unprecedented eomplexity” that

1. Legislative History of the Occupational Safe-
ty and Health Act of 1970 (Cotnmittee Print
complled for the Senate Committee on Labor
and Public Welfare), p. iii (1971) (Foreword by
Sen. Williams) (hereinafter Leg Hist,), .

2. ‘SRep.No. B1-1282, p. 2 (1970), Leg.Hist. 142,
3. Leg.Hist, iii.

4. S.Rep.Mo. 91-1282, p. 2 (1970), Leg.Hist. 142;
118 Cong.Rec. 37326 (1970), Leg.Hist, 415 (Sen.
Williams); H.R.Rep.No. 91-1291, p. 19 (1970),

had resulted from chemicals whose toxic
effects “are only now being discovered.”
S.Rep.No. 91-1282, supra, at 2, Leg.Hist.
142, “Recent scientific knowledge points to
hitherto unsuspected cause-and-effect rela-
tionships between occupational exposures
and many of the socalled chronic diseases—
cancer, respiratory ailments, allergies, heart
disease, and others.” Ibid., 1.S.Code Cong.
& Admin.News, p. 5178. Members of Con-
gress made repeated references to the dan-
gers posed by carcinogens and to the de-
fects in our knowledge of their operation
and effectd One of the primary purposes
of the Act was to ensure regulation of these
“insidious ‘silent’ killers,” %

This apecial concern led to the enactment
of the first sentemce of 20 US.C.
§ €56(bX5), which, as noted above, provides:

“The Secretary, in promulgating stan-
dards dealing with toxic materials or
harmful physical agents under this sub-
section, shall set the standard which most
adequately assures, to the extent feasibie,
on the basis of the best available evi-
dence, that no employee will suffer mate-
rial impairment of heaith or functional
capacity even if such employee has regu-
lar exposure to the hazard dealt with by
such standard for the period of his work-
ing life.”

This directive is designed to implement

three legislative pupposes. First, Congress _Jas

recognized that there may be substances
that become dangerous only upon repeated
or frequent exposure® The Secretary was
therefore required to provide protection
even from substances that would cause ma-
terial impairment only upon exposure oc-
curring throughout an employee’s working

Leg Hist.' 849; 116 Cong.Rec. 3839228393
(1970), Leg.Hist. 1049 (Rep. Karth).

3. 116 Cong.Rec. 38375 (1970), Leg Hist. 1003
(Sen. Daniels).

6. 116 Cong.Rec., at 37623, Leg.Hist. 503 (Sen.
Dominicky, H.R.No. B1-1251, p. 28 (1970), Leg.
Hist. 858,
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life. Second, the requirement that the See-
retary act on the basis of “the best availa-
ble evidence” was intended to ensure that
the standard-setting process would not be
destroyed by the uncertainty of scientific
views, Recognizing that existing knowl-
edge may be inadequate, Congress did not
require the Secretary to wait until defini-
tive information eould be obtained. Thus
“it is not intended that the Secretary be
paralyzed by debate surrounding diverse
medical opinions.” H.R.Rep.No. 91-1291, p.
18 (1970), Leg.Hist. 848. Third, Congress’
special concern for the “silent killers” was
felt to justify an especially strong directive
to the Secretary in the standard-setting
process. 116 Cong.Ree. 87622 (1970), Leg.
Hist. 502 (Sen. Dominick).

The authority conferred by § 655(b)5),
however, is not absolute, The subsection
itself contains twe primary limitations.
The requirement of “material” impairment
was designed to prohibit the Secretary from
regulating substances that create a trivial
hazard to affected employees.” Moreover,
all standards promulgated under the sub-
section must be “feasible” During the
floor dehates Congress expressed concetn
that a prior version of the bill, not clearly
embodying the feasibility requirement,
would require the Secretary to close down
whole industries in order to eliminate risks

7. Seen. M, Infra.

8. An earlier version of the bill had provided:
“The Secretary, in promulgating standards
under this subsection, shall set the standard
which most adequately and feasibly assures, on
the basis of the best available evidence, that no
employee will suffer any impairment of health
or functional capacity, inished life ex-
even if such employee has regular
exposure to the hazard dealt with by such stan-
dard for the period of hls working life.” 5.
2193, 51st Cong,, 2d Sess., 39 (1970), Leg.Hist.
242,

This standard, it was feared, “could be read
to require the Secretary to ban all occupations
in which there remains some risk of injury,
impaired health, or life expectancy. In the case
of all pations, it will be impassible to elimi-
nate all risks to safety and heaith. Thus, the
present criteria could, if literally applied, close
every business in this nation. In addition, in
many cases, the standard which might most
‘adequately’ and ‘feasibly’ assure the elimina-

100 SUPREME COURT REPORTER

448 U.S. 693

of impairment. This standard was eriti-

cized as unrealistic® _JThe feasibility re- _[eo+

quirement was imposed as an affirmative
limit on the standard-setting power.

The remainder of § 655(bX5), applicable
1o all safety and health standards, requires
the Secretary to base his standards “upon
research, demonstrations, experiments, and
such other information as may be appropri-
ate.” In setting standards, the Secretary is
directed to consider “the attainment of the
highest degree of health and safety protec-
tion for the employee” and also “the latest
available scientific data in the field, the
feasibility of the standards, and experience
gained under this and other healtb and
safety laws.”

The Act makes provision for judicial rc-
view of occupational safety and health stan-
dards promulgated pursuant to § 655(b)5).
The reviewing court must uphold the Secre-

tary's |determinations if they are supported _Ls»

by “substantial evidence in the record con-
sidered as a whole.,” 29 U.S.C. § 655(f). It
is to that evidence that I now turn.

It
The plurality’s discussion of the record in
this case is both extraordinarily arrogant
and extraordinarily unfair, It is arrogant

tion of the danger would be the prohibition of
the occupation itself.” 118 CongRec. 36330
{19709, LegHist. 367 (Statement on Amend-
ment of Sen. Dominick). In explaining the
present language, Senator Dominick stated:

“What we were trying to do in the bill—un-
fortunately, we did not have the proper waord-
ing or the preper drafting—was to say that
when we are dealing with toxic agents or phys-
ical agents, we ought to take such steps as are
feasible and practical to provide an atmosphere
within which a person’s health or safety would
not be affected. Unfortunately, we had lan-
guage providing that anyone would be assured

that no one would have a hazard . . . 50
that no one would have any problem for the
rest of his working life.

“It was an unrealistic standard. As modi-
fied, we would be approaching the problem by
looking at the problem and setting & gtandard
or criterion which would not result in harm.”
116 Cong.Rec., at 37622; Leg Hist. 502.
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because the plurality presumes to make its
own factual findings with respect to a vari-
ety of disputed issues relating to carcinogen
regulation. Bee, e. g, ante, at 28712872,
and n. 84. It should not be necessary to
remind the Members of this Court that they
were not appointed to undertake indepen-
dent review of adequately supported scien-
tifie findings made by a technically expert
agency. And the plurality’s discussion is
unfair because its characterization of the
SBecretary’s report bears practically no re-
semblance to what the Secretary actually
did in this case, Contrary to the plurality’s
suggestion, the Secretary did not rely blind-
ly on some Draconisn carcinogen “policy.”
See ante, at 2855, 2861. If he had, it would
have been sufficient for him to have ob-
served that jhensene is 8 carcinogen, a prop-
osition that respondents do not dispute. In-
stead, the Secretary gathered over 50 vol-
umes of exhibits and testimony and offered
2 detailed and evenhanded discussion of the
relationship between exposure to benzene
at all recorded exposure levels and chromo-
somal damage, splastic anemia, and leuke-
mia. In that discussion he evaluated, and
took seriously, respondents’ evidence of a
safe exposure level. See also ante, at 2876
{POWELL, J., concurring in part and in
judgment).

The hearings on the proposed standard
were extensive, encompassing 17 days from
July 19 through August 10, 1977. The 95
witnesses included epidemiologists, toxicolo-
gists, physicians, palitical &conomists, indus-
iry representatives, ‘and ‘members of the
8. 1 do not, of course, Suggest that it is appropri-

ate for & federal court reviewing ngency action

blindly to defer to the ageni:y’s findings of fact
and determinations .of policy. 'Under Citizens

to Preserve Overton Park, lic. v. Voipe, 401

U.S. 402, 416, 91 5.CL B14, 823, 28 LEd.2d 136

(1971), courta must andertake a “searching and

careful” judiclal inquiry Into those factors.

Such an inquiry is designed to require the agen-

€y to take a “hard look,” Kleppe v. Slerrs Club,

427 U.S. 390, 410, 0. 31, 96 5.Ct. 2718, 2730, o

21, 49 L.Ed.2d 576 (1976) (citation omitted), by

considering the proper factors and weighing

them in a reasonable manner, There is also
room for especially rigorous judicial scrutiny of
agency decisions under a rationale akin to that

affected work force, Witnesses were sub-
jected to exhaustive questioning by repre-
sentatives from a variety of interested
groups and ofganizations.

Three basie positions were presented at
the hearings. The first position was that
the proposed 1 ppm standard was necessary
because exposure to benzene would cause
material impairment of the health of work-
ers no matter how low the exposure level.
Some direct ‘evidence indicated that expo-
sure to benzene had caused chromosomal
damage, blood disorders, and leukemia at or
below the 1¢ ppm level itself. More impor-
tant, it was suggested that the recorded
effects of benzene at higher levels required
an inference that leukemia and other disor-
ders would result at levels of 1 ppm and
lower, especially after the prolonged expo-
sure typical in industrial settings, There-
fore, the standard should be set at the
lowest feasible level, which was 1 ppm.

The second position was at a 1 ppm expo-
sure level would itself pose an unwarranted
threat to employee health and safety and
that the available evidence necessitated a
significantly lower level, An expasure limit
below 1 ppm, it was argued, would be feasi-
ble. There were suggestions that benzene
was gradually being replaced in many of

the affected yindustries and that most com- _jesr

panies were siready operating at or below
the 1 ppm level.

The third position was that the 1971 stan-
dard should be retained. Proponents of this
position suggested that evidence linking low
levels of benzene exposure to leukemia was

offered in United States v, Carolene Products
Ca., 304 U.S, 144, 152, n. 4, 58 S.Ct. 778, 783,
82 L.Ed. 1234 (1938). See Environmenta! De-
fense Fund v. Ruckelshaus, 142 U.S.App.D.C.
74, 439 F.2d 584 (1971}

I see no basis, however, far the approach
taken by the plurality today, which amounts to
nearly de novo review of questions of fact and
of regulatory policy on behalf of institutions
that are by no means unable to protect them.
selves in the political process. Such review is
especially inappropriate when the factual ques-
tions at issue are ones about which the Court
cannot reasonably be expected to have exper-
tise.
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uncertain, that the current exposure limit
was sufficiently safe, and that the benefits
of the proposed standard would be insuffi-
cient to justify the standard's costs. In
addition, there was testimony that the ex-
penses required by the proposed standard
would be prohibitive.

The regulations announcing the perma-
nent standard for benzene are accompanied
by an extensive statement of reasons sum-
marizing and evalaating the results of the
hearings, The Secretary found that the
evidence showed that exposure to b
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blood disorders caused by benzene exposure
could progress te, or represented, a preleuk-
emic stage which might eventually evolve
into & frank leukemia. Id., at 592212
Considerable evidence showed an associa-
tion between benzene and nonmalignant
blood disorders at low exposure levels.
Such an association had been established in
one study in which the levels frequently
ranged from zero to 25 ppm with some
concentrations above 100 ppm, ibid.; in an-
other they ranged from 5 to 30 ppm, id., at

n,

causes chremosomal damage, a variety of
nonmelignant blood disorders, end leuke-
mia. 48 Fed.Reg. 5921 (1978). He conclud-
ed that low concentrations imposed a haz-
ard that was sufficiently grave to call for
regulatory action under the Act.

Evidence of deleterious effects. The Sec-
retary referred to studies which conclusive-
Iy demonstrated that benzene could damage
chromosomes in blood-forming cells. Id, at
5992. There was testimony suggesting a
causal relationship between chromosomal
damage and leukemia, although it could not
be determined whether and to what extent
such damage would impair health. Id, at
59334 Some studies had suggested chro-
mosomal damage at exposure levels of 10—
25 ppm and lower.! No quantitative dose-
response curve, showing the relationship be-
tween exposure levels and incidence of
chromosoma) damage could yet be estab-
lished. Id., at 5933-5334. The evidenee of
chromosomal damage was, in the Secre-
tary's view, a cause for “serious concern.”
Id., at 5938.

The most common effect of benzene ex-
posure was a deprease in the levels of blood
platelets and red and white bleod cells. If
sufficiently gevere, the result could be pan-
cytopenia or aplastic anemia, norcancerous
but potentially fatal diseases. There was
testimony that some of the nonmalignant
10. Tr. 258-259, 1039.

11. id, at 148, 200-201, 258.

12. Id, at 145, 173-174, 352, 1227, 1928, 3206
15 Record, Ex. 43B, p. 166,

5923, of the absence of adequate
data, a dose-response curve showing the
relationship between benzene exposure and
blood disorders could not be constructed.
There was considerable testimony, however,
that such disorders had resulted from expo-
sure to benzene at or near the current level
of 10 ppm and lower.® The Secretary con-
cluded that the current standard did not
provide adequate protection. He observed
that a “safety facter” of 10 to 100 was
generally used to discount the level at
which a causal connection had been found
in existing studies! Under this approach,
he concluded that, quite apart from any
leukemia risk, the permissible exposure lim-
it should be set at a level considerably lower
than 10 ppm.

Finally, there was substantial evidence
that exposure to benzene caused leukemia.
The Secretary concluded that the evidence
established that b Was a Ccarcinog;

A causal relationship between benzene and
leukemia was first reported in France in
1897, and since that time similar results had
beer. found in a number of countries, in-
cluding Italy, Turkey, Japan, Switzerland,

the Soviet Union, and the United_|States: _|es»

The latest study, undertaken hy the Nation-
al Institute for Qccupational Safety and
Health (NIOSH) in the 1970's, reported a
fivefold excess over the normal incidence of
leukemia among workers exposed to ben-

13. Id, at 148, 360-361, 997, 1023, 2543, 2689,
3203; 11 Record, Ex. 3.

14, Tr. 149, 1218, 2692, 2847,
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zene at industrial plants in Ohio. There
was testimony that this study seriously un-
derstated the risk.1s

The Secretary reviewed certain studies
suggesting that low exposure levels of 10
ppm and more did not cause any excess
incidence of leukemia. Those studies, he
puggested, suffered from severe methode-
logieal defeets, a3 their authors frankly ac-
knowledged® Finally, the Secretary dis-
cussed a study suggesting a statistically
significant excess in leukemia at levels of 2
to 9 ppm. Ibid" He found that, despite
certain deficiencies in the study, it should
be considered as consistent with other stu-
dies demenstrating an excess leukemia risk
among employees exposed to benzene. Id,
at 5028,

Areas of uncertainty. The Secretary ex-
amined three areag |of uncertainty that had
particular relevance to hig decision. First,
he pointed to evidence that the latency peri-
od for benzene-induced leukemia could
range from 2 to over 20 years. Id, at 5830.
Since lower exposure levels lead to an in-
crease in the latency period, it would be
extremely difficult to obtain evidence show-
ing the dose-response relationship between
leukemia and exposure to low levels of ben-
zene. Because there has been no adequate
monitoring in the past, it would be practi-
eally impossible to determine what the ex-

18. id, at 308, 314, 747, 768, 769-770, 874, 2445.
As the Secretary cbserved, the issue of the
exposure level in the NIOSH study was exten-
sively debated during the hearings. A report
from the Industrial Commission of Ohio sug-
gested that concentrations generally ranged
from zero to 10 or 15 ppm. But the Secretary
concluded that evidence at ths hearingy
showed that area exposures during the study
perlod had swnetimes substantially exceeded
that level. Because of the conflicting evidence
and the absence of monitoring data, he found
that the excess leukemia risk observed in the
NIOSH study could not be linked to any partic-
ular exposure level.

18. As to the study on which industry relied
most heavily, for example, the Secretary, large-
ly repeating the author’s own admissions, ob-
served that (1) a number of employees included
in the sample may not have been exposed to
benzene at any time; (2) there was inadequate
followup of ployees, so that per-

posure levels were at a time sufficiently
distant so that the latency period would
have elapsed.  The problem was eompound-
ed by the diffieulty of conducting a suitable
study. Because exposure levels approach-
ing 10 ppm had been required only recently,
direct evidence showing the relationship be-
tween leukemia and exposure levels be-
tween 1 and 10 ppm would be unavailable
in the foreseeable future,

Second, the Secretary observed that indi-
viduals had differences in their susceptibili-
ty to leukemia. Ibid. Among those ex-
posed to benzene was a group of unknown
but possibly substantial size having various
“predisposing factors” whose members were
especially vulnerable to the disease. Id, at
5930, 5946. The permanent standard was
designed to minimize the effects of expo-
sure for these susceptible individuals as well
as for the relatively insensitive, id., at 5946,
and alsc to facilitate early diagnosis and
treatment. Id, at 5930.

The Secretary discussed the contention
that a safe level of exposure to benzene had
been demonstrated. From the testimony of
numerous seientists, he concluded that it

“had not. Id., at 593218 He also found that
although no dose-response curve could be
plotted, id., at 5946,1° the extent of the risk

_would decline with the exposure level

sons who may have contracted leukemia were
not included in the date; (3} the diagnoses
were subject to serlous guestion, and cases of
leukemia may have gone unnoticed; (4) no
determination of exposure levels had been
made; and (5) the occupational histories of the
workers were ndmittedly incomplete. 43 Fed.
Reg. 5928 (1978).

17. Tr, 1023-1024, 1227; 22A Record, Ex. 154,

18. The testimony of Dr. Aksoy, cne of the
world's leading experts, was typical: “[E]ven
ons ppm . . . causes leukemia" Tr. 204.
See slso id, at 30, 150, 262, 328, 351-352,
363-364, 304, 745-746, 1057, 1210, 2420; ©
Record, Ex. 2.8-272, p. 1.

18, Tr. 13C,:360, 414415, 416-417, 760-761,
781-782, 925, 1055-1058; 17 Record, Ex. 75, p.
2; 1 Record, Ex. 2-4, p. 11.

A
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Ibid® Exposure at a level of 1 ppm would
therefore be less dangerous than exposure
at one of 10 ppm. The Secretary found
-that the existing evidence justified the con-
clusion that he should not “wait for an-
swers” while employees continued to be ex-
posed to benzene at hazardous levels.

Finally, the Secretary responded to the
argument that the permissible exposure lev-
el should be zero or lower than 1 ppm. I,
at 59473 Even though many industries
had already achieved the 1 ppm level, he
found that a lower level would not be feasi-
ble. Ibid.

Costs and benefits. The Secretary of-
fered a detailed dizeussion of the role that
economic considerations should play in his
determination. He observed that standards
must be “feasible,” both economically and
technologically. In his view the permanent
standard for benzene was feasible under
both tests. The econemic impact would fall
primarily on the more stable industries,
such as petroleumn refining and petrochemi-
cal production. Id, at 5934, These indus-
tries would be able readily to absorb the
costs or to pass them on to consumers.
None of the 20 affected industries, involv-
ing 157,000 facilities and 629,000 exposed
employees, id.,, at 5985, would be unable to
bear the required expenditures, id, at 5934,
He concluded that the compliance costs
were “well within the financial capability of
the covered industries.” Id., at 5941. An

20. Tr. 382, 401, 405, 1372, 2846, 2842-2843.

21. Id., st 148-149 (“the permissible exposure
limit for benzene should be zero”) (testimony
of Dr. Aksoy). See also Id., at 1251 et seq.,
3508 et seq.

22, The plurality’s estimate of the amount of
expenditure per employee, see ante, at 2858, is
highly misleading. Most of the costs of the
benzene standard would be incurred only once
and would thus proteet an unascertainable
number of employees in the future; that num-
ber will be much higher than the number of
employees currently employed.

2%, The projection, designed as an extrapolation
from an amalgamation of existing studies, was
d dent on a of pti which
the Secretary could reasonably view as ques-
tionable. Indeed, the witness himself stated
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extensive survey of the national economic
impact of the standard, undertaken by a
private eontractor, found first-year operat-
ing costs of between $187 and $205 million,
recurring annual costs of $34 million, and
investment in engineering controls of about
$266 million.® Since respondents have not

atkacked the Secretary’s basic conclusions |10z

as to cost, the Secretary's extensive discus-
sion need not be summarized here.

Finally, the Secretary discussed the bene-
fits te be derived from the permanent stan-
dard.. During the hearings, it had been
argued that the Secretary should estimate
the health benefits of the proposed regula-
tion. To do this he would be required to
conatruet a dose-response curve showing, at
least in & rough way, the number of lives
that would be saved at each possible expo-
sure level. Without some estimate of bene-
fits, it was argued, the Secretary’s decision-
making would be defective. During the
hearings an industry witness attempted to
construct such a dose-response curve. Re-
stricting himself to earcinogenic effects, he
estimated that the proposed standard would
save two lives cvery six years and suggest-
ed that this relatively minor benefit would
not justify the regulation’s costs.

The Secretary rejected the hypothesis
that the standard would save only two lives
in six years. This estimate, he concluded,
was impossible to reconcile with the evi-
dence in the record. Ibid® He determined

that his estimate was based on “a lousy set of
data” was “slightly better than a guess,” Tr.
2772, and that there was “no real basis,” id., at
2718, for a dose-respanse curve on which the
estimate was wholly dependent.

The witness' assumptions were severely test-
ed during the hearings, see id., at 2795 et seq,
and the Secretary could reasonably reject them
on the basis of the evidence in the record. For
example: (1) The witness appeared to assume
that in previous tests leukemia had been con-
tracted after a lifetime of exposure; the evi-
dence afforded no basis for that assumption,
and the duration of exposure may have been
quite short for particular employees. [f the
duration peried was short, the witness’ esti-
mate would have been much too low. (2) The
witness assumed that exposure levels in the
NIOSH study were around 100 ppm. The Sec-
retary found, however, that no such assump-
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302 that, because of numerpus uncertainties in

the existing data, it was impossible to con-
struct a dose-response curve hy extrapolat-
ing from those data to lower exposure ley-

Aot ela™ More generally, the Secretary ob-

served that it had not been established that
there was a safe Jevel of exposure for ben-
zene. Since there was considerable testimo-
ny that the risk would decline with the
exposure level, id, at 5940, the new stan-
dard would save lives. ‘The number of lives
saved “may be appreciable,” but there was
no way to make a more precise determina-
tion.® The question was “on the frontiers
of scientific knowledge.” Ibid.

The Secretary concluded that, in light of
the scientific uncertainty, he was not re-
quired to calculate benefits more precisely.
Id, at 5941, In any event he gave “careful
consideration” to the question of whether
the admittedly substantial costs were justi-

tion could be made, and there was evidence
that exposure levels had generally been be-
tween zers and 10-13 ppm. (3) The witness
d that the dose-resp curve was line-
ar at all levels, but there was no basis for that
assumption. In the case of vinyl chloride (an-
other carcinogen for which the Secretary has
promulgated exposure standards), recent evi-
dence suggested that the dose-response curve
rises steeply at low doses and becomes less
_Bteep as the levels are increased. (4) Twenty-
five percent of the workers in the NIOSH study
had not been found, and the witness assumed
" that they were still alive and would not con-
i tract leukemia. - Six hundred additiona! work-
- ers exposed in that study were still alive; the
. vm.nesa assumed they too would not contract
1l There was testimony
- that, for these and other reasons, the NIOSH
study significantly underestimated the risk.
The witness assumes that it bad not. (5) The
NIOSH study found a fivefold excess risk from
posure; the wi d that
the excess was much lower, despite the NIOSH
finding and the testimony that that finding was
a significant understatement of the risk. In
light of these uncertainties, the Secretary could
conclude that the witness’ estimate was unsup-
portabla.

24. Witnesses teslifying to the inability to con-
struct a dose-response curve referred pn.marlly
to the i ility of cor ng the §
of leuk: blood disorders, and chr

fied in light of the hazards of benzene expo-
sure, He concluded that those costs were
“necessary” in order to promote the pur-
poses of the Act.

I

A

This is not a case in which the Secretary
found, or respondents established, that no
benefits would be derived from a perma-
nent standard, or that the likelihood of ben-
efits was insignificant. Nor was it shown
that a quantitative estimate of benefits
could be made on the basis of “the hest
available evidence.” Instead, the Secretary
concluded that benefits will result, that
those henefits “may” be appreciable, but
that the dose-response relationship of low
levels of benzene_jexposure and leukemis,

“[Wle like to estimate risk factors. This has
been done, as many of you recall, with vinyl
chlorlde several years ago.

. [Tlo estimate the risk factors on
[the basls of] experimental data, this presup-
poses If you have good toxicity data. When I
say toxicity data, I mean good dose-response
data on vinyl chloride, which indeed we did
have that.

“But with benzene, it appeared that we didn’t
have this slt\latlon, s0 therefore, most of us
gave up.

L. er.h benzene, we lort of n.ruck
ont” id.; at 760-761. i
Because of the enormous uncermlnties ln levels
and duratlon of exposure in prior studfes, any
would

ily be arbitrary.:

The possible range of p ions was B0 great
that the ultimate conclusion would be entirely
uninformative. See id, at 350, 415, 1055-1056.

23. At cne point the Secretary did iindicate that
appreciable benefits were Vlikely” to result.
The Court of Appeals held that this gonclusion
was unsupported by substantial evidence, The
Secretary’s suggestion, however, was made in
the context of a lengthy discussian intended to
show that appreciable benefits “may” be pre-
dicted but that their likelihood could not be
quantified. The suggestion should not be taken
as a definitive statement that appreciable bene-
fits were more probable than not.

damage with the levels and duration of expo-
sure in past studies. Thus Dr. Herman Kraybill
of the National Cancer Institute testified:

For stated Infra, there is nothing in
the Act to prohibit the Secretary from acting
when he is unable to conclude that appreciable
benefits are more probable than not,

s
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nonmalignant blood disorders, and chromo-

- aomal damage was impossible to determine,
The question presented is whether, in these
circumstances, the Act permita the Secre-
tary to take regulatory action, or whether
he must allow continued exposure until
more definitive information becomes availa-
ble.

As poted above, the Secretary’s determi-
nations must be upheld if supported hy
“gubstantial -evidence in the record con-
sidered as a whole.” 20 U.S.C. § 655(f).
This standard represents a legislative judg-
ment that regulatory action should be sub-
jeet to review more stringent than the tra-
ditional “arbitrary and capricious” standard
for informal rulemaking. We have ob-
served that the arbitrary and capricious
standard itself contemplates a searching
“inquiry into the facts” in order to deter-
mine “whether the decision was based on a
consideration of the relevant factors and
whether there has been a clear error of
judgment.” Citigens to Preserve Overton
Park v. Volpe, 401 U.8. 402, 416, 91 B.Ct.
814, 824, 28 L.Ed.2d 136 (1971). Careful
performance of this task is especially impor-
tant when Congress has imposed the com-
paratively more rigorous “substantial evi-
dence” requirement. As we have empha-
sized, however, judicial review under the
substantial evidence test is ultimately def-
erential. See, e, g, Richardson v. Perales,
402 U.S. 889, 401, 91 S.Ct. 1420, 1427, 28
L.Ed.2d 842 (19T1); Consolo v. Federal Mar-
itime Comm’n, 383 U.S. 607, 618-621, 86
S.Ct. 1018, 1025-27, 16 L.Ed.2d 131 (1966).
The agency’s decision is entitled to the tra-
ditional presumption of validity, and the
court is mnot authorized to substitute its
judgment for that of the Secretary. If the
Secretary has considered the decisional fac-
tors and acted in conformance with the
gtatute, hiz ultimate decizion must be given
a large measure of respect. Id., at 621, 86
S.Ct., at 1027.

The plurality iz insensitive to three fac-
tors which, in my view, make judicial re-
view of occupational safety and health stan-
dards under the substantial evidence test
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particularly difficult. First, the issues of-
ten reach a high level of technical complexi-
ty. In such circumstances the courts are
required to immerse themselves in matters

to which they are unaccugtomed by training _|ros

or experience. Second, the factual issues
with which the Secretary must deal are
frequently not subject to any definitive res-
olution. Often “the factual finger points, it
does not conclude.” Society of Plastics In-
dustry, Inc. v. OSHA, 509 ¥.2d 1301, 1308
{CA2) (Clark, J.), cert. denied, 421 U.S. 992,
95 S.Ct. 1998, 4 L.Ed.2d 482 (1975). Causal
connections and theoretical extrapolations
may be uncertain. Third, when the ques-
tion involves determination of the accepta-
ble level of risk, the ultimate decision must
necessarily be based on considerations of
policy as well as empirically verifiable facts.
Factual determinations can al most define
the risk in some statistical way; the judg-
ment whether that risk is tolerable cannot
be based sclely on a resolution of the facts.

The decision to take action in conditions
of uncertainty bears little resemblance to
the sort of empirically verifiable factual
conclusions to which the substantial evi-
dence test is normally applied. Such deci-
sions were not intended to be unreviewable;
they too must be scrutinized to ensure that
the Secretary has acted reasonably and
within the boundaries set by Congress. But
a reviewing court must be mindful of the
Hmited nature of its role. See Vermont
Yankee Nuclear Power Corp. v. NRDC, 435
U.S. 519, 98 S.Ct. 1197, 55 L.Ed.2d 460
(1978). It must recognize that the ultimate
decision cannot be based solely on determi-
nations of fact, and that those factual con-
clusions that have been reached are ones
which the courts are ill-equipped to resolve
on their own,

Under this standard of review, the deci-
sion to reduce the permissible exposure lev-
el to 1 ppm was well within the Secretary’s
authority. The Court of Appeals upheld
the Sccretary’s conclusions that benzene
causes leukemia, blood disorders, and chro-
mosomal damage even at low levels, that an
exposure level of 10 ppm is more dangerous
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-than one of 1 ppm, and that benefits will
result from the proposed standard. It did
not set aside his finding that the number of
lives that would be saved was not subject to

1307 quantifieation. §Nor did it question his con-

clusion that the reduction was “feasible.”

In these circumstances, the Secretary’s
decision was reasonable and in full con-
formance with the statutory language re-
quiring that he “set the standard which
most adequately assures, to the extent fea-
sible, on the basis -of ‘the best available
evidence, that no employee will suffer ma-
‘terial impairment of health or functional
capacity even if such employee has regular
exposure to the hazard dealt with by such
standard for the period of his working life.”
29 U.S.C. § 655b)5). On this record, the
Secretary could conclude that regular expo-
sure above the 1 ppm level would pose a
definite risk resulting in material impair-
ment to some indeterminate but possibly
substantial number of employees. Studies
revealed hundreds of deaths attributable to
benzene exposure. Expert after expert tes-
tified that no safe level of exposure had
been shown and that the extent of the risk
declined with the exposure level, There
was gome direct evidence of incidence of
leukemia, nonmalignant blood disorders,
and chromosomal damage at exposure lev-
els of 10 ppm and below. Moreover, numer-
ous experts testified that existing evidence
required an inference that an exposure lev-
el above 1 ppm was hazardous. We have
stated that “well-reasoned expert testimo-
ny—based on what is known and uneontra-
dicted by empirical evidence—may in and of
itself be ‘substantial evidence’ when first-
hand evidence on the question . s
unavailable.” FPC v. Florida Power &

26. This is not to say that the Secretary is pro-
hibited from examining relative costs and bene-
fits in the process of setting priorities among
hazardous substances, or that systematic con-
slderation of costs and benefits Is not to be

d in the dard-setting p EL
forts to quantify costs and benefits, iike state-
ments of reasons generally, may help to pro-
mote informed consideration of decislonal fac-
tors and facilitate judicial review. See Dunlop
v. Bachowski, 421 U.S. 560, 571-574, 95 S.Ct.

Light Co, 404 US. 453, 464465, 92 S.Ct.
637, 644, 30 L.Ed.2d 600 (1972). Nothing in
the Act purports to prevent the Secretary
from acting when definitive information as
to the quantity of a standard’s benefits is
unavailable.® - Where, as here, the deficien-

cy in_jknowledge relates to the extent of .1708

the benefits rather than their existence, 1
see no reason to hold that the Secretary has
exceeded his statutory authority. .

B

The plurality avoids this conclusion
through reasoning that may charitably be
deacribed as obscure. According to the plu-
rality, the definition of occupational safety
and health standards as those “reasonably
necessary or appropriate to provide safe or
healthful working conditions”
requires the Secretary to show that it is
“more likely than not” that the risk he
seeks to regulate i3 a “significant” one.
Ante, at 2869. The plurality does not show
how this requirement can be plausibly de-
rived from the “reasonably necessary or
appropriate” clause. Indeed, the plurality’s
reasoning is refuted by the Act’s language,
structure, and legislative history, and it is
foreclosed by every applicable guide to stat-
utory conatruction. In short, the plurality’s
standard is a fabrication bearing no connec-
tion with the aets or intentions of Congress.

At the outset, it is important to observe
that “reasonably necessary or appropriate”

“clauses are routinely inserted in regulatory

legislaticn, and in the past such clauses
have uniformly been interpreted as general
provisos that regulatory actions must bear a
reasonable relation to those statutory pur-
poses set forth in the statute’s substantive
provisions. See, e. g, FCC v. National Citi-

1851, 1859-81, 44 L.Ed2d 377 (1975). The
Secretary indicates that he has attempted to
quantify costs and benefits in the past. See 43
Fed.Reg. 54354, 54427-54431 (1978} (lead}; id.,
at 27350, 27378-27379 (cotton dust).

It is not necessary in the present litigation to
say whether the Secretary must show a reason-
able relation between costs and benefits. Dis-
counting for the scientlfic uncertainty, the Sec.
retary sxpressl, nd ly—found such
a refation here.
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zens Committee for Broadcasting, 436 U.S.
715, T96-797, 98 S.Ct. 2096, 2112-13, 56
LEd2d 697 (1978); Mourning v. Family
Publicdtions Service, Inc., 411 U.S. 356, 369,
93 S.Ct. 1652, 1660, 36 L.Ed.2d 318 {1973);
Thorpe_Ly. Housing Authority of City of
Durham, 393 1].5. 268, 280-281, 89 5.Ct. 518,
525-26, 21 L.Ed.2d 474 (1969). The Court
has never--until today—interpreted a “rea-
sonably pecessary or appropriate” clause as
having a substantive content that super-
sedes a specific congressional directive em-
bodied in a provision that is focused more
particularly on an agency's authority. This
principle, of course, reflects the common
understanding that the determination of
whether reguletions are “reasonably neces-
sary” may be made only by reference to the
legislative judgment reflected in the stat-
ute; it must not be based on a court's own,
inevitably subjective view of what steps
should be taken to promote perceived statu-
tory goals.

The plurality suggests that under the
““reasonably necessary” clause, a workplace
is not “unsafe” unless the Secretary is able
to convince a reviewing court that a “sig-
nificant” risk is at issue. Ante, at 2364.
That approach is particularly embarrassing
in this case, for it is contradicted by the
plain language of the Act. The plurality’s
interpretation renders utterly superfluous
the first sentence of § 655(b)5), which, as
noted above, requires the Secretary to set
the standard “which mest adequately as-
sures . that no employee will suf-
fer material impairment of health.” In-

27. It is useful to compare the Act with other
regulatory statutes in which Congress has re-
quired a showing of a relationship between
costs and benefits or of an “unreasonable risk.”

100 SUPREME COURT REPORTER
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deed, the plurality’s interpretation reads
that sentence out of the Act. By so doing,
the plurality makes the test for standards
regulating toxie substances and harmful
physical agents substantially identical ‘to

‘the test for standards generally—plainly

the opposite of what Congress. intended.
And it is an odd canon of construction that
would ingert in a vague and general defini-
tional clause a threshold requirement that
overcomes the specific language placed in a
standard-setting provision. The most ele-
mentary principles of statutory eonstruction
demonstrate that precisely the opposite in-
terpretation is appropriate. See e g, FPC
v. Texaco Inc, 417 U.S 330, 394-895, 94
8.Ct. 2815, 2324-25, 41 L.Ed.2d 141 (1974);
Clark v. Uebersee Finanz-Korp., 332 US.
480, 488489, 68 S.Ct. 174, 177-78, 92 L.Ed.
88 (1947). In short, Congress could have
provided that the Secretary may not take
regulatory action until the existing |seien-
tific evidence proves the risk as issue to be
“significant,” ¥ but it chose not to do so.

The plurality’s interpretation of the “rea-
sonably necessary or appropriate” clause is
also conclusively refuted by the legislative
history. While the standard-setting provi-
sion that the plurality ignores received ex-
tensive legislative attention, the definition-
al clause received nome at all. An earlier
version of the Act, see n. 8, supra, did not
embody & clear feasibility constraint and
was not restricted to toxic substances or to
“material” impairments. The “reasonably
necessary or appropriate” clause was con-

(1976 ed., Supp.Il} (Energy Policy and Conser-
vation Act). This approach demonstrates a
legislative awareness of the difference between
2 feasihihty constraint and a constraint based

In some statutes C has ly re-

quired cost-benefit anal‘ysm ora demonstration
of some reasonable relation between costs and
benefits, See 33 1.5.C. § 701a (Flood Control
Act of 1936); 42 U.S.C. § 7545(c)(2)(B) (1876
ed, Suppll) {(Clean Air Act); 33 US.C.
§ 1314(X4NB) (1976 ed, Suppll) (Clean
Water Act) In others Congress has lmposed
two i d requir that

trative action be “feasible” and justified by a
balancing of costs and benefits, e g, 43 US.C.
§ 1347(b) (1976 ed., Supp.11) (Cuter Continental
Shelf Lands Act); 42 U.S.C. § 6295(a)2)(D)

ighing costs and benefits. See infra, at
2903 In still others Congress has authorized
of *“‘wnr ble risk,” a term
which has been read by scme courts to require
a balancing of costs and benefits. See, e g,
Aqgua Slide ‘N’ Dive Corp. v. Consumer Product
Safety Comm'n, 569 F.2d 831 (CAS 1978) (con-
struing 15 U.S.C. § 2058(c)(2){A) (Consumer
Produet Safety Act)); Forester v. Consumer
Product Safety Comm'n, 182 U.8.App.D.C. 153,
559 F.2d 774 (1977 (construing 15 U.S8.C.
§ 1261(s) (Child Protection and Toy Safety
Act)).

ﬂm
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tained in this prior version of the bill, ds it
was at all relevant times. Tn debating this
version, Members of Congress repeatedly
expressed concern that it would require a
risk-free universe. See, e. g., ante, at 2866
2867. ‘The definitional clause was not men-
tioned at all, an omission that would be
incomprehensible if Congress intended_tby
that -clause to require the Secretary to
guantify the risk he sought to regulate in
order to demonstrate that it was “signifi-
cant.” .

The only portions of the legislative histo-
ry on which the plurslity relies, see ibid.,
have nothing to do with the “reasonably
necessary or - appropriate” clause from
which the “threshold finding” requirement
is derived. Those portions consisted of crit-
icisms directed toward the earlier version of
the statute, which already contained the
definitional eclause. These critieisms, in
turn, were met by subsequent amendments
that limited application of the striet “no
employee will suffer” clause to toxic sub-
stances, inserted an explicit feasibility con-
straint, .and modified the word “impair-
ment” by the adjective “material.” It is
disingenuous at best .for the plurality to
suggest that isolated statements in the leg-
islative history, expressing concerns that
were met by subsequent amendments not
requiring any “threshold” finding, can justi-
fy reading such a reguirement into a “rea-
sonably necessary” clause that was in the
Act all along.®

28, The plurality 'aiso relies on its perception
that if the “reasonably necessary™ clause were
not given the meaning it ascribes to it, there
would be nc guidance for “standards cther
than those dealing with toxic materials and
harmful physical agents.” Ante, at 2863, n. 45.
For two reasons this argurrent is without force.
First, éven if the “reasonably necessary” clause
does have indepandent content, and even if that
content is as the plurality describes it, it cannot
under any fairminded readi

AThe plurality’s .various structural-argu- _jziz

ments are also unconvineing, The fact that
a finding of “grave danger” is required for
temporary standards, see ante, at 2283, n.
45, hardly implies that the Seeretary must
show for permanent standards that it is
mere probable than not that the substance
to be regulated poses a “significant” risk.
Nor is the reference to “toxic materials,”
ante, at 2864, in any way informative. - And
the  priority-setting provision, ante, 2865,
cannot plausibly be read to condition the
Secretary’s standard-setting autherity. on
an ability to meet the Court’s “threshold”
requirement.

The plurality ignores applicable canons of
construction, apparently because it finds
their existence inconvenient. But as we
stated quite recently, the inquiry into statu-
tory purposes should be “informed by an
awareness that the regulation is entitled to
deference unless it can be said not to be a
reasoned and supportable interpretation of
the Act.” Whirlpool Corp. v. Marshall, 45
U.8. 1, 11, 100 S.Ct. 883, 890, 63 L.Ed.2d 154
{1980).. Can it honestly be said that the
Becretary's interpretation of the Act is “un-
r d” or *u table™? And as we
stated in the same case, “safety legislation
is to be liberally construed to effectuate the
congressional purpose.” Id, at 13, 100
S.Ct., at 89L. The plurality’s disregard of
these principles gives eredence to the fre-
quently voiced criticism that they are hon-

ascribes to it. In this light, the plurality’s rea-
soning must be that when Congress amended
the bill te apply the strict § 655(b)5) require-
ments only to toxic substances, the definitional
clause gained an independent meaning that in
turn. prehended all dards. But surely
this ar turns congressi purp on
their head. . It reasons that when Congress sin-
gled out toxic substances for special regulation,
it simultaneously created a more lenient (“rea-

ng Suf the
express language of § 655(b)}5) for toxic sub-
stances and harmful physical agents.

Secomnxd, as noted above, an earlier version of
the hill applied the “no employee will suffer”
language to all substances. At that time, there
was no “gap,” and accordingly it could not be
argued that the “reasonably necessary or ap-
propriate” clause had the content the plurality

100 5.C1—72

¥") test for standards general-
ly, and that once that more lenient test was
applicable, it somehow superseded the strict

qui s for toxic That rea-
soning is both illogical and circular, Mor is
there any basis for the plurality's suggestion,
see ante, at 2867-2868, n. 54, that the original
bill's application to all standards was “entirely
inadvertent.”
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ored only when the Court finds itself .in
substantive agreement with the agency ac-
tion at isaue. .

In short, today's decision represents a
usurpation of decisionmaking authority that
has been exercised by and properly belongs
with Cengress and its authorized represent-
atives. |The plurality’s construction has no
support in the statute’s language, structure,
or legislative history. The threshold find-
ing that the plurality requires is the plurali-
ty’s own invention. - It bears no relationship
to the acts or intentions of Congress, and it
can be understood only as reflecting the
personal views of the plurality as to the
proper allocation of regources for safety in
the American workplace.

C

The plurality is obviously more interested
in the consequences of its decision than in
discerning the intention of Congress. But
since the language and legislative history of
the Aect are plain, there is no need for
conjecture about the effects of today’s deci-
gion. “It iz not for us to speculate, much
less act, on whether Congress would have
altered its stance had the specific events of
this case heen anticipated.” TVA v. Hill,
437 U.S,, at 185, 98 S.Ct,, at 2207. I do not
pretend to know whether the test the plu-
rality erects today is, as a matter of policy,
preferable to that created by Congress and
its delegates: the area is too fraught with
scientific uncertainty, and too dependent on
considerations of policy, for a court to he
sble to determine whether it is desirable to
require identification of a “significant” risk
before allowing an administrative agency to
take regulatory action. But in light of the
tenor of the plurality opinion, it is necessary
to point out that the question is not one-sid-
ed, and that Congress’ decision to authorize
the Secretary to promulgate the regulation
at issue here was & reasonable one.

In this -case the Secretary found that
exposure to benzene at levels above 1 ppm
posed a definite albeit unquantifiable risk
of chromosomzl damage, nonmalignant
blood disorders, and leukemia. The existing

100 SUPREME COURT REPORTER
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evidence was sufficient to justify the con-
clugion that such a risk was presented, but
it did not permit even rough quantifieation
of that risk. Discounting for the various
scientific uncertainties, the Secretary gave

_J*careful consideration to the question of L1+

whether the[] substantial costs” of the
standard “are justified in light of the haz-
ards of exposure to benzene,” and concluded
that “these costs are necessary in order to
effectuate the statutory purpose . . .
and to adequately protect employees from
the hazards of exposure to benzene.” 43
Fed.Reg. 5941 (1978).

In these circumstances it seems clear that
the Secretary found a risk that is “sigmifi-
cant” in the sense that the word is normally
used. There was some direct evidence of
chromosomal damage, nonmalignant blood
disorders, and leukemia at éxposures at or
near 10 ppm and below. In addition, expert
after expert testified that the recorded of-
fects of benzene exposure &t higher levels
justified an inference that an exposure level
above 1 ppm was dangerous. The plurali-
ty's extraordinarily searching scrutiny of
this factual record reveals no basis for a
conclusion that quantification is, on the ba-
sis of “the best available evidence,” possible
at the present time. If the Secretary decid-
ed to wait until definitive information was
available, American workers would be sub-
jected for the indefinite future to a possibly
substantial risk of benzene-indueed leuke-
mia and other illnesses. It is unsurprising,
at least to me, that he concluded that the
statute authorized him to take regulatory
action now. )

Under these circumstances, the plurality’s
requirement of identification of a “signifi-
cant” risk will have one of twe conse-
guences. If the plurality means to require
the Secretary realistically to “quantify” the
rigk in order to satisfy a court that it is
“significant,” the record shows that the plu-
rality means to require him to do the impos-
sihle; But the regulatory inaction has very
significant costs of its own. The adoption
of such a test would subject American
workers to a continuing risk of cancer and
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other serious diseases; . it would disable the
Secretary from regulating a wide variety of
carcinogens for which quantification simply
cannot be undertaken at the present time.

115 _|There are encouraging signs that today’s

J1ie

decision does not extend that far® My
Brother POWELL concludes that the Secre-
tary is not prevented from taking regula-
tory action “when reasonable quantification
cannot be accomplished by any known
methods.” See ante, at 2876. The plurality
also indicates that it would not prohibit the
Secretary from promulgating safety stan-
dards when quantification of the benefits is
impossible. See ante, at 2871, and n, 63,
The Court might thus allow the Secretary
to attempt to malke a very rough quantifi-
cation of the risk imposed by a carcinogenic
substance, and give considerable deference
to his finding that the risk was significant.
If s0, the Court would permit the Secretary
to promulgate precisely the same regulation
involved in these cases if he had not relied
on a carcinogen “policy,” but undertaken a
review of the evidence and the |expert testi-
mony and concluded, on the basis of con-
servative assumptions, that the risk ad-
dressed is a significant ome. Any other
interpretation of the plurslity’s approach
would allow & eourt to displace the agency’s
judgment with its own subjective concep-
tion of “significance,” a duty to be per-
formed without statutory guidance.

The consequences of this second approach
would hardly be disastrous; indeed, it dif-

20, The pluratity suggests that it is for the agen-
cy “to determine, in the first instance, what it
considers to be a ‘significant’ risk,” and that

fers from my own principally in its assess-
ment of the basis for the Secretary’s deci-
sion in these cases. It is objectionable,
however, for three reasons. First, the re-
quirement of identification of a “signifi-
cant” risk simply has no relationship to the
statute that the Court today purports to
construe. Second, if the “threshold find-
ing” requirement means only that the Sec-
retary must find “that there is a need for
such a standard,” ante, at 2864-2865, n. 48,
the requiremient was plainly satisfied by the
Secretary’s express statement that the stan-
dard’s costs “are necessary in order to ef-
fectuate the statutory purpese . . -
and to adequately protect employees from
the hazards of exposure to benzene” 48
Fed.Reg. 5941 (1978). Third, the record
amply demonstrates that in light of exist-
ing scientific knowledge, no purpose would
be served by requiring the Secretary to
take steps to quantify the risk of exposure
to benzene at low levels. Any such quanti-
fication would be based not on scientific
“knowledge” as that term is normally un-
derstood, but on considerations of policy.
For carci like b , the p
tions on which B dose-response curve must
be based are necessarily arbitrary. To re-
quire a quantitative showing of a “signifi-
cant” risk, thercfore, would either paralyze
the Secretary into inaction or force him to
deceive the public by acting on the basis of
assumptions that must be considered too
speculative to support any realistic assess-

In this respect, the differences between my
approach and that of Mr. Justice POWELL may
be comparatively narrow. We are agreed on

the agency “is free to use conservative P
tions in interpreting the data, . " Ante,
at 287). Moreover, my Brother POWELL
would not require “guantification of risk in
every case.” Ante, at 2876 (opinion concurring
in part and concurring in judgment). As I read
his opinion, Mr. Justice POWELL would have
permitted the Secretary to promulgate the
standard st issue here if the Secretary had
provided a more carefully reasoned explanation
of hiz conclusion that the risk at issue justified
the admittedly significant costs of the benzene
standard. Mr, Justice POWELL aiso suggests
that such a conclusion would be subject to
relatively deferential review. Ante, at 2878, n,
8.

two prop that I regard as critical to a
fairminded interpretation of the Act: (1) the
Secretary may regulate risks that are not sub-
ject to quantification on the basis of the “best
available evidence™; and (2) the Secretary’s
judgment that a particular health risk merits
regulatory action is subject to limited judicial
serutiny. It is encouraging that at least five
Members of the Court accept these basic prop.
ositions.

For reasons stated in the text, however, I
disagree with my Brother POWELL's conclu-
sion that it is appropriate to hold in these cases
that the Act requires the Secretary to show a
reasonable relationship between costs and ben-
efits.
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ment of the relevant risk. . See McGarity,
Substantive and Procedural Discretion in
Administrative Resolution of Science Policy
Questions: Regulating Carcinogens in EPA
and OSHA, 67 Geo.LJ. T29, 806 (1979). It
is encouraging that the Court appears will-

_Ln17ing [not to require quantification when it is

not fairly possible. See ente, at 2871, and
n. 63,

Though it ia difficult to see how a future
Congress could be any more explicit on the
matter than was the Congress that passed
the Act in 1970, it is important to remember
that todsy's decision is subject to legislative
reversal, Congress may continue to believe
that the Secretary should not be prevented
from protecting American workers from
cancer and other fatal diseases until scien-
tific evidemce has progressed to a point
where he can convince a federal court that
the risk is “significant.” Today’s decision is
abjectionable not because it is final, but
because it places the burden of legislative
inertia on the beneficiaries of the safety
and health legislation in question in these
cases, By allocating the burden in this
fashion, the Court requires the American
worker to return to the political arena and
1o win & victory that he won once befure in
1970. I am unable to discern any justifica-
tion for that result.

30. Finding obscurity in the word “feasible,” my
Brother REHNQUIST invokes the nendelega-
tion doctrine, which was last used to invalidate
an Act of Congress in 1935, A.I.A. Schechter
Poultry Corp. v. United States, 295 1.S. 485, 55
S.Ct. 837, 79 L.Ed. 157¢ (1935). While my
Brother REHNQUIST eloquently argues that
there remains a place for such a doctrine in our
jurisprudence, I am frankly puzzled as to why
the issue is thought to be of any relevance here.
The nondelegation doctrine is designed to as-
sure that the most fundamental decisions will
be made by Congress, the slscted rep

100 SUPREME COURT REPORTER
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D
Since the plurality’s construction of the
“reasonably necessary or appropriate”
clause is ursupportable, I turn to a brief
discussion of the other arguments that re-
spondents offer in support of the judgment
below,

First, respondents characterize the Act as
8 pragmatic statute designed to balance the

benefits of a safety and health regulation

against its costs. Respondents observe that
the statute speaks in terms of relative pro-
tection by providing that safety must be
assured “so far as possible,” 28 U.S.C.
§ 651(b), and by stating that the “no mate-
rial impairment” requirement is to be im-
posed only “to the extent feaaible.” * _|Re-
spondents contend that the term feasible
should be read to require consideration of
the economic burden of & standard, not
merely its technological achievability. I de
not understand the Secretary to disagree.
But respondents present no argument that
the expenditure required by the benzene
standard is not feasible in that respect.
The Secretary concluded on the basis of
substantial evidence that the costs of the
standard would be readily ahsorbed by the
20 affected industries. One need not define
the feasibility requirement with precision in
order to conclude that the benzene standard
is “feasible” in the sense that it will not
in the same sentence with the “no employee
will suffer” language, lt is clear that “feasib "
means 1 and
achievable. Under the Act, the Secretary is
afforded considerably more guidance than are
other administrators acting under different reg-
ulatory statutes. In short, Congress has made
“the critical policy decisions” in these cases,
see ante, at 2886 (REHNQUIST, J., concurring
in the judgment).
The plurality’s apparent suggestion, see ante,
at 2866, that the nondelegation doctrine might

techne

tives of the people, rather than by inistra-

be“' d if the y were permitted to
definite but ifiable risks is

.tors. Some minimal definiteness is therefore
required in order for Congr to del its

plainly wrong. Such a statute would be quite
and

authority to administrative agencies.

Congress has been sufficlently definite here
The word “feagible” has a bl
meaning, and its interpretation can be mfonned
by other contexts in which Congress has used
it. See n. 27, supra. Since the term is placed

would thus raise no constitutional
question under Schecfiter Poultry.. Moreover,
Congress could rationally decide that it would
be better to require industry to bear “feasible”
costs than to subject American workers to an
indeterminate risk of cancer and other fatal
diseases.

s
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materially harm the financial condition of
the regulated industries.

Regpondents suggest that the feasibility
requirement should be understood not
merely to refer to a standard's expense, but
also to mandate a finding that the benefits
of an occupational safety and health stan-
dard bear a reasonable relation |to its costs.
I believe that the statute’s language, strue-
ture, and legislative history foreclose re-
spondents’ position. In its ordinary mean-
ing an activity is “feasible” if it is capable
of achievement, not if its benefits outweigh
its costs. See Webster's Third New Inter-
national Dictionary 831 (1976). Moreover,
respondents’ interpretation would render
§ 655(bX5) internnlly inconsistent by read-
ing into the term “fessible” a requirement
irreconcilable with the express language au-
thorizing the Secretary to set standards as-
suring that “no employee will suffer mate-
rial impairment . . ,.” Respondents’
position would render that language merely
hortatory. As noted above, no cost-benefit
analysis is referred to at any point in the
statute or its legislative history, an omission
which cannot be deemed inadvertent in
light of the explicit cost-benefit require-
ments inserted into other regulatory legisla-

31. Seen. 27, supra.

32, Congress’ antipathy toward cost-benefit bal-
ancing is evident throughout the legislative his-
tary of the Act. For example:

“The costs that will be incurred by employers
in meeting the standards of health and safety to
be established under this bil! are, in my view,
reasonable and necessary costs of doing busi-
ness. Whether we, as Individuals, are motivat-
ed by simple humanity or by simple economics,
We can no longer permit profits to be depend-
ent upon an umsafe or unhealthy worksite.”
118 Cong.Rec. 41765 (1970), Leg.Hist. 1150
1151 (Sen. Eagleton).

Similarly, Senator Yarborough steted:

""We are talking about people's lives, not the
indifference of some cost accountants. We are
talking about assuring the men and women
who work in our plantz and factories that they
will go home after a day's work with their
bodics intact. Wa are talking about assuring
our American workers whe wofrlk with deadly
chemicals that when they have accumulated g
few year's seniority they will not have accumu-
lated lung congestion: and poison in their bod-
ies, or something that will strike them down

tion.3 Finally, the legislative history of the
feasibility -requirement, see n. 8, supra,

demonstrates that Congress’ sole concern

was that standards be economically and
technologically achievable. The legislative
intent was to prevent the Secretary from
materially harming the financial condition
of regulated industries in order to eliminate
risks of impairment. = Congress did not in-
tend to preclude the Secretary from taking
regulatory maction where, as here, ne such
threat to industry is posed.®

_1In order to decide these cases, however, it _120

is not necessary to resolve the question
whether the term “feasible” may contem-
plate some balancing of the costs and benc-
fits of regulatory actien® Taking into
zecount the uncertainties in existing knowl-

" edge, the Secretary made an express find-

ing that the hazards of benzene exposure
were sufficient to justify the regulation’s
costs. 43 Fed.Reg. 5941 (1978). Any re-
quirement to balance costs and benefits
cannot be read to invalidate this wholly
rational conclusion. A contrary result, fore-
ing the Secretary to wait for quantitative
data that may not be available in the fore-
seeable future, would run directly counter
to the protective purposes of the Act™

. before they reach retirement age.” 116 Cong.
Rec., at 37625; Leg.Hist. 510.

33, Nor need [ discuss the possibility, raised by
counsel for the federal parties in oral argument,
that a decision to regulate a substance posing a
negligible threat to health and safety could it-
self be challenged as arbitrary and capricious
under the Administrative Procedure Act. See
Tr. of Oral Arg. 23.

34. Respondents also rely on the statutory -re-
qut that the y may act only ‘to
prevent “material” impairment. They contend
that the standard promuigated here does not
fall within that category because the risk is so
low. This interpretation derives no support
from the statute or its legislative history. The
statute itself states that standards should en-
sure that no employee will suffer “material
impairment,” not material risk of impairment.

The language iz consistent with the legisia-
tive histary. In an early version of the Act, the
word “impairment” was modified by “any”
rather than “material.” See n. 8, supra. The
feasibility and materiality requirements were
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173 _JFinally, respondents suggest broadly that

the Secretary did not fulfill his statutory
responsibility to act on the basis of “re-
search, demonstrations, experiments,” and
to consider “the latest available scientific
data in the field, the feasibility of the stan-
dards, and experience gained under this and
other health and safety laws.” 29 US.C.
§ 655(b)X5). Here, they contend, the Secre-
tary based his decision solely on “views and
arguments.” Brief for Respondents Ameri-
can Petroleum Institute et al. 52. 1 disa-
gree. The Secretary compiled an extensive
record composed of over 50 volumes of ex-
hibits. Most of those exhibits are the re-
ported results of research and demonstra«
tions representing “the latest available sci-
entific data” The Secretary offered 2
careful discussion of these data in the state-
ment accompanying the permanent stan-
dard. His ultimate conclusions were
grounded in extemsive findings of fact.
Where, a8 here, there are gaps in existing
knowledge, the Secretarys decision must
necessarily be based on considerations of
policy as well as on empirically verifiable
facts.

added simwltanecusly as part of an effort to
qualify the original language authorizing the
Secretary to ensure that “no employee will
suffer any impairment of health or functional
capacity, or diminished life expectancy.” Sen-
ator Dominick was concerned that the phrase
“any’ impairment would require the

100 SUPREME COURT REPORTER

448 Us. 721

In passing the Occupational Safety and
Health Act of 1970, Congress was aware
that it was authorizing the Secretary to
regulate in areas of scientific uncertainty.
But it intended to require stringent regula-
tion even when definitive information was
unavailable. In reducing the permissible
level of exposure to benzene, the Secretary
applied proper legal standards. His deter-
minations are supported by substantial
eviflence. The Secretary’s decision was one,
then, which the governing legislation autho-
rized him to make

v

In recent years there has been increasing
recognition that the products of technologi-
cal development may have harmful effects
whose incidence and severity cannot be pre-
dicted with certainty. The responsibility to
regulate such products has fallen to admin-
istrative agencies. Their tdsk is not an
enviable one. Frequently no clear causal
link ean be established between the regulat-
ed substance and the harm to be averted.
Risks of harm are often uncertain, but inac-
tion has considerable costs of its own. The
agency must decide whether to take regula-

conduct this test, according to the court, violat-
ed the statutory requirement that the Secretary
act on the basis of “the best available evi-
dence” and “the latest available scientific data
In the field.”

in the hearings beforre the agency, respon-

to prevent insect bites. . 116 Cong.Rec. 36522
(1970), Leg.Hist. 345. .

The respondents’ construction weuld pose an
encrmous obstacle to efforts to regulate toxic
substances under § 655(b)(5). The probability
of contracting cancer will ih most be

dents pr to the
posidon that benzme could be absorbed
through the skin, and there was evidence in the
record to support that position. Both animal
. and human studies had found such absorption.
In these cir the Yy was not

quite small with respect to any particular em-
ployee. If the statute were read to authorize
the Secretary to act only to assure that ‘no

- employee will suffer materinl risk of impair-
ment,” the Secretary would be disabled from
regulating substances which poses a small risk
with respect to any particular employee but
which will nonetheless resuit l.n the death of

bers of the employee pool.

35, Although the Court of Appeals accepted the
Secretary’s finding that dermal contact with
‘benzene conld cause leukemia, it set aside the
dermal contact standard because of the Secre-
1ary’s failure 1o perform an experiment recom-
mended by an industry witness. The failure to

d to undertake additional studies sim-
ply “because a witness testified that such stu-
dies would be informative. The Lmposition of
such a requirement would parnlyze the stan
dard-setting p The S V's
is to act on the basis of "nvailnble" evidence,
not evidence which may become available in
the future.

In setting aside the dermal contact standard,
the Court of Appeals also relied on its conclu-
sion that the Secretary had not shown that
quantifiable benefits would result from the

dard. As the di above indi
the court applied incorrect legal standards in so
holding.

1z
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tory ‘action against possibly - substantial
risks or to wait until ‘more definitive infor-
mation becomes available—a judgiment
which by its very nature cannot be based
solely on determinations of fact.%

" Those - delegations, in turn, have been
made on the understanding that judicial
review would be available to ¢nsure that
the agency’s determinations are supported
by substantial evidence and that its actions
do not exceed the limits set hy Congress.
In the Occupational Safety and Health Act,
Congress expressed confidence that the
eourts would carry out this important re-
sponsibility. But in these cases the pluralis
ty has far exceeded its authority. The plu-
rality's “threshold ﬁnding" requirement is
nowhere to be found in the Aect and is
antithetical to its basic purposes. “The fun-
damental policy questions appropriately re-
solved in Congress are not sub-
ject to reexamination in the federal courts
under the guise of judicial review of agency
action.” Vermont Yankee Nuclear Power
Corp. v. NRDC, 435 1.5, at 558, 98 S.Ct., at
1219 (empbasis in original). Surely this is
no less true of the decision to ensure safety
for the American worker than the decision
to proceed with nuclear power. See ibid.

Because the approach taken by :the ,plu-
rality is so plainly frreconcilable with the
Court’s proper institutional role, I am cer-
tain that it will not stand the test of time.
In all likelihood, today’s decision wilt come
to be regarded as an extreme reaction to a
regulatory scheme that, as the Members of
the plurality perceived it, imposed an un-
duly harsh burden on regulated industries.
But as the Constitution “does not enact Mr.
Herbert Spencer's Social Statics,” Lochner
v. New York, 198 U.S. 45, 75, 25 S.Ct. 539,
546, 49 L.Ed. 937 (1905) (Holmes, J., dissent-
ing), so the responsibility to scrutinize fed-
era! admimstrative action does not eutho-
rize this Court to strike its own balznee
between the_jcosts and benefits of occupa-
tional safety standards. I am confident

36, See W. Lowrance, Of Acceptable Risk: Sci-
ence and the Determination of Safety (1976);
Stewert, Paradoxes of Liberty, Integrity and
Fraternity: The Collective Nature of Enviren-

that - the - approach taken by the plurality
today, like that in Lochner itself, will even-
tually. .be abandoned, and that the repre-
sentative branches of government will once
agein he allowed.tc determine the level of
safety and heslth protection to be uccorded
to the American worker.

Q] gmnuusmsvsrm

448 U.S. 725, 65 LEd2d 1086
Wiliam Jack HAMMETT
Y.

State of TEXAS.

No. 79-5050.

July 2, 1980, :

Defendant’s conviction for murder and
sentence to death were affirmed by the
Texas Court of Criminal Appeals, 578
S.W.2d 699. After attorney filed petition
for writ of certiorari, defendant filed mo-
tion to dismiss. The Supreme Court held
that in absence of any issue as to defend-
ant’s competence to withdraw the petition
which had been filed against his will, the
metion weukl be granted.

Motion granted.

.. Mr. Justice Marshall dissented and filed
an cplmon in Whlch Mr, Justice Brenmm
Joined,

Mr. Justice Blackmun filed a dmentmg
opinion. .

Federa! Courts +=510 v v
Where petitioner had moved to with-
draw petition for ccrtiorari, where state did
riot oppose the motlun, and where there was
mental Quality and Judlclal Rev:ew of Adminis-

| trative  Action,” 7’ Envn'bn[. 463, 469-472
(1977) S
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where the agreement was formed or an
overt act occurred.” United States v.
Winship, 724 F.2d 1116, 1125 (5th Cir.
1984). Therefore, the district court clearly
had proper venue over the conspiracy
charges because there was clearly an overt
act committed there; i.e., the importation
of cocaine. Crimes based on a Pinkerton
theory may be tried where the co-conspira-
tor committed the crime, United States v.
Parrish, 736 F.2d 152, 158 (5th Cir.1984)
Therefore, the district court had proper
venue over the cocaine importation charges
as well.

VI

In summary, we find no basis for rever-
sal of the district court. There was suffi-
cient evidence to support the jury’s finding
that one conspiracy existed and to support
each of the convictions. Neither the delib-
erate ignorance instruction nor the admis-
sion of evidence of Bauman’s personal use
of cocaine and of Cary's distribution of
cocaine was reversible error. Defendants’
remaining claims lack even colorable merit.
The trial court was correct in denying the
defendants’ motions for judgment of ac-
quittal. Therefore, the decision of the dis-
trict court is

AFFIRMED.

w
¢l g NEY WUMBER SYSTEM
T

CORROSION PROOF FITTINGS,
et al., Petitioners,
Y.

The ENVIRONMENTAL PROTECTION
AGENCY and William K. Reilly,
Administrator, R dent

No. 89-4596.

United States Court of Appeals,
Fifth Circuit.

Oct. 18, 1991.
On Motion for Clarification Nov. 15, 1991.
Rehearing Denied Nov. 27, 1991.

Petition was filed for review of final
rule promulgated by Environmental Protec-

tion Agency (EPA) under Toxic Substances
Control Act section prohibiting future man-
ufacture, importation, processing, and dis-
tribution of asbeslos in almost all products.
The Court of Appeals, Jerry E. Smith, Cir-
cuit Judge, held that: (1) foreign entities
lacked standing under Act to challenge
rule; (2) EPA failed to give required notice
to public, before conclusion of hearings,
that it intended to use “‘analogous expo-
sure” data to calculate expected benefits of
product bans; and (3) EPA failed to give
adequate weight to statutory language re-
quiring it to promulgate least burdensome,
reasonable regulation required to protect
environment adequately.

Petition granted, regulation vacated,
matter remanded.

1. Administrative Law and Procedure
€669
Health and Environment €225.15(3.3)

To extent that briefs of amici curiae
raised new issues before Court of Appeals
on challenge to Environmental Protection
Agency’s (EPA) promulgation of rule,
Court would not consider those arguments;
however, when those briefs raised varia-
tions of arguments also raised by petition-
ers, court would draw on those briefs if
helpful in consideration of other issues
properly brought before court.

2. Administrative Law and Procedure
677

Health and Environment €=25.15(3.3}

On challenge to Environmental Protec-
tion Agency’s (EPA) promulgation of final
rule prohibiting future manufacture, impor-
tation, processing, and distribution of as-
bestos in almost all products, Court of Ap-
peals could consider arguments raised by
amici that related to differences in fiber
types, sizes, and manufacturing processes
even if those differences only were raised
by petitioners within context of prohibiting
specific friction products, such as gasket
sheets and roof coating; role of amici was
intended to bridge gaps in issues initially
and properly raised by parties.
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3. Health and Environment ¢=25.15(4)

Issue of whether foreign entities had
standing to contest Environmental Protec-
tion Agency’s (EPA) final asbestos rule
was question of prudential standing, which
was of less than constitutional dimensions;
thus, touchstone of analysis was statutory
language used by Congress in conferring
standing upon general public.

4, Administrative Law and Procedure
668
Health and Environment ¢=25.15(4)

Only those who come within zone of
interests to be protected or regulated by
Toxic Substances Control Act have pruden-
tial standing to bring challenges to regula-
tions under Act; when party's interests are
inconsistent with purposes implicit in Aect,
it can reasonably be assumed that Con-
gress did not intend to permit suit. Toxie
Substances Control Act, § 1%a), 15
U.S.C.A. § 2618(a).

5. Administrative Law and Procedure
=668

Under “zone of interests” test, Court
of Appeals liberally construes congression-
al acts to favor plaintiff’s standing to chal-
lenge administrative actions; however, if
plaintiff is not itself subject of contested
regulatory action, test denies right of re-
view when plaintiff’s interests are so mar-
ginally related to or inconsistent with pur-
poses implicit in statute that it cannot rea-
sonably be assumed that Congress intend-
ed to permit suit.

6. Administrative Law and Procedure
=668
Health and Environment &=25.15(4)

Canadian mine workers lacked stand-
ing to contest Environmental Protection
Agency’s (EPA) promulgation of final rule
under Toxic Substances Control Act section
prohibiting future manufacture, importa-
tion, processing, and distribution of asbes-
tos in almost all products; mine workers
argued that EPA erred by not considering
effects of ban on foreign countries and
workers, but, while Act speaks of necessity
of cleaning up national environment and
protecting United States workers, it is
largely silent concerning international ef-

947 FEDERAL REPORTER, 2d SERIES

fects of agency action. Toxic Substances
Control Act, § 6, 15 US.C.A. § 2605.

7. Adminisirative Law and Procedure
=668

Health and Environment €=25.15(4)

Because Toxic Substances Control Act
did not require Environmental Protection
Agency (EPA) to consider foreign effects
when promulgating final rule prohibiting
future manufacture, importation, process-
ing, and distribution of asbestos in almost
all products, Canadian asbestos mine opera-
tor lacked standing to challenge that rule,
despite argument that its status as vendor
to American vendee gave it right to contest
administrative decisions that affected eco-
nomic well-being of vendee;, vendee was
independent entity, fully capable of assert-
ing its own rights. Toxic Substances Con-
trol Act, § 6, 15 US.C.A. § 2605.

8. Statutes ¢=219(1)

Courts should give great weight to any
reasonable construction of regulatory stat-
ute adopted by agency charged with en-
forcement of that statute; thus, only
where congressional intent is pellucid is
court entitled to reject reasonable adminis-
trative construction of statute.

9. Health and Environment ¢=25.5(3)

In promulgating final rule under Toxic
Substances Control Act section prohibiting
future manufacture, importation, process-
ing, and distribution of asbestos in almost
all products, Environmental Protection
Agency's (EPA) decigion to ignore interna-
tional effects of rule was rational construc-
tion of Act. Toxic Substances Control Act,
§ 6, 15 U.S.C.A. § 2605.

10. Administrative Law and Procedure
€398

Health and Environment €=235.5(9)

During rule-making procedure which
resulted in Environmental Protection Agen-
cy’s (EPA) promulgation of final rule per-
taining to asbestos, EPA was not required
to cross-examine witnesses of opponents of
rule.
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11. Administrative Law and Procedure
<401

Health and Environment €=25.5(9)

It was within Environmental Protec-
tion Agency's (EPA) discretion to designate
hearing officer, rather than administrative
law judge, to preside at hearings on rule
under Toxic Substances Control Act to pro-
hibit future manufacture, importation, pro-
cessing, and distribution of asbestos in al-
most all products. Toxic Substances Con-
trol Act, § 6, 15 US.C.A. § 2605,

12, Administrative Law and Procedure
=398

Health and Environment ¢=25.5(9)

During rule-making procedure which
resulted in Environmental Protection Agen-
cy's (EPA) promulgation of final rule under
Toxic Substances Control Act section pro-
hibiting future manufacture, importation,
processing, and distribution of asbestos in
almost all products, EPA was not required
to assemble panel of experts on ashestos
disease risks; EPA already possessed
abundance of information on subject. Tox-
ic Substances Control Act, § 6, 15 U.S.C.A.
§ 2605.

13. Administrative Law and Procedure
<416
Ageney’s choices concerning its rule-
making procedures are entitled to great
deference, as agencies are best suited to
determine how they should allocate their
finite resources.

14. Administrative Law and Procedure
=398

Health and Environment ¢25.5(9)

In rule-making proceedings which re-
sulted in Environmental Protection Agen-
cy's (EPA) issuance of final rule under
Toxic Substances Control Act section pro-
hibiting future manufacture, importation,
processing, and distribution of asbestos in
almost all products, EPA’s general failure
to accord interested parties adequate cross-
examination of all of EPA’s major witness-
es, while improper, was insufficient by it-
self to mandate overturning rule. Toxic
Substances  Control  Act, §§ 6(c)(3),
19(cY1}B)i), 15 U.S.C.A. §§ 2605(c)3),
2618(c)(L)(B)(ii).

15. Administrative Law and Procedure
=394, 817
Health and Environment ¢=25.5(9),
25.15(12)

Environmental Protection Agency's
(EPA) failure to give notice to public, be-
fore conclusion of hearings on rule under
Toxiec Substances Control Act to prohibit
future manufacture, importation, process-
ing, and distribution of asbestos in almost
all products, that EPA intended to use
“analogous exposure’ data to calculate ex-
pected benefits of product bans required
vacation of rule and remand to EPA for
further proceedings; analogous exposure
estimates supported substantial part of
rule finally promulgated by EPA. Toxic
Substances Control Act, § 6, 15 U.S.C.A.
§ 2605.

16. Administrative Law and Procedure
=797
Court of Appeals uses relatively le-
nient standard in judging administrative
rule-making proceedings.

17. Administrative Law and Procedure
791

Substantial evidence to support final
agency rule requires something less than
the weight of the evidence, and possibility
of drawing two inconsistent conclusions
from evidence does not prevent agency’s
finding from being supported by substan-
tial evidence; this standard requires that
agency’s decision be based on entire record,
taking into account whatever in record de-
tracts from weight of agency’s decision,
and that agency’s decision be what reason-
able mind might accept as adequate to sup-
port its conclusion.

18. Administrative Law and Procedure

€=763, 791
Health and Environment €=25.15(7)
Arbitrary and capricious standard

found in Administrative Procedure Act and
substantial evidence standard found in Tox-
ic Substances Control Act (TSCA) are dif-
ferent standards, even in context of infor-
mal rule making; substantial evidence
standard mandated by TSCA is generally
considered to be more rigorous than arbi-
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trary and capricious standard normally ap-
plied to informal rule making, and affords
considerably more generous judicial review
than arbitrary and capricious test. 5
U.S.C.A. § 551 et seq.,; Toxic Substances
Contro! Act, § 19c)1)BXi), 15 U.S.CA.
§ 2618(c)(1)BX)i).

19. Administrative Law and Procedure
=791

Health and Environment €=25.15(7)

Substantial evidence standard mandat-
ed by Toxic Substances Control Act impos-
es considerable burden on agency and lim-
its its discretion in arriving at factual
predicate. Toxic Substances Control
Act, § 19(e)1)(BXI), 15 US.C.A,
§ 2618(c)1)(B)).

20. Administrative Law and Procedure
791

Health and Environment ¢=25.15(7)

Under substantial evidence standard of
Toxic Substances Control Act, reviewing
court must give careful scrutiny to agency
findings and, at same time, accord appro-
priate deference to administrative decisions
that are based on agency experience
and expertise. Toxic Substances Control
Act, § 19{cH1NB)G), 15 US.CAA.
§ 2618(c)1)(BXD).

21. Administrative Law and Procedure
@791

Health and Environment ¢=25.15(7)

In evaluating whether Environmental
Protection Agency (EPA) has presented
substantial evidence to support final rule
regulating substance under Toxic Sub-
stances Control Act, court examines wheth-
er quantities of regulated chemical enter-
ing into environment are “substantial” and
whether human exposure to chemical is
‘“substantial” or “significant.” Toxic Sub-
stances Control Act, § 6, 15 US.CA.
§ 2605,

22. Administrative Law and Procedure
=402
Agency may exercise its judgment
without strictly relying on quantifiable
risks, costs, and benefits, but it must co-
gently explain why it has exercised its dis-
cretion in given manner and must offer
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rational connection between facts found
and choice made.

23. Administrative Law and Procedure
=391
All agency rules are given presump-
tion of validity, and it is up to challenger to
any rule to show that agency action is
invalid.

24, Administrative Law and Procedure
=750

Health and Environment ¢=25.15(5.1)

Upon judicial review, burden remains
on Environmental Protection Agency (EPA)
to justify that products it bans under Toxic
Substances Control Act present unreason-
able risk, no matter how regulated. Toxic
Substances Control Act, § 6, 15 US.C.A.
§ 2605.

25. Health and Environment ¢=25.5(3)
Environmental  Protection Agency
(EPA) presented insufficient evidence to
justify its final rule under Toxie Sub-
stances Control Act section prohibiting fu-
ture manufacture, importation, processing,
and distribution of asbestos in almost all
products; EPA failed to consider all neces-
sary evidence and failed to give adequate
weight to statutory language requiring it
to promulgate least burdensome, reason-
able regulation required to protect environ-
ment adequately. Toxic Substances Con-
trol Act, § 6(2), 15 U.S.C.A. § 2605(a).

26. Health and Environment ¢=25.5(3}
In promulgating final rule under Toxie
Substances Control Act section banning as-
bestos, Environmental Protection Agency
(EPA) failed to show it met requirement
under Act that EPA use least burdensome
regulation to achieve its goals of minimum
reasonable risk; EPA rejected calculating
how many lives less burdensome regulation
would save, and at what cost, and, when
calculating benefits of its ban, explicitly
refused to compare it to improved work-
place in which currently available control
technology was utilized. Toxic Substances
Control Aect, § 6(a), 15 U.S.C.A. § 2605(a).

27, Health and Environment ¢=25.5(3)
In order to impose regulation totally
banning substance under Toxic Substances
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Control Act, Environmental Protection
Agency (EPA) must show not only that its
proposed action reduces risk of product to
adequate level, but also that actions Con-
gress identified as less hurdensome also
would not do job. Toxic Substances Con-
trol Act, § 2 et seq., 15 U.S.C.A. § 2601 et
seq.
28. Health and Environment ¢&25.5(3)
In promulgating rule under Toxic Sub-
stances Control Act section banning asbes-
tos, Environmental Protection Agency
(EPA) properly discounted perceived non-
monetary benefits of rule in saving human
lives; however, EPA’s choice of 13-year
period of its calculations was so short as to
make unquantified period so unreasonably
large that any EPA reliance upon it had to
be displaced. Toxic Substances Control
Act, § 6(a), 15 U.S.C.A. § 2605(a).

28, Health and Environment &=25.5(9)

Waiver provision allowing Environ-
mental Protection Agency (EPA) to extend
temporarily the planned phase-out of
banned products if hoped-for substitutes
fail to materialize in time may not be used
by EPA to lessen its burden when justify-
ing banning products under Toxic Sub-
stances Control Act without existing sub-
stitutes; by its own terms, exemption
shifts burden onto waiver proponent to con-
vince EPA that waiver is justified, and
waiver only may be granted by EPA in
very limited circumstances. Toxic Sub-
stances Control Act, § 6(c)(1}C), 15
U.S.C.A. § 2605(c)1XC).

30. Health and Environment ¢=25.5(3)
Under Toxic Substances Control Act,
agency is empowered to issue safety stan-
dards which require improvements in exist-
ing technology or which require develop-
ment of new technology; however, where
no substitutes presently exist, agency
bears heavier burden to show that product
ban is justified. Toxic Substances Control
Act, § 6(c)1)C), 15 U.S.C.A.
§ 2605(c)(1)(C).
31. Health and Environment ¢=25.5(3)
Environmental Protection Agency’s
(EPA) ban of asbestos under Toxic Sub-
stances Control Act lacked reasonable basis

required by Act, as EPA did not consider
harm that could flow from increased use of
products designed to substitute for asbes-
tos, even where probable substitutes them-
selves were known carcinogens. Toxic
Substances Control Act, § 6(a), 15 US.C.A,
§ 2605(a).

32. Health and Environment ¢=25.5(3)

Once interested party brings forth
credible evidence suggesting toxicity of
probable or only alternatives to substance
which Environmental Protection Agency
(EPA) proposes to ban under Toxic Sub-
stances Control Act, EPA must consider
comparative toxic costs of each. Toxic
Substances Control Act, § 6(cH1}C), 15
U.S.C.A. § 2605(c)1}C).

33. Health and Environment ¢=25.5(3)

Requirement that risk be “unreason-
able” before Environmental Protection
Agency (EPA) may engage in rule making
under Toxic Substances Control Act neces-
sarily involves balancing test like that fa-
miliar in tort law; regulation may issue if
severity of injury that may result from
product, factored by likelihood of injury,
offsets harm regulation itself imposes upon
manufacturers and consumers. Toxic Sub-
stances Control Act, § 2(c), 15 U.S.C.A.
§ 2601(c).

34. Health and Environment €25.5(3)
Environmental  Protection  Agency
(EPA) must articulate “understandable ba-
sis” to support its Toxic Substances Con-
trol Act action with respect to each sub-
stance or application of substance banned;
to make finding of unreasonable risk based
upon this assessment, EPA must balance
probability that harm will oceur from activ-
ities against effects of proposed regulatory
action on availability to society of benefits
of banned substance. Toxic Substances
Control Act, §§ 6(a), 19%c)Q)B)D), 15
U.S.C.A. §§ 2605(a), 2618(c)1XBXi).

35. Health and Environment ¢=25.5(3)
Environmental Protection Agency’s
(EPA) final rule under Toxic Substances
Control Act banning friction produets such
as brakes, which constituted most of pro-
posed benefits of asbestos ban, was unrea-
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sonable due to EPA's failure to examine
effect of nonasbestos brakes on automotive
safety in light of credible evidence that
nonasbestos brakes could increase signifi-
cantly the number of highway fatalities,
and due to EPA’s failure to evaluate toxici-
ty of likely brake substitutes. Toxic Sub-
stances Control Act, § 1%c)(1XB)i), 15
U.S.C.A. § 2618(cH1)}BXi).

36. Health and Environment &=25.5(3)

Environmental Protection  Agency
(EPA) failed to present substantial evi-
dence to support its ban of asbestos pipe
under Toxic Substances Control Act; EPA
refused to assess risks of substitutes to
asbestos pipe, despite EPA’s concession
that most likely substitutes for asbestos
pipe also contained known carcinogens.
Toxic Substances Control Act, §§ 6(c)(1)(C),
19(eX1)(B)i), 15 U.S.C.A. §§ 2605(c)1)(C),
2618(c)1)(BXi).

37. Health and Environment &=25.5(3)
In those cases in which complete ban
of substance under Toxic Substances Con-
trol Act would save less than one statistical
life, such as those affecting asbestos paper
products and certain roofing materials, En-
vironmental Protection Agency (EPA) has
particular need to examine less burden-
some alternatives to complete ban. Toxic
Substances Control Act, § 6(a), 15 U.S.C.A.
§ 2605(a).
38. Health and Environment &=25.5(3)
Under Toxic Substances Control Act,
Environmental Protection Agency (EPA)
could properly attempt to promulgate
“cleanup” ban precluding future uses of
asbestos even in products not yet on mar-
ket. Toxic Substances Control Act, §§ 5, 6,
15 US.C.A. §§ 2604, 2605.

39, Health and Environment ¢&=25.5(3)
Under sections of Toxic Substances
Control Act which allow Environmental
Protection Agency (EPA) to ban product
“that presents or will present” significant
risk, EPA had authority to ban products
that once were, but no longer are, being
produced in United States; this applies
only to products that were not being manu-
factured, imported, or processed on July
12, 1989, date of rule’s promulgation. Tox-
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ic Substances Control Act §§ 5, 6; 15
U.S.C.A. §§ 2604, 2605.
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On Petition for Review of a Rule of the
Environmental Protection Agency.

Before BROWN, SMITH, and WIENER,
Circuit Judges.

JERRY E. SMITH, Circuit Judge:

The Environmental Protection Agency
(EPA) issued a final rule under sectjon 6 of
the Toxie Substances Control Act (TSCA)
to prohibit the future manufacture, impor-
tation, processing, and distribution of as-
bestos in almost all products. Petitioners
claim that the EPA’s rulemaking procedure
was flawed and that the rule was not prom-
ulgated on the basis of substantial evi-
dence. Certain petitioners and amici curiae
contend that the EPA rule is invalid be-
cause it conflicts with international trade
agreements and may have adverse econom-
ic effects on Canada and other foreign
countries. Because the EPA failed to mus-
ter substantial evidence to support its rule,
we remand this matter to the EPA for
further consideration in light of this opin-
ion.

L

Facts and Procedural History.

Asbestos is a naturally occurring fibrous
material that resists fire and most solvents,
Its major uses include heat-resistant insula-
tors, cements, building materials, fireproof

1. OSHA began to regulalc asbestos in the work-
place in 1971. At that time, the permissible
exposure limit was 12 fibers per cubic centime-
ter (f/cc), which OSHA lowered several times
until today it stands at 0.2 f/cc. OSHA current.
ly is considering lowering the limit to 0.1 free,
following a challenge to the regulation in Brild-
ing & Constr. Trades Dep't v. Brock, 838 F.2d
1258, 1267-69 (D.C.Cir.1988). The Mine Safety
and Health Administration (MSHA) since 1976
has limited mine worker asbestos exposure to 2
f/cc. See 30 C.F.R. § 71.702 (1990).

gloves and clothing, and motor vehicle
brake linings. Asbestos is a toxic material,
and occupational exposure to asbestos dust
can result in mesothelioma, asbestosis, and
lung eancer.

The EPA began these proceedings in
1979, when it issued an Advanced Notice of
Proposed Rulemaking annourncing its intent
to explore the use of TSCA “to reduce the
risk to human health posed by exposure to
ashestos.” See 54 Fed.Reg. 29,460 (1989),
While these proceedings were pending, oth-
er agencies continued their regulation of
asbestos uses, in particular the Occupation-
al Safety and Health Administration
(OSHA), which in 1983 and 1984 involved
itself with lowering standards for work-
place asbestos exposure.!

An EPA-appointed panel reviewed over
one hundred studies of asbestos and con-
ducted several public meetings. Based
upon its studies and the public comments,
the EPA concluded that asbestos is a po-
tential carcinogen at all levels of exposure,
regardless of the type of asbestos or the
size of the fiber. The EPA concluded in
1986 that exposure to asbestos “poses an
unreasonable risk to human health” and
thus proposed at least four regulatory op-
tions for prohibiting or restricting the use
of asbestos, including a mixed ban and
phase-out of asbestos over ten years; a
two-stage ban of asbestos, depending upon
product usage; a three-stage ban on all
ashestos products leading to a total ban in
ten years; and labeling of all products con-
taining asbestos. Id. at 29,460-61.

Over the next two years, the EPA updat-
ed its data, received further comments, and
allowed cross-examination on the updated
documents. In 1989, the EPA issued a
final rule prohibiting the manufacture, im-

The Consumer Product Safety Commission
(CPSC) has banned consumer patching com-
pounds containing respirable asbestos, see 16
CFR. §§ 1304-05 (1990), and also requires la-
beling for other products containing respirable
asbestos. Similarly, the Food and Drug Admin-
istration has banned general-use garments con-
taining asbestos unless used for protection
against fire. See 16 C.F.R. § 1500.17 (1990).
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portation, processing, and distribution in
commerce of most asbestos-containing
products. Finding that asbestos constitut-
ed an unreasonable risk to health and the
environment, the EPA promulgated a
staged ban of most commercial uses of
asbestos. The EPA estimates that this
rule will save either 202 or 148 lives, de-
pending upon whether the benefits are dis-
counted, at a cost of approximately $450-
800 million, depending upon the price of
substitutes. fd. at 29,468.

The rule is to take effect in three stages,
depending upon the EPA’s assessment of
how toxic each substance is and how soon
adequate substitutes will be available.?
The rule allows affected persons one more
year at each stage to sell existing stocks of
prohibited products. The rule also imposes
labeling requirements on stage 2 or stage 3
products and allows for exemptions from
the rule in certain cases.

Section 19(a) of TSCA, 15 U.s.C.
§ 2618(a), grants interested parties the
right to appeal a final rule promulgated
under section 6(a) directly to this or any
other regional circuit court of appeals.
Pursuant to this section, petitioners chal-
lenge the EPA’s final rule, claiming that
the EPA’s rulemaking procedure was
flawed and that the rule was not promul-
gated based upon substantial evidence.
Some amici curiae also contend that the
rule is invalid because it conflicts with in-
ternational trade agreements and may have
adverse economic effects on Canada and
other foreign countries. We deal with each
of these contentions seriatim.

2. The main products covered by cach ban stage

are as follows:
(1) Stage 1: August 27, 19%0: ban on asbes-
tos-containing floor materials, clothing, roof-
ing felt, corrugated and flat sheet materials,
pipeline wrap, and new asbestos uses;
(2) Stage 2: August 25, 1993: ban on asbes-
Los-containing “friction products” and certain
automotive products or uses;
(3) Stage 3: August 26, 1996: ban on other
asbestos-containing automotive products or
uses, asbestos-containing building materials
including non-roof and roof coatings, and as-
bestos cement shingles.

See 54 Fed.Reg. at 29,461-62.

3. See Bell v. Wolfish, 441 U.S, 520, 531 n. 13, 99
S.Ct. 1861, 1870 n. 13, 60 L.Ed.2d 447 (1979).
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IL
Standing.
A

Issues Raised Solely by Amici Guriae.

{11 The EPA argues that the briefs of
two of the amici curiae, Quebec and Cana-
da, should be stricken because they improp-
erly raise arguments not mentioned by any
petitioner. To the extent that these briefs
raise new issues, such as the EPA’s deci-
sion not to consider the adverse impacts of
the asbestos ban on the development of the
economies of third-world countries, we dis-
regard these arguments® At times, how-
ever, the briefs raise variations of argu-
ments also raised by petitioners. We thus
draw on these briefs where helpful in our
consideration of other issues properly
brought before this court by the parties.

[2] The EPA also asserts that we can-
not consider arguments raised by the two
amicl that relate to the differences in fiber
types, sizes, and manufacturing processes
because these differences only are raised
by the petitioners within the context of
prohibiting specific friction products, such
as sheet gaskets and roof coating. This is,
however, a role that amici are intended to
fill; to bridge gaps in issues initially and
properly raised by parties. Because vari-
ous petitioners urge arguments similar to
these, we properly can consider these spe-
cific issues articulated in the amici briefs.t

While it is true that the joint brief of petitioners
Centrale des Syndicats Democraliques, Confed-
cration des Syndicats Nationaux, and United
Steel Workers of America (Canada) (collectively
along with petitioner Cassiar Mining Corp.
(Cassiar), the “Canadian petitioners”) also deal
with some of the same issues raised by amici,
we hold in part ILB, infra, that these petitioners
lack standing. The arguments of amici cannot
be bootstrapped into this case based upon the
arguments of petitioners who themselves lack
standing.

4. The EPA also seeks to bar the brief of Grinnell
College. That brief, however, prescnts argu-
ments directly related to the arguments raised
by the parties seeking to prevent the ban of
asbestos shingles.
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B.
Standing of Foreign Entities Under TSCA.

The EPA also contends that certain for-
eign petitioners and amici do not have
standing to contest the EPA’s final rule.
In its final rulemaking, the EPA decided to
exclude foreign effects from its analysis.
Cassiar Mining Corporation, a Canadian
mining company that operates an asbestos
mine, and the other Canadian petitioners
believe that the EPA erred by not consider-
ing the effects of the ban on foreign coun-
tries and workers.

[3] At issue in this case is a question of
prudential standing, which is of less than
constitutional dimensions. The touchstone
of the analysis, therefore, is the statutory
language used by Congress in conferring
standing upon the general public. Warth
2. Seldin, 422 U.S. 490, 501, 95 S.Ct. 2197,
2206, 45 L.Ed.2d 343 (1975).

[4] Only those who come within the
‘zone of interests to be protected or regu-
lated by the statute” have prudential stand-
ing to bring challenges to regulations un-
der the statute at issue.” Indeed, when a
party’'s interests are “inconsistent with the
purposes implicit in the statute,” it can
“reasonably be assumed that Congress [did
not] intend[ ] to permit the suit.” Clarke,
479 U.S. at 399, 107 S.Ct. at 757,

The Canadian petitioners believe that
Congress, by granting the right of judicial
review to ‘“‘any person,” 15 US.C.A.
§ 2618(a)(1)(A) (West Supp.1991), meant to
confer standing on anyone who could ar-
range transportation to the courthouse
door. The actual language of TSCA, how-
ever, belies the broad meaning the petition-
ers attempt to impart to the act, for the
EPA was not required to consider the ef-
fects on people or entities outside the Unit-
ed States. TSCA provides a laundry list of

5. tation of Data Pr ing Serv. Orgs. v.
Camp, 397 U.S. 150, 153, 90 S.Ct. 827, 829, 25
L.Ed.2d 184 (1970); accord Parhandle Produc-
ers & Royalty Owners Ass'n v. Economtic Regula-
tory Admin,, 847 F.2d 1168, 1173-74 (5th Cir.
1988); Hazardous Waste Treatment Council v.
EP4, 861 F.2d 277, 282 (D.C.Cir.1988) (per cu-
riam), cert. denied, 490 US. 1106, 109 S.Ct
3157, 104 L.Ed.2d 1020 (1989). We note that
the zone of interest test is not one universally

factors to consider when promulgating a
rule under section 6, including “the effect
[of the rule] on the national economy.”
Id. § 2605(c)(1}D) (emphasis added). Inter-
national concerns are conspicuously absent
from the statute.

[5]1 Under the “zone of interests” test,
we liberally construe Congressional acts to
favor a plaintiff's standing to challenge
administrative actions. Warth, 422 U.S. at
501, 95 S.Ct. at 2206. This is not to say,
however, that all plaintiffs affected by a
regulation or order have standing to sue;
“[iIn cases where the plaintiff is not itself
the subject of the contested regulatory ac-
tion, the test denies a right of review if the
plaintiff’s interests are so marginally relat-
ed to or inconsistent with the purposes
implicit in the statute that it cannot reason-
ably be assumed that Congress intended to
permit the suit.” Clarke, 479 U.S, at 399,
107 S.Ct. at T57.

[6] The Canadian petitioners do not
have standing to contest the EPA’s actions.
Nothing in the statute requires the EPA to
consider the effects of its actions in areas
outside the scope of section 8. TSCA
speaks of the necessity of cleaning up the
national environment and protecting United
States workers but largely is silent con-
cerning the international effects of agency
action. Because of this national emphasis,
we are reluctant to ascribe international
standing rights to foreign workers affected
by the loss of economic sales within this
country. We note that the Supreme Court,
using similar analysis, recently denied
standing rights to workers only incidentally
affected by a postal regulation. Air Cour-
ier Conference of Am. v. American Postal
Workers Union, — U.S. —, 111 S.Ct.
913, 112 L.Ed.2d 1125 (1991). Indeed, to
“proceed[ ] at the behest of interests that

applied outside the context of the Administra-
tive Procedure Act (APA), see Clarke v. Securities
Indus. Ass'n, 479 1).S. 388, 400 n. 16, 107 S.Ct.
750, 757 n. 16, 93 L.Ed.2d 757 (1987), but be-
cause it is the most useful factor in considering
Congressional intent on the question of stand-
ing, we invoke it as an aid to our decisionmak-
ing today, as we sometimes have in the past.
Cf. Moses v. Banco Morigage Co., 778 F.2d 267,
271 (5th Cir.1985).
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coincide only accidentally with [the statu-
tory] goals” of TSCA actually may work to
defeat those pgoals. Hazardous Waste
Treatment Council, 861 F.2d at 283. We
therefore do not consider the arguments
raised by the Canadian petitioners.

[7] Cassiar separately asserts even
closer contacts with the United States and
believes that its status as a vendor to an
American vendee gives it the right to con-
test administrative decisions that affect the
economic well-being of the vendee. Some
eourts recognize that vendors can stand as
third parties in the shoes of their vendees
in order to contest administrative deci-
sions.?

Even if we were to accept this line of
reasoning, however, the result would be
unavailing. Cassiar's vendee is an indepen-
dent entity, fully capable of asserting its
own rights. Given the purely national
scope of TSCA, Cassiar cannot bootstrap
from its vendee simply because it sells as-
bestos to an American company. Merely
inserting a produet into the stream of com-
merce is not sufficient to confer standing
under TSCA. If the rule were otherwise,
the concept of standing would lose all
meaning, for the only parties who would
not have standing would be those who sell
nothing in the United States and thus are
indifferent to federal government actions.
There is no indication that Congress intend-
ed to enact so loose a concept of standing,
and we do not import that intent into the
act today.’

Hence, Cassiar does not have prudential
standing to bring this claim, because TSCA

6. See, eg., Carey v. Population Serv. Intl 431
U.S. 678, 683-84 & n. 4, 97 S.Ct. 2010, 2015 & n.
4, 52 L.Ed.2d 675 (1977); National Cottonseed
Prods. Ass'm v. Brock, 825 F.2d 482, 489-92
(D.C.Cir.1987), cert. denied, 485 U.S. 1020, 108
S.Ct. 1573, 99 L.Ed.2d 889 (1988); FAIC Sec. v.
United States, 768 F.2d 352, 357-61 (D.C.Cir.
1985). Carey, however, gives jus tertii standing
1o a party only if the party directly affected is
incapable of asseriing its own interests, which is
not true in the instant case. See Carey, 431 US.
at 683-84, 97 S.Ct. at 2015; accord Craig v.
Boren, 429 U.S. 190, 195-96, 97 S.Ct. 451, 456, 50
L.Ed.2d 397 (1976). The cases from the District
of Columbia Circuit, represented by National!
Cottonseed and FAIC Securities, appear to go too
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expressly concerns itself with national eco-
nomic concerns. Cassiar brings forth no
evidence that it actually controls, and does
not just deal with, the American vendee.
We thus conclude, along the lines of Moses,
778 F.2d at 271-72, that parties that Con-
gress specifically did not intend to partie-
ipate in, or benefit from, an administrative
decision have no right to challenge the le-
gitimacy of that decision.

[8] We draw support for our holding
from the decision of the EPA to give a
similar construction to TSCA. “It is set-
tled that courts should give great weight to
any reasonable construction of a regula-
tory statute adopted by the agency charged
with the enforcement of that statute.” fn-
vestment Co. Inst. v. Camp, 401 U.S. 617,
626-27, 91 S.Ct. 1091, 1097, 28 L.Ed.2d 367
(1971). “Thus, only where congressional
intent is pellucid are we entitled to reject
reasonable administrative construction of a
statute.”” Netional Grain & Feed Ass'n v.
OSHA, 866 F.2d 717, 733 (5th Cir.1989).

[9] We find the EPA's decision to ig-
nore the international effects of its decision
to be a rational construetion of the statute.
Chemical Mfrs. Ass'm v Natural Re-
sources Defense Council, 470 U.S. 116,
125, 134, 105 S8.Ct. 1102, 1107, 1112, 84
L.Ed.2d 90 (1985). Because it is unlikely
that these foreign entities were “intended
[by Congress] to be relied upon to chal-
lenge agency disregard of the law,”
Clarke, 479 U.8. at 399, 107 S.Ct. at 757
(citations omitted), we hold that they are

far in expanding the exception in the vendor-
vendee relationship, at least when evaluating a
statule so purely national in scope.

7. See Warth, 422 U.S. at 501, 95 S.Ct. at 2206
(noting that courts generally are reluctant “to
extend judicial power when the plaintiff's claim
to relief rests on the legal rights of third par-
ties”). Cassiar mentions only one case, Con-
structores Civiles de Centroamerica, S.A. v. Han-
nah, 459 F.2d 1183, 1190-91 (D.C.Cir.1972), in
which a foreign vendor was able to borrow its
domestic vendee's standing rights to pursue its
own claim. That case, however, involved the
APA, which, unlike TSCA, does not confine itself
ta matters concerning national economic inter-
esls,
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outside the zone of interests encompassed
by TSCA and thus lack standing to protest
the EPA’s rulemaking.*

111
Rulemaking Defects.

[10-12]1 The petitioners allege that the
EPA’s rulemaking procedure was flawed.
Specifically, the petitioners contend that
the EPA erred by not Cross-examining peti-
tioner’s witnesses, by not assembling a
panel of experts on asbestos disease risks,
by designating a hearing officer, rather
than an administrative law Jjudge (ALJ), to
preside at the hearings on the rule, and by
not swearing in witnesses who testified.
Petitioners also complain that the EPA did
not allow cross-examination of some of its
witnesses and did not notify anyone until
after the hearings were over that it intend-
ed to use “analogous exposure” estimates
and a substitute pricing assumption to sup-
port its rule. Most of these contentions
lack merit and are part of the petitioners’
“‘protest everything” approach,’ but we ad-
dress specifically the two EPA actions of
most concern to us, the failure of the EPA
to afford cross-examination of its own wit-
nesses and its failure to provide notice of
the analogous exposure estimates.

[13] Administrative agencies aceting un-
der TSCA are not required to adhere to all
of the procedural requirements we might
require of an adjudicative body. See 15
U.S.C. § 2605(c)(3). In evaluating petition-
ers’ claims, we are guided by our long-held
view that an agency's choices concerning
its rulemaking procedures are entitled to

8. The Canadian petitioners also allege that Unit-
ed States treaty obligations, such as the provi-
sions of the General Agreement on Tariffs and
Trade (GATT), award them the right to protest
the EPA's actions. GATT requires nations to
indicate that their environmental decisions meet
international standards, thus preventing coun-
tries from using arbitrary environmental rul-
ings as de facto trade barriers. GATT, however,
establishes trade dispute procedures of its own.
These Canadian parties thercfore have no stand-
ing here to challenge the EPA’s decision.

9. These complaints include the failure of the
EPA to cross-examine petitioners’ witnesses,
which it was not required to do, and the EPA's
decision not to designate an ALJ, which also

great deference, as the agencies are “best
situated to determine how they should allo-
cate their finite resources.” Superior 0il
Co. v. FERC, 563 F.2d 191, 201 (5th Cir.
1977).

[14] Section 19(c)1XB)ii) of TSCA re-
quires that we hold unlawful any rule
promulgated where EPA restrictions on
cross-examination “precluded disclosure of
disputed material facts which [were] neces-
sary to a fair determination by the Admin-
istrator.” 15 U.S.C. § 2618(cH1)(B)ii). In
promulgating this rule, the EPA allowed
substantial cross-examination of most, but
not all, of its witnesses. Considering the
importance TSCA accords to cross-examina-
tion, the EPA should have afforded inter-
ested parties full cross-examination on all
of its major witnesses. We are mindful of
the length of the asbestos regulatory pro-
cess in this case, but Congress, in enacting
the rules governing the informal hearing
process under TSCA, specifically reserved
a place for proper cross-examination on
issues of disputed material fact. See id,
§§ 2605(cK3), 2618(c)1XBKii). Precluding
cross-examination of EPA witnesses—even
a minority of them—is not the proper way
to expedite the finish of a lengthy rulemak-
ing procedure.

The EPA's general failure to accord the
petitioners  adequate cross-examination,
however, is not sufficient by itself to man-
date overturning the rule. The “founda-
tional question is whether any procedural
flaw so subverts the process of judicial
review that invalidation of the regulation is
warranted.” Superior Qil Co., 563 F.2d at

was within its discrction under 40 C.F.R.
§8 750.7 and 750.8 (1990). Similarly, the EPA's
failure to issue subpoenas was of little moment,
as the petitioners in fact suffered no injury from
the lack of subpocnas. See id. § 750.5.

We also note that while an independent panel
of experts often might be needed, in this case
the EPA was not required to assemble such a
panel on ashesios disease risks, as it already
possessed an abundance of information on the
subject, including a report hy the members of
the Ontario Royal Commission, a study often
cited by the petitioners themselves. Consider-
ing the number of studies available, the EPA
was not required 1o assemble its own pane! to
duplicate them, except to fill in any gaps.
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201 (quoting Alabama Assm of Ins.
Agents v. Board of Governors of the Fed.
Reserve Sys., 533 F.2d 224, 236-37 (5th
Cir.1976)). Under this standard, the EPA’s
denial of cross-examination, by itself, is
insufficient to force us to overturn the
EPA’s asbestos regulation.

[15]1 We cannot reach the same conclu-
sion in another area, however. The EPA
failed to give notice to the public, before
the conclusion of the hearings, that it in-
tended to use “analogous exposure” data
to caleulate the expected benefits of certain
product bans. In general, the EPA should
give notice as to its intended methodology
while the public still has an opportunity to
analyze, eomment, and influence the pro-
ceedings. The EPA’s use of the analogous
exposure estimates, apart from their mer-
its, thus should have been subjected to
public scrutiny before the record was
closed. While it is true that “[t]he publie
need not have an opportunity to comment
on every bit of information influencing an
agency’s decision,” Texas v. Lyng, 868 F.2d
795, 799 {5th Cir.1989), this cannot be used
as a defense to the late adoption of the
analogous exposure estimates, as they are
used to support a substantial part of the
regulation finally promulgated by the
EPA.Y®

We draw support for this conclusion
from Aqua Slide 'N’ Dive v. CPSC, 569
F.2d 831 (5th Cir.1978), in which the CPSC
decided, without granting interested par-
ties the opportunity to comment, that its
proposed regulation merely would slow the
industry’s rate of growth rather than actu-
ally cut sales. We rejected the CPSC's
rule, and our reasons there are similar to
those that require us to reject the EPA’s
reliance upon the analogous exposure data
today:

10. According to the EPA, if the analogous expo-
sure estimates were not included, the benefits of
the rule would decrease from 168 to 120 deaths
avoided, discounted at 3%. 54 Fed.Reg. at 29,-
469, 29,485. The analogous exposure estimates,
adopted after hearings were concluded, thus
increase the purported benefits of the rule by
more than ane-third.
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{TThe evidence on which the Commission
relies was only made public after the
period for public comment on the stan-
dard had closed. Consequently, critics
had no realistic chance to rebutit.... It
matters not that the late submission
probably did not violate the notice re-
quirement of 5 US.C.A. § 553.... The
statute requires that the Commission’s
findings be supported by substantial
evidence, and that requirement 3 not
met when the only evidence on a cru-
cial finding is alleged to be unreliable
and the Commission kas not exposed it
to the full public serutiny which would
encourage confidence in ils accuracy.
Id. at 842-43 (citations omitted) (emphasis
added).

In short, the EPA should not hold eritical
analysis in reserve and then use it to justi-
fy its regulation despite the lack of public
comment on the validity of its basis. Fail-
ure to seek public comment on such an
important part of the EPA’s analysis de-
prived its rule of the substantial evidence
required to survive judicial scrutiny, as in
Agua Slide.

[16] We reach this conclusion despite
the relatively lenient standard by which we
judge administrative rulemaking proceed-
ings. E.g., Superior 0il Co, 563 F.2d at
201. The EPA seeks to avert this result by
contending that the petitioners had con-
structive notice that the EPA might adopt
the analogous exposure theory because it
included, among its published data, certain
information that might be manipulated to
support such an analysis. We hold, how-
ever, that considering that for some prod-
uets the analogous exposure estimates con-
stituted the bulk of the EPA’s analysis,
constructive notice was insufficient no-
tice.’! In summary, on an issue of this
import, the EPA should have announced

11. For some of the products, such as the beater-
add and sheet gaskets, the analogous exposure
analysis completely altered the EPA’s calculus
and multiplied four- or five-fold the anticipated
benefits of the proposed regulation. This was a
change sufficient to make the proceedings un-
fair to the petilioners and was of sufficient
importance that the EPA’s failure to afford any
cross-examination on this issue was an abuse of
discretion.
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during the years in which the hearings
were ongoing, rather than in the subse-
quent weeks after which they were closed,
that it intended to use the analogous expo-
sure estimates. On reconsideration, the
EPA should open to public comment the
validity of its analogous exposure esti-
mates and methodology.

Iv.
The Language of TSCA.
A
Standard of Review.

Our inquiry into the legitimacy of the
EPA rulemaking begins with a discussion
of the standard of review governing this
case. EPA’s phase-out ban of most com-
mercial uses of asbestos is a TSCA § 6(a)
rulemaking. TSCA provides that a review-
ing court “shall hold unlawful and set
aside” a final rule promulgated under
§ 6(a) “if the court finds that the rule is
not supported by substantial evidence in
the rulemaking record ... taken as a
whole.” 15 U.S.C. § 2618(c)(1)(B)(i).

[17] Substantial evidence requires
“something less than the weight of the
evidence, and the possibility of drawing
two inconsistent conclusions from the evi-
dence does not prevent an administrative
agency's finding from being supported by
substantial evidenee.” Consolo v. Federal
Maritime Comm’'n, 383 U.S. 607, 620, 86
S.Ct. 1018, 1026, 16 L.Ed.2d 131 (1966).
This standard requires (1) that the agency’s

12, The term “rulemaking record” means (A) the
rule being reviewed; (B) all commentary re-
ceived in response to the (EPA) Administrator's
notice of proposed rulemaking, and the Admin-
istrator’s own published statement of the effects
of exposure of the substance on health and the
environment, the benefits of the substance for
various uses and the availability of substitutes
for such uses, and “the reasonably ascertainable
economic consequences of the rule” on the na-
tional economy, small business, technological
innovation, the environment, and public health;
{C) transcripts of hearings on promulgation of
the rule; (D) written submissions of interested
parties; and (E) any other information the Ad-
ministrator deems relevant. See 15 USC.
§ 2618(a}(3) (referring to §§ 2604(f) and
2605(c)(1) in regard to component (B) above).

decision be based upon the entire record,'*
taking into account whatever in the record
detracts from the weight of the agency's
decision; and (2) that the agency’s decision
be what ““‘a reasonable mind might accept
as adequate to support [its] conclusion.””
American Textile Mfrs. Inst. v. Donovan,
452 U.S. 490, 522, 101 S.Ct. 2478, 2497, 69
L.Ed.2d 185 (1981) ({(quoting Universal
Camera Corp. v. NLRB, 340 U.S. 474, 477,
71 S.Ct. 456, 459, 95 L.Ed. 456 (1951)).
Thus, even if there is enough evidence in
the record to support the petitioners’ asser-
tions, we will not reverse if there is sub-
stantial evidence to support the agency's
decision. See, e.g., Villa ». Sullivan, 895
F.2d 1019, 1021-22 (5th Cir.1990); Single-
tary v. Bowen, 798 F.2d 818, 822-23 (5th
Cir.1986); accord Fort Valley State Col-
lege v. Bennett, 853 F.2d 862, 864 (11th
Cir.1988) (reviewing court examines the en-
tire record but defers to the agency's
choice between two conflicting views).

[18,19] Contrary to the EPA’s asser-
tions, the arbitrary and capricious standard
found in the APA and the substantial evi-
dence standard found in TSCA are differ-
ent standards, even in the context of an
informal rulemaking.® Congress specifi-
cally went out of its way to provide that
“the standard of review preseribed by para-
graph (2}E) of section 706 [of the APA]
shall not apply and the court shall hold
unlawful and set aside such rule if the
court finds that the rule is not supported
by substantial evidence in the rulemaking

13. The EPA cites Superior Oil Co., 563 F.2d at
199, an APA case, for the proposition that in
informal rulemaking, the arbitrary and capri-
cious standard and the substantial evidence
standard “tend 1o converge.” While it certainly
is true that the requirement of substantial evi-
dence within formal rutemaking is more strenu-
ous, we acknowledged in Superior Oil that when
comparing arbitrary and capricious to substan-
tial evidence, “[i]t is generally accepted that the
latter standard allows for ‘a considerably more
generous judicial review' than does the former.”
Id. (quoting Abbott Laboratories, 387 U.S. at 143,
87 S.Ct. at 1512). Considering that Congress
specifically rejected the arbitrary and capricious
standard in the TSCA context, we will not act
now to read that same standard back in by
holding that the two standards are in fact one
and the same.
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record ... taken as a whole.” 15 U.S.C.
§ 2618(cX1}B)1). “The substantial evi-
dence standard mandated by [TSCA] is
generally considered to be more rigorous
than the arbitrary and capricious standard
normally applied to informal rulemaking,”
Environmental Defense Fund v. EPA, 636
F.2d 1267, 1277 (D.C.Cir.1980), and “af-
ford[s] a considerably more generous judi-
cial review” than the arbitrary and capri-
cious test. Abbott Laboratories v. Gard-
ner, 387 U.S. 136, 143, 87 S.Ct. 1507, 1512,
18 L.Ed.2d 681 (1967), overruled on other
grounds, Califano v. Sanders, 430 U.8. 99,
97 8.Ct. 980, 51 L.Ed.2d 192 (1977). The
test “imposes a considerable burden on the
agency and limits its discretion in arriving
at a factual predicate.” Mobil Oil Corp. ».
FPC, 483 F.2d 1238, 1258 (D.C.Cir.1973).

[20] “Under the substantial evidence
standard, a reviewing court must give care-
ful scrutiny to agency findings and, at the
same time, accord appropriate deference to
administrative decisions that are based on
agency experience and expertise.” Enwvi-
ronmental Defense Fund, 636 F.2d at
1277. As with consumer product legisla-
tion, “Congress put the substantial evi-
dence test in the statute because it wanted
the courts to scrutinize the Commission's
actions more closely than an ‘arbitrary and
capricious’ standard would allow.” Agqua
Stide, 569 F.2d at 837,

[21,22]) The recent case of Chemical
Mfrs. Ass'n v. EPA, B99 F.2d 344 (5th
Cir.1990), provides our basic framework for
reviewing the EPA’s actions. In evaluat-
ing whether the EPA has presented sub-
stantial evidence, we examine (1) whether
the quantities of the regulated chemical
entering into the environment are “sub-
stantial” and (2) whether human exposure
to the chemical is “substantial” or “signifi-
cant.” fd. at 359. An agency may exer-
cise its judgment without strictly relying
upon guantifiable risks, costs, and benefits,
but it must “cogently explain why it has
exercised its diseretion in a given manner”
and “must offer a ‘rational connection be-
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tween the facts found and the choice
made.” " Id. (quoting Motor Vehicle Mfrs.
Ass'n v. State Farm Mut. Auto. Ins., 463
U.S. 29, 103 S.Ct. 2856, 77 L.Ed.2d 443
(1983)).

[23,24] We note that in undertaking
our review, we give all agency rules a
presumption of validity, and it is up to the
challenger to any rule to show that the
agency action is invalid. Alebama Nurs-
ing Home Ass'n v. Harris, 617 F.2d 388,
393-94 (5th Cir.1980). The burden remains
on the EPA, however, to justify that the
products it bans present an unreasonable
risk, no matter how regulated. See Indus-
trial Union Dep’t v. American Petroleum
Inst., 448 US. 607, 662, 100 S.Ct. 2844,
2874, 65 L.Ed.2d 1010 (1980); ¢f National
Lime Ass'n v. EPA, 627 F.2d 416, 433
(D.C.Cir.1980) (“an initial burden of pro-
mulgating and explaining a non-arbitrary,
non-capricious rule rests with the Agen-
cy™). Finally, as we discuss in detail infra,
because TSCA instructs the EPA to under-
take the least burdensome regulation suffi-
cient to regulate the substance at issue, the
agency bears a heavier burden when it
seeks a partial or total ban of a substance
than when it merely seeks to regulate that
product. See 15 U.S.C. § 2605(a).

B,

The EPA’s Burden Under TSCA.

TSCA provides, in pertinent part, as fol-
lows:

(a) Scope of regulation.—If the Admin-
istrator finds that there is a reasonable
basis to conclude that the manufacture,
processing, distribution in commerce,
use, or disposal of a chemical substance
or mixture, or that any combination of
such activities, presents or will present
an unreasonable risk of injury to health
or the environment, the Administrator
shall by rule apply one or more of the
following requirements to such sub-
stance or mixture to the extent necessary
to protect adequately against such risk
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using the least burdensome require-
ments.

Id. (emphasis added). As the highlighted
language shows, Congress did not enact
TSCA as a zerorisk statute.” The EPA,
rather, was required to consider both alter-
natives to a ban and the costs of any pro-
posed actions and to “carry out this chap-
ter in a reasonable and prudent manner
[after considering] the environmental, eco-
nomie, and social impact of any action.” 15
U.S.C. § 2601(c).

[25] We conclude that the EPA has
presented insufficient evidence to justify
its asbestos ban. We base this conclusion
upon two grounds: the failure of the EPA
to consider all necessary evidence and its
failure to give adequate weight to statu-
tory language requiring it to promulgate
the least burdensome, reasonable regula-
tion required to protect the environment
adequately. Because the EPA failed to
address these concerns, and because the
EPA is required to articulate a “reasoned
basis” for its rules, we are compelled to
return the regulation to the agency for
reconsideration.

14, Cf. Southland Mower Co. v. CPSC, 619 F.2d
499, 510 (5th Cir.1980) (“It must be remembered
that ‘[tlhe statutory term “unreasonable risk”
presupposes that a real, and not a speculative,
risk be found to exist and that the Commission
bear the burden of demonstrating the existence
of such a risk before proceeding to regulate.’”
(Citation omitted.)).

15. The statute provides, in order, the possible
regulatory schemes as follows:

(1) A requirement (A) prohibiting the man-
ufacturing, processing, or distribution in com-
merce of such substance or mixture, or (B)
limiting the amount of such substance or mix-
ture which may be manufactured, processed,
or distributed in commerce.

{2) A requirement—
(A) prohibiting the manufacture, process-
ing, or distribution in commerce of such
substance or mixture for (i) a particular use
or (ii} a particular use in a concentration in
excess of a level specified by the Adminis-
trator in the rule imposing the requirement,
or

(B) limiting the amount of such substance

or mixture which may be manufactured,

processed, or distributed in commerce for

(i) a particular use or (ii) a particular use in

a concentration in excess of a level speci-

fied by the Administrator in the rule impos-

ing the requirement.

1.
Least Burdensome and Reasonable.

[26] TSCA requires that the EPA use
the least burdensome regulation to achieve
its goal of minimum reasonable risk. This
statutory requirement can create problems
in evaluating just what is a ‘“reasonable
risk.” Congress’s rejection of a no-risk
policy, however, also means that in certain
cases, the least burdensome yet still ade-
quate solution may entail somewhat more
risk than would other, known regulations
that are far more burdensome on the indus-
try and the economy. The very language
of TSCA requires that the EPA, once it has
determined what an acceptable level of
non-zero risk is, choose the least burden-
some method of reaching that level.

In this case, the EPA banned, for all
practical purposes, all present and future
uses of asbestos—a position the petitioners
characterize as the “death penalty alterna-
tive,” as this is the most burdensome of all
possible alternatives listed as open to the
EPA under TSCA. TSCA not only provides
the EPA with a list of alternative actions,
but also provides those alternatives in or-
der of how burdensome they are.) The

{3) A requirement that such substance or
mixture or any article containing such sub-
stance or mixture be marked with or accom-
panied by clcar and adequate warnings and
instructions with respect to its use, distribu-
tion in commerce, or disposal or with respect
to any combination of such activities. The
form and content of such warnings and in-
structions shall be prescribed by the Adminis-
trator.

(4) A requirement that manufacturers and
processors of such substance or mixture make
and retain records of the processes used to
manufacture or process such substance or
mixture and monitor or conduct tests which
are reasonable and necessary to assure com-
pliance with the requirements of any rule

pplicable under this sub i

(5) A requirement prohibiting or otherwise
regulating any manner or method of commer-
cial use of such substance or mixture.

{6) (A} A requirement prohibiting or other-
wise regulating any manner or method of
disposal of such substance or mixture, or of
any article containing such substance or mix-
ture, by its manufacturer or processor or by
any other person who uses, or disposes of, it
for commercial purposes.

{B) A requirement under subparagraph (A}
may not requirc any person to take any action
which would he in violation of any law or
requirement of, or in effect for, a State or
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regulations thus provide for EPA regula-
tion ranging from labeling the least toxic
chemicals to limiting the total amount of
chemicals an industry may use. Total bans
head the list as the most burdensome regu-
latory option.

By choosing the harshest remedy given
to it under TSCA, the EPA assigned to
itself the toughest burden in satisfying
TSCA’s requirement that its alternative be
the least burdensome of all those offered
to it. Since, both by definition and by the
terms of TSCA, the complete ban of manu-
facturing is the most burdensome alterna-
tive—for even stringent regulation at least
allows a manufacturer the chance to invest
and meet the new, higher standard—the
EPA’s regulation cannot stand if there is
any other regulation that would achieve an
acceptable level of risk as mandated by
TSCA.

We reserve until a later part of the opin-
ion a product-by-product review of the reg-
ulation. Before reaching this analysis,
however, we lay down the inquiry that the
EPA should undertake whenever it seeks
total ban of a product.

The EPA considered, and rejected, such
options as labeling asbestos products,
thereby warning users and workers in-
volved in the manufacture of asbestos-con-
taining products of the chemical’s dangers,
and stricter workplace rules. EPA also
rejected controlled use of asbestos in the
workplace and deferral to other govern-
ment agencies charged with worker and
consumer exposure to industrial and prod-
uct hazards, such as OSHA, the CPSC, and
the MSHA. The EPA determined that de-

political subdivision, and shall require cach
person subject to it to notify each State and
political subdivision in which a required dis-
posal may occur of such disposal.

(7) A requirement directing manufacturers
or processors of such substance or mixture
(A) to give natice of such unreasonable risk of
injury to distributors in commerce of such
substance or mixture and, to the extent rea-
sonably ascertainable, to other persons in pos-
session of such substance or mixture or ex-
posed to such substance or mixture, {B) to
give public notice of such risk of injury, and
{C) to replace or repurchase such substance
or mixture as elected by the person to which
the requirement is directed.
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ferral to these other agencies was inappro-
priate because no one other authority could
address all the risks posed “throughout the
life cycle” by asbestos, and any action by
one or more of the other agencies still
would leave an unacceptable residual risk.'®

Much of the EPA’s analysis is correct,
and the EPA’s basic decision to use TSCA
as a comprehensive statute designed to
fight a multi-industry problem was a prop-
er one that we uphold today on review.
What concerns us, however, is the manner
in which the EPA conducted some of its
analysis. TSCA requires the EPA to con-
sider, along with the effects of toxic sub-
stances on human health and the environ-
ment, ‘‘the benefits of such substance[s] or
mixture[s] for various uses and the avail-
ability of substitutes for such uses,” as
well as “the reasonably ascertainable eco-
nomic consequences of the rule, after con-
sideration for the effect on the national
economy, small business, technological in-
novation, the environment, and public
health.” Id. § 2605(c)1)(C-D).

The EPA presented two comparisons in
the record: a world with no further regula-
tion under TSCA, and a world in which no
manufacture of asbestos takes place. The
EPA rejected calculating how many lives a
less burdensome regulation would save,
and at what cost. Furthermore the EPA,
when calculating the benefits of its ban,
explicitly refused to compare it to an im-
proved workplace in which currently avail-
able control technelogy is utilized. See 54
Fed.Reg. at 29,474. This decision artificial-
ly inflated the purported benefits of the
rule by using a baseline comparison sub-

15 US.C. § 2605(a). As is plain from the order
in which they are listed, options at the top of the
list are the most burdensome regulatory op-
tions, progressively declining ta the least bur-
densome option.

16. EPA argues that OSHA can only deal with
workplace exposures to asbestos and that the
CPSC and MSHA cannot take up the slack, as
the CPSC can impose safety standards for asbes-
tos products based only upon the risk to con-
sumers, and MSHA can proteet against exposure
only in the mining and milling process. These
agencies leave unaddressed dangers posed by
asbestos exposure through product repair, in-
stallation, wear and tear, and the like.
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stantially lower than what currently avail-
able technology could yield.

[27] Under TSCA, the EPA was re-
quired to evaluate, rather than ignore, less
burdensome regulatory alternatives.
TSCA imposes a least-to-most-hurdensome
hierarchy. In order to Impose a regulation
at the top of the hierarchy—a total ban of
asbestos—the EPA must show not only
that its proposed action redyces the risk of
the product to an adequate level, but also
that the actions Congress identified as less
burdensome also would not do the job.!”
The failure of the EPA to do this consti-
tutes a failure to meet its burden of show-
ing that its actions not only reduce the risk
but do so in the Congressionally-mandated
least burdensome fashion.

Thus it was not enough for the EPA to
show, as it did in this case, that banning
some asbestos products might reduce the
harm that could occur from the use of
these products. If that were the standard,
it would be no standard at all, for few
indeed are the products that are so safe
that a complete ban of them would not
make the world still safer.

This comparison of two static worlds is
insufficient to satisfy the dictates of TSCA.
While the EPA may have shown that a
world with a complete ban of asbestos
might be preferable to one in which there is
only the current amount of regulation, the
EPA has failed to show that there is not
some intermediate state of regulation that
would be superior to both the currently-
regulated and the completely-banned world.
Without showing that asbestos regulation
would be ineffective, the EPA cannot dis-
charge its TSCA burden of showing that its

17. Although we, as always, rely mainly upon the
language of the statute to determine Congress's
intent, we also note that the legislative history
of TSCA supports the notion of TSCA's least-to-
most-burdensome hierarchy. As the Senate
sponsor of the “least burdensome” requirement
stated, Congress did “not want 1o give the Ad-
ministrator unlimited authority and let him say,
‘T will impose this control, if there are other
controls that are effective and are less burden-
some on the industry.’” 122 Cong.Rec, 8295
(1976) (statement of Sen. Cannon).

regulation is the least burdensome avail-
able to it.

Upon an initial showing of product dan-
ger, the proper course for the EPA to
follow is to consider each regulatory op-
tion, beginning with the least burdensome,
and the costs and benefits of regulation
under each option. The EPA cannot simply
skip several rungs, as it did in this case, for
in doing so, it may skip a less-burdensome
alternative mandated by TSCA. Here, al-
though the EPA mentions the problems
posed by intermediate Jevels of regulation,
it takes no steps to calculate the costs and
benefits of these intermediate levels. See
54 Fed.Reg. at 29,462, 29,474. Without
doing this it is impossible, both for the
EPA and for this court on review, to know
that none of these alternatives was less
burdensome than the ban in fact chosen by
the agency.

The EPA’s offhand rejection of these in-
termediate regulatory steps is “not the
stuff of which substantial evidence s
made.”  Aqua Stide, 569 F.2d at 843,
While it is true that the EPA considered
five different ban options, these differed
solely with respect to their effective dates.
The EPA did not caleulate the risk levels
for intermediate levels of regulation, as it
believed that there was no asbestos expo-
sure level for which the risk of injury or
death was zero. Reducing risk to zero,
however, was not the task that Congress
set for the EPA in enacting TSCA. The
EPA thus has failed “cogently [to] explain
why it has exercised its discretion in a
given manner,” Chemical Mfrs. Ass'n, 899
F.2d at 349, by failing to explore in more
than a cursory way the less burdensome
alternatives to a total ban.

In addition, the EPA itself acknowledges this
hierarchy when it states in its brief that “TSCA
authorizes and directs [the) EPA to impose that
burden [of a total ban] if the risks of a substance
cannot be adequately addressed in another way.”
(Emphasis added.) The EPA does not explain
how it can determine that the risks of a sub-
slance cannot be addressed in another way if it
refuses to make a finding that the alternatives
will not discharge the EPA's TSCA burden, Tt
cannot simply state that there is no level of zero
risk asbestos use and then impose the most
burdensome alternative on that sole basis.
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2.
The EPA's Calculations.

Furthermore, we are concerned about
some of the methodology employed by the
EPA in making various of the calculations
that it did perform. In order to aid the
EPA’s reconsideration of this and other
cases, we present our concerns here.

[28] First, we note that there was some
dispute in the record regarding the appro-
priateness of discounting the perceived
benefits of the EPA's rule. In choosing
between the calculated costs and benefits,
the EPA presented variations in which it
discounted only the costs, and counter-vari-
ations in which it discounted both the costs
and the benefits, measured in both mone-
tary and human injury terms. As between
these two variations, we choose to evaluate
the EPA’s work using its discounted bene-
fits calculations.

Although various commentators dispute
whether it ever is appropriate to discount
benefits when they are measured in human
lives, we note that it would skew the re-
sults to discount only costs without accord-
ing similar treatment to the benefits side of
the equation. Adopting the position of the
commentators who advocate not discount-
ing benefits would force the EPA similarly
not to calculate costs in present discounted
real terms, making comparisons difficult.
Furthermore, in evaluating situations in
which different options incur costs at vary-
ing time intervals, the EPA would not be
able to take into account that soon-to-be-
incurred costs are more harmful than post-
ponable costs. Because the EPA must dis-
count costs to perform its evaluations prop-
erly, the EPA alse should discount benefits
to preserve an apples-to-apples comparison,
even if this entails discounting benefits of a

18. Recently, in a different context, we observed
the important distinction between present and
future injury. See Willett v. Baxter Intl, Inc,
929 F.2d 1054, 1099-1100 & n. 20 (5th Cir.1991).

19. We also note that the EPA chose to use a real
discount rate of 3%. Because historically the
real rate of interest has tended to vary between
2% and 4%, this figure was not inaccurate.

The EPA also did not err by calculating that
the pricc of substitute goods is likely 10 decline
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non-monetary nature. See What Price
Posterity?, The Economist, March 23, 1991,
at 73 (explaining use of discount rates for
non-monetary goods).

When the EPA does discount costs or
benefits, however, it cannot choose an un-
reasonable time upon which to base its
discount calculation. Instead of using the
time of injury as the appropriate time from
which to discount, as one might expect, the
EPA instead used the time of exposure.

The difficulties inherent in the EPA’s
approach can he illustrated by an example.
Suppose two workers will be exposed to
asbestos in 1995, with worker X subjected
to a tiny amount of asbestos that will have
no adverse health effects, and worker Y
exposed to massive amounts of asbestos
that quickly will Jead to an asbestos-related
disease. Under the EPA’s approach, which
takes into account only the time of expo-
sure rather than the time at which any
injury manifests itself, both examples
would be treated the same. The EPA’s
approach implicitly assumes that the day
on which the risk of injury oceurs is the
same day the injury actually occurs,'®
Such an approach might be proper when
the exposure and injury are one and the
same, such as when a person is exposed to
an immediately fatal poison, but is inappro-
priate for discounting toxins in which expo-
sure often is followed by a substantial lag
time before manifestation of injuries.'®

Of more concern to us is the failure of
the EPA to compute the costs and benefits
of its proposed rule past the year 2000, and
its double-counting of the costs of asbestos
use. In performing its calculus, the EPA
only included the number of lives saved
over the next thirteen years, and counted
any additional lives saved as simply “un-
quantified benefits.” 54 Fed.Reg. at 29,

al a rate of 1% per vear, resulting from econo-
mies of scale and increasing manufacturing
prowess. Because the EPA properly limited the
scope of these declines in its models so that the
cost of substitutes would not decline so far as to
make the price of the substitutes less than the
cost of the asbestos they were forced to replace,
this was not an unreasonable real rate of price
decline to adopt.
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486. The EPA and intervenors now seek to
use these unquantified lives saved to justi-
fy calculations as to which the benefits
seem far outweighed by the astronomical
costs. For example, the EPA plans to save
about three lives with its ban of asbestos
pipe, at a cost of $128-227 million (i.e.,
approximately $43-76 million per life
saved). Although the EPA admits that the
price tag is high, it claims that the lives
saved past the year 2000 justify the price.
See generally id. at 29,473 (explaining use
of unquantified benefits).

Such caleulations not only lessen the val-
ue of the EPA’s cost analysis, but also
make any meaningful judicial review im-
possible. While TSCA contemplates a use-
ful place for unquantified benefits beyond
the EPA’s calculation, unquantified bene-
fits never were intended as a trump card
allowing the EPA to justify any cost calcu-
lus, no matter how high.

The concept of unquantified benefits,
rather, is intended to allow the EPA to
provide a rightful place for any remaining
benefits that are impossible to quantify
after the EPA’s best attempt, but which
still are of some concern. But the allow-
ance for unquantified costs is not intended
to allow the EPA to perform its calcula-
tions over an arbitrarily short period so as
to preserve a large unquantified portion.

Unquantified benefits can, at times, per-
missibly tip the balance in close cases.
They cannot, however, be used to effect a
wholesale shift on the balance beam. Such
a use makes a mockery of the require-
ments of TSCA that the EPA weigh the
costs of its actions before it chooses the
least burdensome alternative.?®

20. We thus reject the arguments made by the
Natural Resources Defense Council, Inc., and
the Environmental Defense Fund, Inc., that the
EPA’s decision can be justified because the EPA
“relied on many serious risks that were under-
siated or not quantified in the final rule,”
presented figures in which the “benefits are
calculated only for a limited time period,” and
undcrcounted the risks to the general popula-
tion from low-level asbestas exposure. In addi-
tion, the intervenors argue that the EPA rejected
using upper estimates, see 54 Fed.Reg. at 29,473,
and that this court now should use the rejected
limits as evidence to support the EPA. They

We do not today determine what an ap-
propriate period for the EPA’s calculations
would be, as this is a matter better left for
agency discrelion. See Motor Vehicle
Mfrs. Ass’n, 463 U.S. at 53, 103 S.Ct. at
2872. We do note, however, that the choice
of a thirteen-year period is so short as to
make the unquantified period so unreason-
ably large that any EPA reliance upon it
must be displaced.

Under the EPA’s calculations, a twenty-
year-old worker entering employment to-
day still would be at risk from workplace
dangers for more than thirty years after
the EPA’s analysis period had ended. The
true benefits of regulating asbestos under
such calculations remain unknown. The
EPA cannot choose to leave these benefits
high and then use the high unknown bene-
fits as a major factor justifying EPA ac-
tion,

We also note that the EPA appears to
place too great a reliance upon the concept
of population exposure. While a high pop-
ulation exposure certainly is a factor that
the EPA must consider in making its calcu-
lations, the agency cannot count such prob-
lems more than once. For example, in the
case of asbestos brake products, the EPA
used factors such as risk and exposure to
calculate tbe probable harm of the brakes,
and then used, as an additional reason to
ban the products, the fact that the expo-
sure levels were high. Considering that
caleulations of the probable harm level,
when reduced to basics, simply are a calcu-
lation of population risk multiplied by popu-
lation exposure, the EPA’s redundant use
of population exposure to justify its actions
cannot stand.

thus would have us reject the upper limit con-
cerns when they are not needed, but use them if
necessary.

We agree that these all are valid concerns that
the EPA legitimately should take into account
when considering regulatory action. What we
disagree with, however, is the manner in which
the EPA incorporated these concerns. By not
using such concerns in its quantitative analysis,
even where doing so was not difficult, and re-
serving them as additional factors to buttress
the ban, the EPA improperly transformed per-
missible considerations into determinative
factors.
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3.
Reasonable Basis.

In addition to showing that its regulation
is the least burdensome one necessary to
protect the environment adequately, the
EPA also must show that it has a reason-
able basis for the regulation. 15 U.S.C,
§ 2605(a). To some extent, our inquiry in
this area mirrors that used above, for many
of the methodological problems we have
noted also indicate that the EPA did not
have a reasonable basis. We here take the
opportunity to highlight some areas of ad-
ditional concern.

[29] Most problematical to us is the
EPA’s ban of products for which no substi-
tutes presently are available. In these
cases, the EPA bears a tough burden in-
deed to show that under TSCA a ban is the
least burdensome alternative, as TSCA ex-
plicitly instructs the EPA to consider “the
henefits of such substance or mixture for
various uses and the availability of substi-
tutes for such uses.” Id. § 2605(c)1)C).
These words are particularly appropriate
where the EPA actually has decided to ban
a product, rather than simply restrict its
use, for it is in these cases that the lack of
an adequate substitute is most troubling
under TSCA.

As the EPA itself states, “{wlhen no
information is available for a product indi-
cating that cost-effective substitutes exist,
the estimated cost of a product ban is very
high.” 54 Fed.Reg. at 29,468. Because of
this, the EPA did not ban certain uses of
asbestos, such ag its use in rocket engines
and battery separators. The EPA, how-
ever, in several other instances, ignores its
own arguments and attempts to justify its
ban by stating that the ban itself will cause
the development of low-cost, adequate sub-
stitute products.

[30] As a general matter, we agree
with the EPA that a product ban can lead
to great innovation, and it is true that an
agency under TSCA, as under other regula-
tory statutes, “is empowered to issue safe-
ty standards which require improvements
in existing technology or which require the
development of new technology.” Chrys-
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ler Corp. v. Department of Transp., 472
F.2d 659, 673 (6th Cir.1972). As even the
EPA acknowledges, however, when no ade-
quate substitutes currently exist, the EPA
cannot fail to consider this lack when for-
mulating its own guidelines. Under TSCA,
therefore, the EPA must present a strong-
er case to justify the ban, as opposed to
regulation, of products with no substitutes.

We note that the EPA does provide a
waiver provision for industries where the
hoped-for substitutes fail to materialize in
time. See 54 Fed.Reg. at 29,464, Under
this provision, if no adequate substitutes
develop, the EPA temporarily may extend
the planned phase-out.

The EPA uses this provision to argue
that it can ban any product, regardless of
whether it has an adequate substitute, be-
cause inventive companies soon will devel-
op good substitutes. The EPA contends
that if they do not, the waiver provision
will allow the continued use of asbestos in
these areas, just as if the ban had not
occurred at all.

The EPA errs, however, in asserting that
the waiver provision will allow a continua-
tion of the status quo in those cases in
which no substitutes materialize. By its
own terms, the exemption shifts the burden
onto the waiver proponent to convince the
EPA that the waiver is justified. See id.
As even the EPA acknowledges, the waiver
only “may be granted by [the] EPA in very
limited circumstances.”” Jd. at 29,460.

The EPA thus cannot use the waiver
provision to lessen its burden when justify-
ing banning products without existing sub-
stitutes. While TSCA gives the EPA the
power to ban such products, the EPA must
bear its heavier burden of justifying its
total ban in the face of inadequate substi-
tutes. Thus, the agency cannot use its
waiver provision to argue that the ban of
products with no substitutes should be
treated the same as the ban of those for
which adequate substitutes are available
now,

{311 We also are concerned with the
EPA’s evaluation of substitutes even in
those instances in which the record shows
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that they are available. The EPA explicitly
rejects considering the harm that may flow
from the increased use of products de-
signed to substitute for asbestos, even
where the probable substitutes themselves
are known carcinogens. Jd. at 29,481-83.
The EPA justifies this by stating that it
has “more concern about the continued use
and exposure to asbestos than it has for
the future replacement of asbestos in the
products subject to this rule with other
fibrous substitutes.” Id. at 29,481, The
agency thus concludes that any ‘[r]egula-
tory decisions about asbestos which poses
well-recognized, serious risks should not be
delayed until the risk of all replacement
materials are fully quantified.” Id. at 29,
483,

This presents two problems. First,
TSCA instructs the EPA to consider the
relative merits of its ban, as compared to
the economic effects of its actions. The
EPA cannot make this calculation if it fails
to consider the effects that alternate sub-
stitutes will pose after a ban.

Second, the EPA cannot say with any
assurance that its regulation will increase
workplace safety when it refuses to evalu-
ate the harm that will result from the
increased use of substitute products.
While the EPA may be correct in its conclu-
sion that the alternate materials pose less
risk than asbestos, we cannot say with any
more assurance than that flowing from an
educated guess that this conclusion is true.

Considering that many of the substitutes
that the EPA itself concedes will be used in
the place of ashestos have known carcino-
genic effects, the EPA not only cannot
assure this court that it has taken the least
burdensome alternative, but cannot even
prove that its regulations will increase
workplace safety. Eager to douse the dan-
gers of asbestos, the agency inadvertently
actually may increase the risk of injury

21. This is not to say that an intercsted party can
introduce just any evidence of a suspected car-
cinogen or other toxin in its efforts to slow
down a valid EPA regulation. The agency may,
within its discretion, consider the probable mer-
its of such dilatory tactics and act appropriately.
Cf. National Grain & Feed Assm, 866 F.2d at 734
(“IWle do not require the agency to respond in

Americans face. The EPA’s explicit failure
to consider the toxicity of likely substitutes
thus deprives its order of a reasonable ba-
sis. Cf American Petroleum Inst. 2.
OSHA, 581 F.2d 493, 504 (5th Cir.1978) (An
agency is required to “regulate on the ba-
sis of knowledge rather than the un-
known.”).

Qur opinion should not be construed to
state that the EPA has an affirmative duty
to seek out and test every workplace sub-
stitute for any product it seeks to regulate.
TSCA does not place such a burden upon
the agency. We do not think it unreason-
able, however, once interested parties intro-
duce credible studies and evidence showing
the toxicity of workplace substitutes, or the
decreased effectiveness of safety alterna-
tives such as non-asbestos brakes, that the
EPA then consider whether its regulations
are even increasing workplace safety, and
whether the increased risk occasioned by
dangerous substitutes makes the proposed
regulation no longer reasonable. In the
words of the EPA’s own release that initi-
ated the asbestos rulemaking, we direct
that the agency consider the adverse health
effects of asbestos substitute ‘‘for compari-
son with the known hazards of asbestos,”
g0 that it can conduet, as it promised in
1979, a "balanced consideration of the envi-
ronmental, economic, and social impact of
any action taken by the agency.” 44 Fed.
Reg. at 60,065 (1979).

{321 Inshort, a death is a death, wheth-
er occasioned by asbestos or by a toxic
substitute product, and the EPA’s decision
not to evaluate the toxicity of known car-
cinogenic substitutes is not a reasonable
action under TSCA. Once an interested
party brings forth credible evidence sug-
gesting the toxicity of the probable or only
alternatives to a substance, the EPA must
consider the comparative toxic costs of
each.?! Its failure to do so in this case thus

detail 1o cvery imaginable proposal for tighter
standards.”). Where, however, the health risks
of substitutes, such as non-asbestos brakes and
polyvinyl chloride (PVC) pipe, are both plau-
sible and known, the EPA must consider not
only the probable costs of continued use of the
product it is considering, but also the harm that
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deprived its regulation of a reasonable ba-
sis, at least in regard to those products as
to which petitioners introduced credible evi-
dence of the dangers of the likely substi-
tutes 2

4.

Unreasonable Risk of Injury.

The final requirement the EPA must sat-
isfy before engaging in any TSCA rulemak-
ing is that it only take steps designed to
prevent “unreasonable” risks. In evaluat-
ing what is ‘‘unreasonable,” the EPA is
required to consider the costs of any pro-
posed actions and to ‘“‘carry out this chap-
ter in a reasonable and prudent manner
[after considering] the environmental, eco-
nomic, and social impact of any action,” 15
U.8.C. § 2601(c).

[33] As the District of Columbia Circuit
stated when evaluating similar language
governing the Federal Hazardous Sub-
stances Act, “[t]he requirement that the
risk be ‘unreasonable’ necessarily involves
a balancing test like that familiar in tort
law: The regulation may issue if the sever-
ity of the injury that may result from the
product, factored by the likelihood of the
injury, offsets the harm the regulation it-
self imposes upon manufacturers and con-
sumers.” Forester v. CPSC, 559 F.2d 774,
789 (D.C.Cir.1977). We have quoted this
language approvingly when evaluating oth-
er statutes using similar language. See,
e.g, Aqua Slide, 569 F.2d at 839.

That the EPA must balance the costs of
its regulations against their benefits fur-
ther is reinforced by the requirement that
it seek the least burdensome regulation.
While Congress did not dictate that the
EPA engage in an exhaustive, full-scale
cost-benefit analysis, it did require the EPA
to consider both sides of the regulatory
equation, and it rejected the notion that the

would foilow from its regulation and increased
use of an alternate, harmful product.

22. We note that at least part of the EPA's argu-
ments rest on the assumption that regulation
will not work because the [ederal government
will not adequately enforce any workplace stan-
dards that the EPA might promulgate. This is
an improper assumption. The EPA should as-
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EPA should pursue the reduction of work-
place risk at any cost. See American Tez-
tile Mfrs. Inst., 452 U.S. at 510 n. 30, 101
S.Ct. at 2491 n. 30 (“unreasonable risk”
statutes require “a generalized balancing
of costs and benefits” (citing Agqua Slide,
569 F.2d at 839)). Thus, “Congress also
plainly intended the EPA to consider the
economic impact of any actions taken by it
under ... TSCA.” Chemical Mfrs. Ass'n,
899 F.2d at 348.

Even taking all of the EPA’s figures as
true, and evaluating them in the light most
favorable to the agency’s decision (non-dis-
counted benefits, discounted costs, analo-
gous exposure estimates included), the
agency’s analysis results in figures as high
as $74 million per life saved. For example,
the EPA states that its ban of asbestos
pipe will save three lives over the next
thirteen years, at a cost of $128-227 million
($43-76 million per life saved), depending
upon the price of substitutes; that its ban
of asbestos shingles will cost $23-34 mil-
lion to save 0.32 statistical lives ($72-106
million per life saved); that its ban of as-
bestos coatings will cost $46-181 million to
save 3.33 lives ($14-54 million per Ilife
saved); and that its ban of asbestos paper
products will save 0.60 lives at a cost of §i4-
5 million ($7-8 million per life saved). See
54 Fed.Reg. at 29,484-85. Were the analo-
gous exposure estimates not included, the
cancer risks from substitutes such as due-
tite iron pipe factored in, and the benefits
of the ban appropriately discounted from
the time of the manifestation of an injury
rather than the time of exposure, the costs
would shift even more sharply against the
EPA’s position.

While we do not sit as a regulatory agen-
cy that must make the difficult decision as
to what an appropriate expenditure is to
prevent someone from incurring the risk of

sume reasonable efforts by the government to
implement its own regulations. A governmen-
tal agency cannot point to how poorly the
government will implement regulations as a rca-
son to reject regulation.  Rather, the solution to
poor enforcement of regulations is better en-
forcement, not mare burdensome alternative so-
lutions under TSCA.



164

CORROSION PROOF FITTINGS v. EP.A.

1223

Cite 23 947 F.2d 1201 (Sth Cir. 1991)

an asbestos-related death, we do note that
the EPA, in its zeal to ban any and all
asbestos products, basically ignored the
cost side of the TSCA equation. The EPA
would have this court believe that Con-
gress, when it enacted its requirement that
the EPA consider the economic impacts of
its regulations, thought that spending
$200-300 million to save approximately sev-
en lives (approximately $30-40 million per
life) over thirteen years is reasonable,

As we stated in the OSHA context, until
an agency “can provide substantial evi-
dence that the benefits to be achieved by [a
regulation] bear a reasonable relationship
to the costs imposed by the reduction, it
cannot show that the standard is reason-
ably necessary to provide safe or healthful
workplaces.” American Petrolewm Inst.,
581 F.2d at 504. Although the OSHA stat-
ute differs in major respects from TSCA,
the statute does require substantial evi-
dence to support the EPA’s contentions
that its regulations both have a reasonable
basis and are the least burdensome means
to a reasonably safe workplace.

The EPA’s willingness to argue that
spending $28.7 million to save less than
one-third of a life reveals that its economic
review of its regulations, as required by
TSCA, was meaningless. As the petition-
ers’ brief and our review of EPA caselaw
reveals, such high costs are rarely, if ever,
used to support a safety regulation. If we
were to allow such cavalier treatment of
the EPA’s duty to consider the economic
effects of its decisions, we would have to
excise entire sections and phrases from the

23, See Environmental Defense Fund, 636 F.2d at
1275 n. 17 (“{W)e must construe the statute 'so
that no provision will be inoperative or super-
fluous' " (quoting Moror & Equip. Mfrs. Ass'n v.
EPA, 627 F.2d 1095, 1108 (D.C.Cir.1979), cert.
denied, 446 U.S. 952, 100 S.Ct. 2917, 64 L.Ed.2d
808 (1980))); see also Oid Colony R.R. v. Com-
missioner, 284 U.S. 552, 560, 52 S.Ct. 211, 213,
76 L.Ed. 484 (1932) (in interpreting statutory
language, “the plain, obvious and rational mean-
ing of a statute is to be preferred to any curious,
narrow, hidden sense”).

As the petitioners point out, the EPA regularly
rejects, as unjustified, regulations that would
save more lives at less cost. For example, over
the next 13 years, we can expect more than a
dozen deaths from ingested toothpicks—a death

language of TSCA. Because we are
judges, not surgeons, we decline to do s0.**

V.

Substantial Evidence Regarding Least
Burdensome, Adequate
Regulation.

TSCA provides that a reviewing court
“ghall hold unlawful and set aside” a final
rule promulgated under section 6(a) “if the
court finds that the rule is not supported
by substantial evidence in the rulemaking
record ... taken as a whole.” 15 US.C.
§ 2618(c)(1}B)i). The substantial evidence
standard “afford[s] a considerably more
generous judicial review” than the arbi-
trary or capricious test, Abbott Laborato-
ries, 387 U.8. at 143, 87 S.Ct. at 1513, and
“imposes a considerable burden on the
agency and limits its discretion in arriving
at a factual predicate.” Mobil Oil Corp. v.
FPC, 483 F.2d 1238, 1258 (D.C.Cir.1973).

{341 We have declared that the EPA
must articulate an “understandable basis”
to support its TSCA action with respect to
each substance or application of the sub-
stance banned. Chemical Mfrs. Ass’n, 899
F.2d at 857. To make a finding of unrea-
sonable risk based upon this assessment,
the “EPA must balance the probability that
harm will occur from the activities against
the effects of the proposed regulatory ac-
tion on the availability to society of the
benefits of asbestos.” 54 Fed.Reg. at 29,-
467. With these edicts in mind, we now
examine each product against the TSCA
criteria.?!

toll more than twice what the EPA predicts will

flow from the quarter-billion-dollar bans of as-

bestos pipe, shingles, and roof coatings. See L.

Budnick, Toothpick-Related Injuries in the Unit-

ed States, 1979 Through 1982, 252 1. Am. Med.

Ass’n, Aug. 10, 1984, at 796 (study showing that

toathpick-related deaths average approximately

one per year).

24. In large part, our analysis draws upon our
general discussion already concluded. Where
v, h , we develop specific themes

more appropriately addressed in the context of
a specific product. The EPA on subsequent
review should consider these specific commernus
as applicable to its procedures dealing with oth-
er products, where necessary. In other words,
by presenting a concern in the context of ane
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Friction Products.

[35] We begin our analysis with the
EPA’s ban of friction products, which con-
stitutes the lion's share of the proposed
benefits of the asbestos regulation—nearly
three-fourths of the anticipated asbestos
deaths, The friction products in question,
although primarily made up of drum and
disk brakes, also include brake blocks and
other friction products.

Workers are exposed to asbestos during
the manufacture, use, repair, and disposal
of these products. The EPA banned most
of these products with a stage 2 ban, which
would require companies to cease manufac-
turing or importing the products by Au-
gust 25, 1993, with distribution to end one
vear later. The final stage 3 ban would
han any remaining friction products on Au-
gust 26, 1996, with distribution again ceas-
ing one year later. See id. at 29,461-62.

We note that of all the asbestos bans, the
EPA did the most impressive job in this
area, both in conducting its studies and in
supporting its contention that banning as-
bestos products would save over 102 dis-
counted lives. Jd. at 29,485. Furthermore,
the EPA demonstrates that the population
exposure to asbestos in this area is great,
while the estimated cost of the measure is
low, at least in comparison to the cost-per-
life of its other bans. Were the petitioners
only questioning the EPA’s decision to ban
friction products based upon disputing
these figures, we would be tempted to up-
hold the EPA, even in the face of petition-
ers’ arguments that workplace exposure to
friction product asbestos could be de-
creased by as much as ninety percent using
stricter workplace controls and in light of
studies supporting the conelusion that
some forms of asbestos present less dan-

product, we do not mean to imply that it arises
only in that area.

28. One of the study’s authors, Mr. Anderson,
submitted written testimony that the “replace-
ment/substitution of asbestos-based with non-
asbestos brake linings will produce grave risks"”
and that “the expected increase of skid-related
highway accidents and resultant traffic deaths
would certainly be expected to overshadow any
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ger. Decisions such as these are better
left to the agency's expertise,

Such expertise, however, is not a univer-
sal talisman affording the EPA unbridled
latitude to act as it chooses under TSCA.
What we cannot ignore is that the EPA
failed to study the effect of non-asbestos
brakes on automotive safety, despite credi-
ble evidence that non-asbestos brakes could
increase significantly the number of high-
way fatalities, and that the EPA failed to
evaluate the toxicity of likely brake substi-
tutes. As we already mentioned, the EPA,
in its zeal to ban asbestos, cannot overlook,
with only cursory study, credible conten-
tions that substitute products actually
might increase fatalities.

The EPA commissioned an American So-
ciety of Mechanical Engineers (ASME)
study that concluded that while more re-
search was needed, it appeared that many
of the proposed substitutes for friction
products are not, and will, not soon be
available, especially in the replacement
brake market, and that the substitutes may
or may not assure safety.?® Despite this
credible record evidence, by a study specifi-
cally commissioned by the EPA, that sub-
stitute products actually might cause more
deaths than those asbestos deaths predict-
ed by the EPA, the agency did not evaluate
the dangers posed by the substitutes, in-
cluding cancer deaths from the other fibers
used and highway deaths oceasioned by
less effective, non-asbestos brakes. This
failure to examine the likely consequence
of the EPA’s regulation renders the ban of
asbestos friction products unreasonable.

This failure would be of little moment,
were the relevant market confined to origi-
nal equipment disk brakes and pads. For
these original equipment brakes, it appears
that manufacturers already have developed
safe substitutes for asbestos, considering

potential health-relaled benefits of fiber substi-
tution.” The ASME report itself concludes only
that “[i)f the eventual elimination of all asbestos
in friction products is to be accomplished, addi-
tional future studies are required.” This is an
insufficient basis upon which to support the
EPA’s judgment that non-asbestos brakes are
just as safe as asbestos brakes.
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that nearly all new vehicles come with non-
asbestos disk brakes, with non-asbestos
drum brakes apparently soon to follow.
See id. at 29,493, The ASME Report con-
cluded that “at the present rate of techno-
logical progress, most new passenger cars
could be equipped with totally non-asbestos
frictional systems by 1991, and most light
trucks and heavy trucks with S-cam
brakes, by 1992.” See id. at 29,494.

Although the petitioners dispute the evi-
dence, we find particularly telling the fact
that manufacturers already are producing
most vehicles with newly designed, non-
asbestos brakes. The ban of asbestos
brakes for these uses here appears reason-
able and, had the EPA taken the proper
Steps to consider and reject the less bur-
densome alternatives, we might find the
ban of these products supported by sub-
stantial evidence.

With respect to the aftermarket replace-
ment market, however, the EPA’s fajlure
to consider the safety ramifications of its
decisions is problematic. Original equip-
ment, non-ashestos brakes are designed
from the start to work without the superior
insulating properties of asbestos. The re-
placement market brakes, on the other
hand, were designed with asbestos, rather
than substitutes, in mind. As the EPA
itself states, “[clommenters generally
agreed that it is easier to develop replace-
ment asbestos-free friction materials for
use in vehicles that are intentionally de-
signed to use such materials than it is to
develop asbestos-free friction materials for
use as after-market replacement products
in vehicles currently in use that have brake
systems designed to use asbestos.” Jd.
Because of these difficulties, the EPA de-
cided to use a stage 3 ban for replacement
brakes.

Despite acknowledging the difficulty of
retrofitting current asbestos brakes, how-
ever, the EPA decided that the problem
with non-ashestos brakes was not that they
are inferior, but that they are less safe
because the government does not regulate
them. Based upon this conclusion, the
EPA decided that it need not consider the
safety of alternative brakes because, after

consultation with the National Highway
Traffic Safety Administration (NHTSA),
the EPA concluded that regulation of non-
asbestos hrakes soon would be forthcom-
ing. Id.

This determination is insufficient to dis-
charge the EPA’s duties under TSCA. The
EPA failed to settle whether alternative
brakes will be as safe as current brakes,
even though, by its own admission, the
“EPA also acknowledges that a ban on
asbestos in the brake friction product cate-
gories may increase the uncertainty about
brake performance.” Id, at 29,495. The
EPA contends that it can rely upon
NHTSA to discharge its regulatory bur-
dens, but it ignores the fact that the prob-
lem with non-ashestos brakes may be tech-
nical, rather than regulatory, in nature.

Future consideration by the NHTSA can-
not support a present ban by the EPA
when the record contains conflicting and
non-conclusive evidence regarding the safe-
ty of non-asbestos brake replacement
parts. After being presented with eredible
evidence “that a ban on asbestos use in the
aftermarket for brake systems designed
for asbestos friction products will compro-
mise the performance of braking systems
designed for asbestos brakes,” id. at 29,
494, the EPA under TSCA had to consider
whether its proposed ban not only was
reasonable, but also whether the increased
deaths caused by less efficient brakes
made the ban of asbestos in the replace-
ment brake market unreasonable.

In short, while it is apparent that non-
asbestos brake products either are avail-
able or soon will be available on new ve-
hicles, there is no evidence indicating that
forcing consumers to replace their asbestos
brakes with new non-asbestos brakes as
they wear out on their present vehicles will
decrease fatalities or that such a ban will
produce other benefits that outweigh its
costs. Furthermore, many of the EPA’s
own witnesses conceded on cross-examina-
tion that the non-asbestos fibrous substi-
tutes also pose a cancer risk upon inhala-
tion, yet the EPA failed to examine in more
than a cursory fashion the toxicity of these
alternatives. Under these circumstances,
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the EPA has failed to support its ban with
the substantial evidence needed to provide
it with a reasonable basis.

Finally, as we already have noted, the
structure of TSCA requires the EPA to
consider, and reject, the less burdensome
alternatives in the TSCA hierarchy before
it can invoke its power to ban a product
completely. 1t may well be true, as the
EPA contends, that workplace controls are
insufficient measures under TSCA and that
only a ban will discharge the EPA’s TSCA-
imposed duty to seek the safest, reasonable
environment. The EPA’s failure to consid-
er the regulatory alternatives, however,
cannot be substantiated by conclusory
statements that regulation would be insuf-
ficient. See Texas Indep. Ginners Ass'n v.
Marshall, 630 F.2d 398, 411-12 (5th Cir.
1980); Agqua Slide, 569 F.2d at 843. We
thus conclude that while the EPA may
have presented sufficient evidence to un-
derpin the dangers of asbestos brakes, its
failure to consider whether the ban is the
least burdensome alternative, and its refus-
al to consider the toxicity and danger of
substitute brake products, in regard to
both highway and workplace safety, de-
prived its regulation of the reasonable ba-
sis required by TSCA.

B.
Asbestos-Cement Pipe Products.

[36] The EPA’s analysis supporting its
ban of asbestos-cement (A/C”) pipe is more
troublesome than its action in regard to
friction products. Asbestos pipe primarily
is used to convey water in mains, sewage
under pressure, and materials in various
industrial process lines. Unlike most uses
of asbestos, asbestos pipe is valued primar-
ily for its strength and resistance to corro-
sion, rather than for its heat-resistant qual-
ities. The EPA imposed a stage 3 ban on
ashestos pipe. 54 Fed.Reg. at 29,462,

Petitioners question EPA’s cost/benefit
balancing, noting that by the EPA’s own
predictions, the ban of asbestos pipe will
save only 3-4 discounted lives, at a cost
26. In this case, the EPA extrapolated data re-

garding asbestos exposure during installation of
asbestos pipe products and estimated, by formu-
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ranging from $128-227 million ($43-76 mil-
lion per life saved), depending upon the
price of substitutes. /d. at 29,484. Fur-
thermore, much of EPA’s data regarding
this product and others depends upon data
received from exposures observed during
activities similar to the ones to be regulat-
ed—the “analogous exposure’ analysis
that the EPA adopted subsequent to the
public comment period, which thus was not
subjected to cross-examination or other
critical testing.®® Finally, the petitioners
protest that the EPA acted unreasonably
because the most likely substitutes for the
asbestos pipe, PVC and ductile iron pipe,
also contain known carcinogens.

Once again we are troubled by the EPA’s
methodology and its evaluation of the sub-
stitute products. Many of the objections
raised by the asbestos cement pipe produc-
ers are general protests about the EPA’s
studies and other similar complaints. We
will not disturb such agency inquiries, as it
is not our role to delve into matters better
left for agency expertise. We do, however,
examine the EPA’s methodology in places
to determine whether it has presented sub-
stantial evidence to support its regulation.

As with friction products, the EPA re-
fused to assess the risks of substitutes to
asbestos pipe. /d. at 29,497-93. Unlike
nom-usbestos brakes, which the EPA con-
tends are safe, the EPA here admits that
viny! chioride, used in PVC, is a human
carcinogen that is especially potent during
the manufacture of PVC pipe. As for the
EPA’s defense of the ductile iron pipe sub-
stitute, the EPA also acknowledges evi-
dence that it will cause cancer deaths but
rejects these deaths as overestimated, even
though it ean present no more support for
this assumption than its own ipse dixit.

The EPA presented several plausible, al-
beit untested, reasons why PVC and ductile
iron pipe might be less of a health risk than
asbestos pipe. It did not, however, actual-
ly evaluate the health risk flowing from
these substitute products, even though the

la, how often workers would be exposed to
asbestos during repair and disposal.
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“EPA acknowledges that the individual
lifetime cancer risk associated with the pro-
duction of PVC may be equivalent to that
associated with the production of A/C
pipe.” fd. at 29,497. The agency concedes
that “{tJhe population cancer risk for the
production of ductile iron pipe could be
comparable to the population cancer risk
for production of A/C pipe.” Id.

It was insufficient for the EPA to con-
clude that while its data showed that “the
number of cancer cases associated with
production of equivalent amounts of ductile
iron pipe and A/C pipe ‘may be similar,” the
estimate of cancer risk for ductile iron pipe
‘is most likely an overestimate,’ " see 54
Fed.Reg. at 29,498, unless the agency can
present something more concrete than its
own speculation to refute these earlier iron
pipe cancer studies. Musings and conjec-
ture are “not the stuff of which substantial
evidence is made,” Agua Slide, 569 F.2d at
843, and “[u]narticulated reliance on Com-
mission ‘experience’ may satisfy an ‘arbi-
trary, capricious’ standard of review, but it
does not add one jot to the record evi-
dence.” [d. at 841-42 (citations omitted).
“While expert opinion deserves to be heed-
ed, it must be based on more than casual
observation and speculation, particularly
where a risk of fatal injury is being evalu-
ated.” Id. These concerns are of special
note where the increased carcinogen risk
occasioned by the EPA’s proposed substi-
tutes is both credible and known.

This conclugion only is strengthened
when we consider the EPA’s failure to ana-
lyze the health risks of PVC pipe, the most
likely substitute for asbestos pipe, which
the EPA concedes poses a cancer risk sim-
ilar to that presented by asbestos pipe.
The failure of the EPA to make a record
finding on the risks of PVC pipe is particu-
larly inexplicable, as the EPA already is
studying increasing the stringency of PVC
regulation in separate rulemaking proceed-
ings, an action that one of the very inter-
venors in the instant case has been urging
for years. See NRDC v. EPA, 824 F.2d
1146, 114849 (D.C.Cir.1987) (en banc).

The EPA, in these separate proceedings,
has estimated the cancer risk from PVC

plants to be as high as twenty deaths per
year, a death rate that stringent controls
might be able to reduce to one per year,
see id. at 1149, far in excess of the frac-
tions of a life that the asbestos pipe ban
may save each year, by the EPA’s own
calculations. Considering that the EPA
concedes that there is no evidence showing
that ingested, as opposed to inhaled, as-
bestos is a health risk, while the EPA’s
own studies show that ingested vinyl chlo-
ride is a significant cancer risk that could
cause up to 260 cancer deaths over the next
thirteen years, see id.; 54 Fed.Reg. at 29,
498, the EPA's failure to consider the rigks
of substitute products in the asbestos pipe
area is particularly troublesome. The
agency cannot simply choose to note the
similar cancer risks of asbestos and iron
pipe and then reject the data underpinning
the iron and PVC pipe without more than
its own conclusory statements.

We also express concern with the EPA’s
cavalier attitude toward the use of its own
data. The asbestos pipe industry argues
that the exposure times the EPA used to
calculate its figures are much higher than
experience would warrant, a contention
that the EPA now basically concedes.
Rather than recalculate its figures, how-
ever, based upon the best data available to
it, the EPA merely responds that while the
one figure may be too high, it undoubtedly
underestimated the exposure levels, be-
cause contractors seldom comply with
OSHA regulations. In the words of its
brief, “{t]hus, EPA concluded that its esti-
mates contain both over- and underesti-
mates, but nevertheless represented a rea-
sonable picture of aggregate exposure.”

The EPA is required to support its analy-
sis with substantial evidence under TSCA.
When one figure is challenged, it cannot
back up its position by changing an un-
related figure to yield the same result.
Allowing such behavior would require us
only to focus on the final numbers provided
by an agency, and to ignore how it arrives
at that number. Because a conclusion is no
better than the methodology used to reach
it, such a result cannot survive the substan-
tial evidence test.
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Finally, we once again note that the EPA
failed to discharge its TSCA-mandated bur-
den that it consider and reject less burden-
some alternatives before it impose a more
burdensome alternative such as a eomplete
ban. The EPA instead jumped immediately
to the ban provision, without calculating
whether a less burdensome alternative
might accomplish TSCA’s goals. See 54
Fed.Reg. at 29,489. We therefore conclude
that the EPA failed to present substantial
evidence to support its ban of asbestos
pipe.

C.

Gaskets, Roofing, Shingles,
and Paper Products.

We here deal with the remaining prod-
ucts affected by the EPA ban. Petitioners
challenge the basis for the EPA’s finding
that beater-add and sheet gaskets, primari-
ly used in automotive parts, should be
banned. The agency estimated its ban
would save thirty-two lives over a thirteen-
year time span, at an overall cost of $207-
263 million ($6-8 million per life saved).
Id. at 29,484,

We have little to add in this area, beyond
our general discussion and comments on
other products, apart from a brief highlight
of the EPA’'s use of analogous exposure
data to support its gasket ban. For these
products, the analogous exposure estimate
constituted almost eighty percent of the
anticipated total benefits—a proportion so
large that the EPA’s duty to give interest-
ed parties notice that it intended to use
analogous exposure estimates was particu-
larly acute.”” Considering some of the
EPA’s support for its analogous exposure
estimates—such as its assumption that
none of the same workers who install beat-
er-add and sheet gaskets ever is involved in
repairing or disposing of them, and the
unexplained discrepaney between its
present conclusion that over 50,000 work-
ers are involved in this area and its 1984
estimate that only 768 workers are in-

27. The EPA estimates drop from 32.24 discount-
ed lives to 6.68 discounted lives without the
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volved in ‘“‘gasket removal and installa-
tion,” see 51 Fed.Reg. 22612, 22,665
(1986)—the petitioners’ complaint that they
never were afforded the opportunity to
comment publicly upon these figures, or to
cross-examine any EPA witnesses regard-
ing them, is particularly telling.

[37] The EPA also banned roof coat-
ings, roof shingles, non-roof coatings, and
asbestos paper products. Again, we have
little to add beyond our diseussions already
concluded, especially regarding TSCA’s re-
quirement that the EPA always choose the
least burdensome alternative, whether it be
workplace regulation, labeling, or only a
partial ban. We note, however, that in
those cases in which a complete ban would
save less than one statistical life, such as
those affecting asbestos paper products
and certain roofing materials, the EPA has
a particular need to examine the less bur-
densome alternatives to a complete ban.

Where appropriate, the EPA should con-
sider our preceding discussion as applicable
to their bans of these products. By follow-
ing the dictates of Chemical Mfrs. Ass'n,
899 F.2d at 359, that the quantities of the
regulated chemical entering into the envi-
ronment be “substantial,” and that the hu-
man exposure to the chemical also must be
“substantial” or “significant,” as well as
our concerns expressed in this opinion, the
EPA should be able to determine the prop-
er procedures to follow on its reconsidera-
tion of its rule and present the cogent
explanation of its actions as required under
Chemical Manufacturers Association.

D.

Ban of Products Not Being Produced
in the United States.

Petitioners also contend that the EPA
overstepped TSCA’s bounds by seeking to
ban products that once were, but no longer
are, being produced in the United States.
We find little merit to this claim, consider-
ing that sections 5 and 6 of TSCA allow the
EPA to ban a product ‘“that presents or

analogous expasure data.
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will present” a significant risk. (Empha-
sis added.)

Although petitioners correctly point out
that the value of a product not being pro-
duced is not zero, as it may find some
future use, and that the EPA here has
banned items where the estimated risk is
zero, this was not error on the part of the
EPA, The numbers appear to favor peti-
tioners only because even products with
known high risks temporarily show no risk
because they are not part of this country’s
present stream of commerce. This would
soon change if the product returned, which
is precisely what the EPA is trying to
avoid.

Should some unlikely future use arise for
these products, the manufacturers and im-
porters have access to the waiver provision
established by the EPA for just these con-
tingencies. Under such circumstances, we
will not disturb the agency’s decision to
ban products that no longer are being pro-
duced in or imported into the United States.

{38] Similarly, we also decide that the
EPA properly can attempt to promulgate a
“clean up” ban under TSCA, providing it
takes the proper steps in doing so. A
clean-up ban, like the asbestos ban in this
case, seeks to ban all uses of a certain toxic
substance, including unknown, future uses
of the substance. Although there is some
merit to petitioners’ argument that the
EPA cannot possibly evaluate the costs and
benefits of banning unknown, uninvented
products, we hold that the nebulousness of
these future products, combined with
TSCA’s language authorizing the EPA to
ban products that “will” create a public
risk, allows the EPA to ban future uses of
asbestos even in products not yet on the
market.

E

Fundamental EPA Choices.

Finally, we note that there are many
other issues raised by petitioners, such as
the EPA’s decision to treat all types of
asbestos the same, its conclusion that vari-
ous lengths of fibers present similar toxic
risks, and its decision that ashestos

presents similar risks even in different in-
dustries. See generally 54 Fed.Reg. at
29,470-71 (detailing differences in potency
of chrysotile and other forms of asbestos
and toxicity of various fiber lengths), We
mention these concerns now only to reject
them.

On these, and many similar points, the
petitioners merely seek to have us reevalu-
ate the EPA's initial evaluation of the evi-
dence. While we can, and in this opinion
do, question the agency’s reliance upon
flawed methodology and its failure to con-
sider factors and alternatives that TSCA
explicitly requires it to consider, we do not
sit as a regulatory agency ourselves. Deci-
sions such as the EPA’s decision to treat
various types of asbestos as presenting
similar health risks properly are better left
for agency determination and, while the
EPA is free to reconsider its data should it
80 choose when it revisits this area, it also
is free to adopt similar reasoning in the
future.

VL

Conclusion.

In summary, of most concern to us is
that the EPA has failed to implement the
dictates of TSCA and the prior decisions of
this and other courts that, before it impose
a ban on a product, it first evaluate and
then reject the less burdensome alterna-
tives laid out for it by Congress. While the
EPA spent much time and care crafting its
asbestos regulation, its explicit failure to
consider the alternatives required of it by
Congress deprived its final rule of the rea-
sonable basis it needed to survive judicial
scrutiny.

Furthermore, the EPA’s adoption of the
analogous exposure estimates during the
final weeks of its rulemaking process, after
public comment was concluded, rather than
during the ten years during which it was
considering the asbestos ban, was unrea-
sonable and deprived the petitioners of the
notice that they required in order to
present their own evidence on the validity
of the estimates and its data bases. By
depriving the petitioners of their right to
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cross-examine EPA witnesses on method-
ology and data used to support as much as
eighty percent of the proposed benefits in
some areas, the EPA also violated the dic-
tates of TSCA.

Finally, the EPA failed to provide a rea-
sonable basis for the purported benefits of
its proposed rule by refusing to evaluate
the toxicity of likely substitute products
that will be used to replace asbestos goods.
While the EPA does not have the duty
under TSCA of affirmatively seeking out
and testing all possible substitutes, when
an interested party comes forward with
credible evidence that the planned substi-
tutes present a significant, or even greater,
toxic risk than the substance in question,
the agency must make a formal finding on
the record that its proposed action still is
both reasonable and warranted under
TSCA.

We regret that this matter must continue
to take up the valuable time of the agency,
parties and, undoubtedly, future courts.
The requirements of TSCA, however, are
plain, and the EPA cannot deviate from
them to reach its desired result. We there-
fore GRANT the petition for review, VA-
CATE the EPA’s proposed regulation, and
REMAND to the EPA for further proceed-
ings in light of this opinion.?

On Petition for Review of a Rule of the
Environmental Protection Agency.

ON MOTION FOR CLARIFICATION
Before BROWN, SMITH, and WIENER,
Circuit Judges.

PER CURIAM:

[39] Respondents, the Environmental
Protection Agency (EPA) and William K.
Reilly, seek a clarification of the status of
the phase 1, or stage 1, provisions in the
challenged rule, which provisions ban, ef-
fective August 27, 1990, the manufacture,
importation, and processing of asbestos-
containing corrugated and flat sheet, as-
bestos clothing, flooring felt, pipeline wrap,
roofing felt, and vinyl/asbestos floor tile,
and any new uses of asbestos. See 40
C.F.R. §§ 763.165(a)-.167(a). The rule also
requires labeling of phase 1 products after

28. Pursuant to the Internal Operating Proce-
dures accompanying Fifth Cir.Loc.R. 47, Judge
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August 27, 1990, see id. § 763.171(a), and
prohibits the distribution in commerce of
such products after August 27, 1992, see
id. § 763.169(a). See Corrosion Proof Fit-
tings v. EPA, 947 F.2d 1201, 1208 & n. 2
(5th Cir.1991).

Respondents assert that the clarification
is needed because, in part V.D of our opin-
ion, id. at 1228-29, we have held that the
EPA may “ban products that once were,
but no longer are, being produced in the
United States.”” Thus, the motion seeks
clarification of the status of any products
that still were being manufactured, import-
ed, or processed on July 12, 1989, which is
the date on which the final rule was issued,
see 54 Fed.Reg. 29,459 (1989), but which ne
longer were heing manufactured, imported,
or processed, as a result of the phase 1
ban, on the date of our opinion, which is
October 18, 1991.

The motion for clarification is GRANT-
ED. The holding in part V.D of our opin-
ion applies only to products that were not
being manufactured, imported, or pro-
cessed on July 12, 1989, the date of the
rule’s promulgation. To the extent, if any,
that there is doubt as to whether particular
products are in that category, the EPA
may resolve the factual dispute on remand.

w
o Exlv HUMBER SYSTEW
T

G.W. GREEN, Petitioner-Appellant,
v

James A. COLLINS, Director, Institution-
al Division Texas Department of Crimi-
nal Justice, Respondent-Appellee.

No. 91-6203.

United States Court of Appeals,
Fifth Circuit.

Nov. 9, 1991.

Defendant’s capital murder conviction
and death sentence were affirmed by the

Brown reserves the right to file a separate opin-
ion.

Mr. GowDY. Next we are pleased to welcome Mr. Noel Francisco.
I hope I pronounced it somewhat close to being correct. Mr. Fran-
cisco leads the government regulation practice at Jones Day. Prior
to joining Jones Day, Mr. Francisco served as the deputy assistant
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attorney general in the Department of Justice Office of Legal Coun-
sel and as associate counsel to the President of the United States.
Mr. Francisco earned a B.A. In economics from the University of
Chicago. He also earned his J.D. From the University of Chicago
with high honors. He clerked for Judge Luttig on the United States
Court of Appeals for the fourth circuit in Richmond and for Justice
Scalia on the Supreme Court of the United States. At Jones Day,
Mr. Francisco regularly interacts with administrative agencies at
every step of the regulatory process. He knows from personal expe-
rience how the Administrative Procedure Act works and how it
does not work. And we look forward to his insights. With that, wel-
come, Mr. Francisco.

TESTIMONY OF NOEL J. FRANCISCO, ESQ., JONES DAY LLP

Mr. FraNncisco. Thank you, Mr. Chairman and Members of the
Subcommittee. It is an honor to appear before you today to discuss
the important issue of judicial review of agency action.

In the modern administrative state, it is necessary for courts to
defer to agencies’ interpretation and implementation of laws passed
by Congress. In complex regulatory regimes, Congress simply can-
not anticipate every problem that may arise, nor can courts be ex-
pected to fill the policy gaps. That is the role of the agencies.

Rigorous judicial oversight, however, is also required, for if judi-
cial deference goes too far, we risk undermining the basic structure
of our system of government. Take, for example, a common feature
of the modern administrative state. At the front end, Congress
passes a broad and open-ended law. Agencies then fill in the gaps
through implementing regulations. This is no ministerial function.
In these implementing regulations, the agencies are not just inter-
preting a broad law. In addition, they are making fundamental pol-
icy choices similar to those made by this body every day. Then at
the back end, courts largely defer to the agencies’ interpretation
and implementation of broad law. As a result, we see the agencies
not only executing the law, which is their primary function, but
also both making and interpreting the law through their imple-
menting regulations.

The primary check on this agency discretion is judicial review. It
is the judiciary’s job to ensure that the agency’s policy choices ulti-
mately reflect those made by this body, the Congress, in the origi-
nal legislation. The point here, of course, is not judicial power.
Rather, the court’s role in this process is to protect Congress’ power
by ensuring that at the end of the day, the agency’s policy choices
reflect Congress’ policy choices. And if courts accord agencies too
much discretion, then we remove this fundamental check and the
result is an undue concentration in the executive branch of all
three powers of our national government.

This ultimately is the dilemma of modern administrative law:
how to balance agency discretion against judicial oversight. And
striking the right balance is vital to preserving the separation of
powers on which our government was founded.

In light of this, there are three basic areas where in my view we
should consider whether legal doctrine is tilted too far in favor of
agency discretion and away from judicial review.
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The first is the one that was just touched upon by my friend and
former law professor, Ed Warren, and that is the issue of formal
versus informal rulemaking. I agree that we should carefully ask
ourselves whether or not we have struck the right balance here.

It is true, it is true that in many contexts, it is important for
agencies to act expeditiously. And that is primarily the benefit of
the notice and comment rulemaking process. But I would submit
that in the vast majority of contexts, it is much more important to
get the right answer than it is to get the quick answer. And in
light of that, it is eminently reasonable to ask whether we have
struck the right balance by making the more formal procedures as
embodied in formal rulemaking a virtual dinosaur in the area of
administrative law.

The other area where I think that reconsideration of whether we
have struck the right balance is important is in the area of judicial
deference to the agencies’ interpretation and implementation of
laws. Here, too, the law is tilted strongly in favor of agency discre-
tion and against judicial oversight. To give more deference where
courts defer to the agency’s views, to the extent those views are
persuasive, makes a lot of sense. So does Chevron deference, if not
taken too far. Agencies, after all, have technical expertise that
courts do not. And courts by and large should defer to that exper-
tise.

In addition to those decisions, however, the courts have adopted
various other and even more deferential doctrines as embodied by
cases like as Power and Baltimore Gas and Electric. This develop-
ment raises an important and fundamental policy question. Have
these doctrines tipped the balance too far in favor of agency discre-
tion and away from judicial review? If so, then recalibration of that
balance is eminently warranted.

There are many ways to do that. The bottom line, however, is
that in this context, judicial review is not about judicial power. It
is about ensuring that the agencies are adhering to Congress’ pol-
icy choices so that Congress is not effectively cut out of the policy-
making process.

The last area—and I will just defer to my written remarks on
this, on which I think it warrants reconsideration of the right bal-
ance is in the area of specific statutes aimed at improving the regu-
latory process, primarily the Information Quality Act and the Reg-
ulatory Flexibility Act. Thank you, Mr. Chairman.

Mr. Gowpy. Thank you, Mr. Francisco.

[The prepared statement of Mr. Francisco follows:]
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Subcommittee on Courts, Commercial and Administrative Law
House of Representatives

May 31, 2011
on

“Formal Rulemaking and Judicial Review: Protecting Jobs and the Economy with Greater
Regulatory Transparency and Accountability”

Mr. Chairman, Ranking Member, and Members of the Subcommittee:

My name is Noel John Francisco. I am a partner at the law firm of Jones Day, where I
chair the firm’s Government Regulation practice. 1 served as Associate Counsel to President
George W. Bush from 2001 to 2003, and as Deputy Assistant Attorney General in the
Department of Justice’s Office of Legal Counsel from 2003 to 2005. It is an honor to appear
before you to discuss the important issue of ensuring effective judicial review of agency action.

Every student of high school civics understands the basic contours of our system of
separated powers: The Legislative Branch makes the law. The Executive Branch enforces the
law. And the Judicial Branch interprets the law. But consider how this often plays out in the
modern administrative state: Congress passes a broad and open-ended law, leaving it to an
Executive Branch administrative agency to “fill in the gaps” through administrative regulation,
The agency then promulgates regulations interpreting and implementing that open-ended law.
And when the issue gets to the judiciary, the courts, as a general matter, defer to Congress’s
decision to delegate to the agency the policy-making functions in the first place, see Mistretta v.
United States, 488 U.S. 361, 372-74 (1989), and defer to the agency’s interpretation and
implementation of the law that Congress passed, see Mayo [Foundation for Medical Lducation
and Research v. United States, 131 S. Ct. 704, 714-16 (2011). As a result, we often see the
administrative agencies making, interpreting, and enforcing the law.

To a large extent, this is necessary to the proper functioning of the modern administrative
state. In complex regulatory regimes, Congress cannot anticipate every problem that might arise.
Nor can courts fill in the policy gaps that Congress leaves open. As a result, it is necessary that
Congress be able to delegate a certain amount of its policy-making function to administrative
agencies, particularly on matters that involve agency expertise. And it is equally necessary for
courts to accord a certain amount of deference to the agencies’ exercise of that delegated power.
But at the same time, there must be some kind of judicial check. For otherwise, we risk unduly
concentrating all three powers of government in the Executive Branch alone.
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This, in a nutshell, is the dilemma of administrative law: how to balance the dual needs
for judicial deference to, and judicial oversight of, the political branches of our government. At
first blush, this might appear to be a dry topic best left to judges and academics. But in truth, it
goes to the heart of our system of separated powers. If we strike the wrong balance—if we allow
excessive and unchecked delegation to administrative agencies—we risk transforming our
system of government into something it was never meant to be. It is, therefore, both necessary
and appropriate for Congress in general—and this Subcommittee in particular—to continually
review the balance that we have struck and, where necessary, recalibrate and adjust that balance.

With that basic background in mind, I would like to focus on three areas of administrative
law where, in my view, recalibration and readjustment may be warranted: (1) formal versus
informal rulemaking; (2) judicial deference to agency interpretations of law; and (3) judicial
enforceability of statutes designed to ensure that agencies engage in reliable rulemaking that
considers the burdens of regulation. In each of these cases, the pendulum has swung far in the
direction of increased agency power.

1. Formal Versus Informal Rulemaking. Today, informal rulemaking has become the
norm. Congress passes a general law. The President, through an administrative agency,
implements that law through informal rulemaking procedures, pursuant to which it notifies the
public of the proposed regulation and allows for a period of written public comment. The
agency then finalizes the rule. And the judiciary upholds it unless it is “arbitrary and capricious.”
See¢ The Administrative Procedure Act (“APA™), 5 U.S.C. § 706(2)}(A). This regulatory scheme
thus gives the judiciary a limited role in policing the power of the regulatory agencies.

Consider, however, the formal rulemaking alternative, which provides a more rigorous
and transparent administrative process followed by increased, yet still deferential, judicial review.
Under the formal rulemaking process, the agency holds an open hearing on its proposed
regulation, during which interested parties may not only submit their views in writing, but may
also testify and question witnesses. After the agency finalizes the rule, the judiciary reviews it to
ensure the agency’s factual conclusions are supported by “substantial evidence.” APA §
706(2)E). This is hardly an intrusive standard of review, as courts must uphold the regulation if
the agency’s decision is supported by “such relevant evidence as a reasonable mind might accept
as adequate to support a conclusion.” Consol. Fdison Co. v. NLRB, 305 U.S. 197, 229 (1938).
Yet formal rulemaking is rarely, if ever, used.

In my view, this balance—where nearly all agency rulemaking is subject only to
“arbitrary and capricious” review—warrants reconsideration. Under formal rulemaking,
agencies still have broad leeway to implement Congress’s mandates, and courts sti// defer to
agencies’ judgments. But formal rulemaking provides a greater level of transparency and
accountability and closer judicial oversight. It is therefore worth considering whether (a) formal
rulemaking should be used more, or (b) the “substantial evidence” standard should be extended
to informal rulemaking proceedings.

2. Judicial Deference to Agency Interpretations of Law. Another area in which the scale
has tipped far in the direction of deference is the standards courts apply when reviewing agency
interpretations of law. In 1944, the Supreme Court acknowledged the common-sense principle
that the level of deference a court should accord to an agency interpretation is proportional to the

2
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interpretation’s persuasiveness, as demonstrated by the agency’s thoroughness, level of expertise,
formality, and consistency. See Skidmore v. Swifi & Co., 323 U.S. 134, 139-40 (1944). Since
then, however, the Supreme Court has progressively increased the level of deference accorded to
agencies and also expanded the circumstances in which such deference is warranted.

Under the most common rule, articulated by the Supreme Court in Chevron, U.S.A., Inc.
v. Natural Resources Defense Council, 467 U.S. 837, 842-44 (1984), courts may ask whether the
statute at issue is ambiguous and, if so, whether the agency’s interpretation reflects a
“permissible” interpretation of the law. Even more deferential than Chevron, however, is the
standard established in Bowles v. Seminole Rock & Sand Co., 325 U.S. 410, 414 (1945), and
Auer v. Robbins, 519 U.S. 452, 461 (1997), which holds that an agency’s interpretation of its
own regulation is “controlling . . . unless it is plainly erroneous or inconsistent with the
regulation.” Seminole Rock, 325 U.S. at 414. Similarly, the Court held in Baltimore Gas &
Electric Co. v. Namral Resources Defense Council, 462 U.S, 87, 103 (1983) (“BGE™), that a
reviewing court must be “at its most deferential” when reviewing an agency’s scientific
conclusions. Skidmore, in contrast, is now considered the /lowest level of deference applicable to
agency interpretations of law, rather than the standard rule it was intended to be.

Again, judicial deference is both important and appropriate. The question, however, is
whether the balance has tilted too far in favor of unchecked agency discretion.

In light of this, it merits considering whether administrative law has struck the right
balance between judicial deference and oversight and how the applicable standards could be
clarified. For example, Congress might consider: (a) clarifying that Skidmore deference applies
where an agency fails to adhere rigorously to its own procedures or those required by the APA;
(b) clarifying the standard courts should apply when determining whether a regulation is
“permissible” under Chevron’s second step; or (c) streamlining the applicable levels of deference,
such that Skidmore applies unless Congress has explicitly delegated lawmaking authority, in
which case Chevron applies. There are, undoubtedly, other possibilities. It is, moreover, entirely
appropriate for Congress to undertake this assessment. After all, the varying deference doctrines
are, at bottom, rules of interpretation—mechanisms by which courts assess what Congress
intended when passing a law. It is therefore appropriate for Congress to provide the judiciary
with guidance on how, going forward, courts should discern this legislative intent.

3. Judicial Enforceability of Certain Statutes. Finally, Congress has, from time to time,
enacted specific statutes aimed at ensuring that agencies engage in more rigorous and transparent
analysis before promulgating burdensome regulations. For example, the Information Quality Act
(“IQA”), Pub. L. No. 106-554, § 515 (2001), seeks to ensure that the information on which
agencies rely meets standards of reliability. Likewise, the Regulatory Flexibility Act (“RFA”), 5
U.S.C. §§ 601 et seq., aims to ensure that agencies consider the economic impact of regulation
on small businesses. These targeted statutory regimes are thus intended to ensure that, in
specified areas, agencies engage in the rigorous analysis that the public expects before the
government imposes potentially burdensome and costly regulations. The problem, however, is
that while these statutes serve the most salutary of purposes, their effectiveness is limited. As
construed by the courts, the ability of parties to enforce the IQA is very limited. And the RFA’s
terms accord agencies wide discretion to determine when and how it applies. These too,
therefore, are areas where recalibration and readjustment may be warranted.
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In sum, in the modern administrative state, courts must accord deference to the discretion
of agencies if they are to fulfill their congressionally delegated task of interpreting and enforcing
laws enacted by Congress. But in order to ensure that our basic system of government is
preserved, Congress must, at the same time, ensure effective judicial oversight of agency
discretion. In recent years, the balance has tipped decisively in favor of agency discretion. 1
therefore believe that some form of legislative recalibration should be considered.

I elaborate on these issues in more detail in the discussion below.
A. Formal Versus Informal Rulemaking

The APA provides for two types of procedures for promulgating substantive rules:
formal procedures and informal ones. Both allow for significant judicial deference to an
agency’s ultimate conclusion. The formal procedures, however, provide greater transparency
into the agency’s decision-making process by requiring on-the-record hearings during which
witnesses testify and may be cross-examined, as well as a higher (though still deferential)
standard for judicial review. In contrast, in informal proceedings, the agency’s rationale and
analysis is often difficult to discern, and regulations are subject to a lower standard of review. In
modern administrative law, however, formal rulemaking has all but disappeared. In my view,
this is an instance where Congress should consider whether the pendulum has swung too far in
favor of agency discretion.

1. Formal Versus Informal Rulemaking. There are two primary differences between
formal and informal rulemaking, one procedural, and the other relating to the standard for
judicial review.

First, as a procedural matter, formal rulemaking is more rigorous and transparent than
informal rulemaking. The formal rulemaking procedures, which are governed by APA §§ 556
and 557, require an open hearing where interested parties can testify and can cross-examine
adverse witnesses. Formal rulemaking is often called “rulemaking on a record” because these
trial-type proceedings provide much more opportunity for the agency to develop a formal record
before issuing a final rule. In contrast, informal rulemaking, also called “notice-and-comment”
rulemaking, does not require an agency to hold oral hearings, nor do agencies typically do so.
Instead, an agency must give written notice of “either the terms or substance of the proposed rule
or a description of the subjects and issues involved,” APA § 553(b)(3); allow “interested persons
an opportunity to participate” in the rulemaking through submission of written comments, APA §
553(c); and, when an agency issues a final rule, include “a concise general statement of . . . basis
and purpose,” id. Thus, formal rulemaking allows interested parties to have greater input into the
rulemaking process.

Second, and relatedly, informal rules are subject to a more deferential standard of review
than formal rules. Under APA § 706(2)(A), courts may set aside informal rules only if they are
“arbitrary and capricious.” This standard requires that the agency engage in “reasoned decision-
making,” Professional Drivers Council v. Bureau of Motor Carrier Safety, 706 F.2d 1216, 1220
(D.C. Cir. 1983), and courts must “consider whether the decision was based on a consideration
of the relevant factors and whether there has been a clear error of judgment,” though the court “is
not empowered to substitute its judgment for that of the agency,” Citizens to Preserve Overion
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Park, Inc. v. Volpe, 401 U.S. 402, 416 (1971). As the Supreme Court has explained, “[n]ormally
an agency rule would be arbitrary and capricious if the agency has relied on factors which
Congress has not intended it to consider, entirely failed to consider an important aspect of the
problem, offered an explanation for its decision that runs counter to the evidence before the
agency, or is so implausible that it could not be ascribed to a difference in view or the product of
agency expertise.” Motor Vehicle Mfis. Ass’n v. State Farm Mut. Auto. Ins. Co., 463 U.S. 29, 43
(1983).

In contrast, for rules adopted through formal procedures, the APA provides an additional
layer of review. In addition to “arbitrary and capricious” review under APA § 706(2)(A), courts
must also examine the evidentiary basis for formal rules to ensure that they are supported by
“substantial evidence.” APA § 706(2)(E). This “substantial evidence” standard is also
deferential —though less so than the “arbitrary and capricious” standard—and requires a court to
ask whether the agency’s decision is supported by “such relevant evidence as a reasonable mind
might accept as adequate to support a conclusion.” Consol. Idison Co., 305 U.S. at 229. This
standard thus allows a court to look at the whole record and assess whether there is evidentiary
support for the conclusions drawn by the agency. Consequently, formal rules are more likely to
be supported by the evidentiary record than informal ones, since agencies know that a formal
rule that lacks evidentiary support will be more vulnerable to legal attack.

In light of these differences, and the apparent benefits of the formal rulemaking process,
one might expect to see a fair number of rules promulgated pursuant to the formal procedures.
That, however, is most certainly not the case. The formal procedures only apply when the
agency’s authorizing statute explicitly requires them, see Unifed States v. Florida East Coast
Railway Co., 410 U.S. 224 (1973), which is quite rare. Consequently, virtually all agency
rulemakings today take place through informal “notice-and-comment” rulemaking.

2. Recalibrating the Balance. Although informal rulemaking procedures give agencies a
means by which they can issue rules quickly and efficiently, it should go without saying that
enacting rules quickly is often far less important than striking the right policy balance. Indeed,
while there are surely some areas where expeditious agency action is paramount, T would expect
that for the great majority of rules, striking the right policy balance is more important that
reaching a quick result. Thus, administrative efficiency cannot, in my view, justify the virtual
extinction of the formal rulemaking process. The balance between formal and informal
rulemaking is therefore an area where a recalibration is warranted.

There are, of course, numerous ways in which the balance could be adjusted. One
possibility would be a renewed emphasis on formal rulemaking procedures by Congress. This
would serve to enhance both public participation in the rulemaking process and judicial oversight
through “substantial evidence” review. Another possibility would be to expand the “substantial
evidence” standard of review to informal rulemakings. This would preserve the more
streamlined “notice and comment” structure but, by increasing the level of judicial oversight,
incentivize agencies to engage in more rigorous analysis in order to ensure that their regulations
survive increased judicial scrutiny. Or some combination of these approaches could be
considered. But regardless of how the balance is struck, the important point is that Congress
should be vigilant to ensure that the regulatory process is both rigorous and transparent, so that
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agency determinations receive the level of scrutiny commensurate with the administrative
agencies’ responsibility to Congress and the public.

B. Judicial Deference to Agency Interpretations of Law

When an agency interprets a law that the agency is charged with administering, courts
normally defer to the agency’s interpretation. Currently, courts employ different standards of
deference to agency interpretations, depending on the type of interpretation under review—what
some scholars have referred to as a “continuum of deference.””! Over time, however, the balance
between deference and judicial oversight has tended strongly toward deference and away from
rigorous judicial review. This shift toward ever-increasing deference weakens the primary check
on agency discretion. This too, then, is an area where Congress should consider whether current
administrative law standards have struck the proper balance between agency discretion and
judicial oversight.

1. Standards of Deference. In Skidmore v. Swifi & Co., 323 US. 134 (1944), the
Supreme Court established the common-sense principle that agency interpretations of law
“constitute a body of experience and informed judgment to which courts and litigants may
properly resort for guidance.” Id. at 140. The level of deference a court should show to an
agency interpretation, the Skidmore court explained, “depend[s] upon the thoroughness evident
in its consideration, the validity of its reasoning, its consistency with earlier and later
pronouncements, and all those factors which give it power to persuade, if lacking power to
control.” Id Skidmore thus called for a sliding-scale approach to deference, whereby the level
of respect a court accorded to an agency interpretation was proportional to the interpretation’s
persuasiveness.

Since Skidmore, however, the Supreme Court has recognized several categories of
agency interpretation to which it has accorded heightened deference—deference that, unlike
Skidmore deference, does, in fact, give agency interpretations the “power to control.” /d The
most well-known of these categories is the two-step analysis first developed in Chevron, U.S.A.,
Inc. v. Natural Resources Defense Council, 467 U.S. 837, 842-44 (1984). This so-called
“Chevron deference” applies whenever an agency interprets its statutory delegation of
lawmaking authority. United States v. Mead Corp., 533 U.S. 218, 229-30 (2001). Under
Chevron, a court first determines “whether Congress has directly spoken to the precise question
at issue.” Id. at 843. Next, if “the statute is silent or ambiguous with respect to the specific
issue,” courts ask whether the agency’s interpretation of the ambiguous statute is “permissible.”
Id. If so, the court is to defer to the agency’s determination. /d.

Even more deferential than Chevron is the standard established in Bowles v. Seminole
Rock & Sand Co., 325 U.S. 410, 414 (1945) and Auer v. Robbins, 519 U.S. 452, 461 (1997),
which applies when a court is reviewing an agency’s interpretation of one of its own regulations.
When applying Auer deference, an agency’s interpretation of its own properly issued regulation
is “controlling . . . unless it is plainly erroneous or inconsistent with the regulation.” Seminole
Rock, 325 US. at 414, One commentator has described this doctrine as providing that

! William N. Eskridge, Jt. & Lauten E. Baer, The Continuum of Deference: Supreme Court Treatment of
Agency Statutory Interpretations from Chevron to Hamdan. 96 Geo. L.J. 1083 (2008).
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“whenever an agency applies a regulation—whether to seek a civil penalty through an
enforcement proceeding, to adjudicate a claim for federal benefits, or even to determine the
means of calculating a prisoner’s incarceration—the governing regulation means what the
agency says it means unless the reviewing court can conclude that the agency is ‘plainly wrong,”
thereby “mak[ing] it easier for the agency simply to issue vague regulations and then put off
difficult policy questions until the relatively less demanding implementation stage.™

Similarly, in Baltimore Gas & Electric Co. v. Natural Resources Defense Council, 462
U.S. 87, 103 (1983), the Supreme Court adopted a yet more deferential standard governing
agency judgments on scientific matters. Called “super deference” by some,” the Court held that
a reviewing court must be “at its most deferential” when reviewing agency interpretations that
involve judgments “within its area of special expertise, at the frontiers of science.” BGE, 462
U.S. at 103. Finally, some courts have held that courts should defer to an agency’s determination
of whether it has regulatory jurisdiction in the first place. See, e.g., United Transp. Union v.
Surface Transp. Bd., 183 F.3d 606, 612-13 (7th Cir. 1999)."

As these developments show, since Skidmore, courts have become increasingly
deferential to agency interpretations of law. Comparing Skidmore with Chevron, for example,
reveals the greater degree to which courts defer to agency interpretations under the Chevron
analysis. Under Skidinore, the level of deference given to an agency’s interpretation is
proportional to the persuasiveness of the agency’s interpretation. Courts thus consider the
agency’s interpretive process in light of the text under consideration. Under Chevron, however,
agencies may get Chevron deference even when the agency’s interpretation has been inconsistent
over time, see National Cable & Telecommunications Ass'n v. Brand X Internet Services, 545
U.S. 967, 981 (2005), the agency’s interpretation was made significantly after enactment of the
statute, see Smiley v. Citibank (South Dakota), N. A., 517 U.S. 735, 740 (1996), or the
interpretation was prompted by litigation, see id. at 741. The question for the court under
Chevron is not whether the agency’s interpretation is the best, or even the most sensible, reading
of the statute, but whether it is a “permissible” one. To be sure, this does not eliminate judicial
review; courts can and do invalidate regulations under Chevron. See, e.g., AT & 1 Corp. v. flowa
Utils. Bd., 525 U.S. 366, 388-92 (1999). Compared to Skidmore, however, Chevron does
significantly constrain such review.

? See John F. Manning. Constitutional Structure and Judicial Deference to Agency Interpretations of
Agency Rules, 96 Colum. L. Rev. 612, 615-16 (1996). For example, regulations direct that payments for health
services covered by Medicare must be “reasonable,” defining “reasonable” to include those costs that are “necessary
and proper” or “appropriate and helpful,” and leaving further elaboration to other agency pronouncements. 42
CFR. §413.9(a), (b)(2). Likewise, regulations under HIPAA governing notice to an individual of a breach of
private health information require notice if (he risk of harm (o the individual is “significant,” lcaving clarification of
the situations where notice is required to further agency action. 45 C.F.R. § 164.402(1)(i).

* See Emily Hammond Mcarell, Super Deference, the Science Obsession, and Judicial Review as
Transtation of Agency Science, 109 Mich. L. Rev. 733 (2011).

" Onc commentator has noted that *|t]o accord such power lo agencics would be (o allow them (o be judges
in their own cause, in which they are of course susceptible to bias.™ Cass R. Sunstein, Zaw and Administration after
Chevron, 90 Colum. L. Rev. 2071, 2099 (1990); see alse Nathan Alexander Sales & Jonathan H. Adler, The Rest is
Silence: Chevron Deference, Agency Jurisdiction, and Starutory Silences, 2009 U. Ill. L. Rev. 1497, 1518
(describing different approaches taken by the federal courts of appeals).
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Auer and BGI deference, moreover, go even further. Indeed, Awer potentially allows an
agency to insulate its interpretation from judicial review by interpreting an ambiguous statute
with its own ambiguous regulation and then interpreting the ambiguous regulation. See Thomas
Jefferson Univ. v. Shalala, 512 U.S. 504, 525 (1994) (Thomas, J., dissenting); Christensen v.
Harris Caty., 529 U.S. 576, 587-88 (2000).” Likewise, some commentators have noted that the
highly deferential BGF standard “incentivizes agencies to cloak their true reasoning behind an
unassailable mantle of science.”

To be sure, some level of deference serves important purposes. For example, agency
decisions often involve technical and complex issues that require the balancing of competing
priorities and which courts are not equipped to handle appropriately. In such circumstances,
where agencies promulgate rules through transparent and rigorous administrative processes, it is
necessary and appropriate to defer to their resolution of these issues. Nonetheless, effective
judicial review of agency action is also essential to the proper functioning of the modern
administrative state, since it ensures that Congress has the ultimate say on important matters of
public policy. This, in turn, creates greater legitimacy in the administrative process by ensuring
that agencies operate within the bounds of the discretion accorded them by Congress.”

In addition, as a practical matter, effective judicial review should increase the quality of
agency action. For example, the prospect of judicial review should encourage agencies to be
more attentive to policy limits imposed by Congress, thus increasing the democratic legitimacy
of the regulations. Likewise, judicial review encourages thoroughness and rigor in the decision-
making process, making it more likely that the regulations will in fact solve the problems at
which they are aimed without creating new and/or unintended ones. If agencies are aware that
unsupported conclusions will face skepticism in the courts, they will be more likely to spend the
time and resources necessary to ensure that their conclusions are well-founded. Excessive
deference, on the other hand, diminishes an agency’s incentives to adhere closely to its statutory
mandate and engage in a thorough decision-making process.

Consequently, it is important to constantly assess whether administrative law doctrine
reflects the proper balance between agency discretion and judicial review.

2. Recalibrating the Balance. Because the pendulum has swung far in favor of agency
deference, now may be an appropriate time for Congress to consider whether it should increase,
to some extent, the role of the courts in this process. As in other areas, there are numerous ways
to accomplish this goal.

One possibility that some commentators have suggested would be to streamline the
applicable standards of deference. Under this approach, Chevron deference would apply only
where Congress has explicitly delegated lawmaking authority, rather than a general authority to

* See Manning, supra notc 2, al 613-17.
© Meazell. supra note 3. at 763-64.

7 See Cass R. Sunistein, On the Costs and Benefits of Agaressive Judicial Review of Agency Action, 1989
Duke L.J. 522, 525.
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implement and interpret a statute. In other cases, Skidimore deference would apply, as it is not
clear that additional standards, such as those articulated in Awer and BGF, are necessary.

Another possibility is to limit Chevron deference to agency decisions made in strict
compliance with an agency’s own internal administrative processes and those required by the
APA. Absent strict adherence to administrative procedure, Skichnore deference applies. This
approach reflects the view that rigorous and transparent adherence to administrative processes
serves to enhance the democratic legitimacy of regulations, and absent such adherence to
procedures, closer judicial scrutiny is warranted.

Finally, with respect to Chevron deference itself, Congress might consider clarifying the
standard of review. Currently, the “permissible” standard applied under Chevron’s second step
is open-ended and vague. Congress could attempt to specify factors a court should consider
when determining if a regulation does, in fact, reflect a “permissible” interpretation of a statute.

These are just a few possibilities, some of which may be more workable and/or effective
than others. But the basic issue that warrants legislative attention is the need to ensure a proper
level of judicial oversight of agency discretion. Otherwise, we risk having both Congress and
the courts effectively excluded from the regulatory process.

C. Enhancing Current Statutory Controls on Agency Action

Congress has, from time to time, enacted targeted statutes aimed at ensuring that agency
regulations are promulgated through more rigorous and transparent procedures. Two good
examples of this are the Information Quality Act and the Regulatory Flexibility Act. The
problem, however, is that the effectiveness of these statutes is limited. The 1QA lacks sufficient
mechanisms to allow judicial enforcement. And the RFA accords agencies wide latitude to
determine whether and to what extent it applies. The benefits of such statutes, therefore, could
be enhanced by creating better avenues of enforcement.

1. Information Quality Act. The Information Quality Act, also called the Data Quality
Act, is designed to ensure the reliability of the information agencies use to develop regulations.
It requires the Office of Management and Budget (“OMB”) to issue guidelines that “provide
policy and procedural guidance to Federal agencies for ensuring and maximizing the quality,
objectivity, utility, and integrity of information (including statistical information) disseminated
by Federal agencies.” 44 U.S.C. § 3516 note (a). The OMB guidelines direct agencies to ensure
that the quality of the information on which they rely is at a level “appropriate to the nature and
timeliness of the information to be disseminated.” Guidelines for Ensuring and Maximizing the
Quality, Objectivity, Utility, and Integrity of Information Disseminated by Federal Agencies,
Republication, 67 Fed. Reg. 8452, 8458 (Feb. 22, 2002). They require that agencies both adopt
appropriate standards of quality for the types of information the agency disseminates and put in
place a review process to ensure the quality of the information before it is disseminated. 7d. at
8458-59.  And, for agencies involved in disseminating “influential scientific, financial, or
statistical information,” the guidelines call for a “high degree of transparency” about the

& See Eskridge & Baer, supra note 1, at 1183-89; Manning, supra note 2. at 686-90.
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agency’s data and methods to facilitate the reproduction of the information by third parties. 7d.
at 8460.

The guidelines provide for an administrative review process through which a party can
challenge the quality of an agency’s information, and affected parties can appeal an unsuccessful
challenge within the agency. Id. at 8459. The IQA, however, does not provide any mechanism
of judicial review of an agency’s determination, and courts thus far have held that the IQA does
not create a private right of action. See, e.g., Salt Inst. v. Leavitt, 440 F.3d 156, 159 (4th Cir.
2006).

2. Regulatory Flexibility Act. The Regulatory Flexibility Act seeks to protect small
businesses from some of the burdens of federal regulation by requiring agencies to engage in
procedures designed to measure the impact on small businesses when an agency proposes a new
rule. When an agency first proposes a new rule, the RFA requires it to publish in the Federal
Register an “initial regulatory flexibility analysis” that includes the agency’s reasoning for the
proposed rule, its goals, the types and number of entities that will be affected, and a description
of anticipated costs of compliance. 5 U.S.C. § 603(b). The agency must also identify any
preexisting rules that might conflict or overlap with the proposed rule and any less burdensome
alternatives to the proposed rule that would achieve the agency’s objective. /d If the agency
issues a final rule, it must then include a “final regulatory flexibility analysis” which explains the
need for and objectives of the rule, summarizes and evaluates the issues raised during the public
comment period, lists the changes made as a result of the comments, and contains a statement as
to why the agency rejected alternative proposals. 5 U.S.C. § 604(a).

An agency may avoid these requirements, however, by certifying that the regulation will
not have a “significant economic impact on a substantial number of small entities.” 5 U.S.C. §
605(b). The RFA, moreover, does not define when a regulation has had a “significant economic
impact on a substantial number of small entities,” and instead leaves to agencies the task of
determining when their regulations trigger the requirements of the RFA. President Bush’s
Executive Order 13272 of August 2002 sought to address this issue by requiring agencies to
develop procedures for determining whether a regulation has a “significant economic impact on
a substantial number of small entities.” Exec. Order No. 13272, Proper Consideration of Small
Entities in Agency Rulemaking, 67 Fed. Reg. 53461 (Aug. 16, 2002). Still, however, Executive
Order 13272 did not provide for a uniform definition or set of procedures for determining when a
rule triggers the RFA’s requirements, and to date no such uniform procedures exist.

3. Recalibrating the Balance. Both the IQA and RFA are salutary attempts to constrain
the discretion afforded agencies to ensure that they engage in reliable rulemaking that is
conscious of the burdens inflicted by regulation. Unfortunately, however, the effectiveness of
each is constrained by the limitations on the ability to enforce their mandates. Here again,
therefore, is another area where Congress should consider whether to strengthen these statutes to
ensure that agencies work within the context of the priorities Congress has set for them.

As with the other areas discussed above, there are many different ways to effectuate this
reform. For example, Congress could consider incorporating the IQA and/or the RFA into the
APA itself, such that a failure to adhere to the requirements of these statutes constitutes a
violation of the APA. Another possibility for the IQA would be to provide for a private right of

-10-
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action and judicial review of challenges to data quality under the IQA. With respect to the RFA,
Congress could expand the universe of regulations to which the RFA’s procedures apply. After
all, there is no obvious reason why the more rigorous analysis required by the RFA should apply
only where large numbers of small businesses are affected. Or Congress could adopt a uniform
procedure for determining when a rule has a “significant economic impact on a substantial
number of small entities.”

In short, the IQA and RFA recognize and attempt to remedy specific shortcomings of the
regulatory process, but are constrained in their effectiveness by limited means of enforcement.
This too, then, is an area where Congress should consider mechanisms for ensuring that the goals
of these statutes are, in fact, attained.

D. Conclusion

In the modern administrative state, courts must necessarily defer to the discretion of
administrative agencies if agencies are to fulfill their congressionally delegated task of
interpreting and enforcing laws enacted by Congress. But effective judicial oversight is equally
necessary to ensure that this discretion does not become a license to fundamentally transform our
system of separated powers. To this end, administrative law must strike a delicate balance
between congressional delegation, agency discretion, and judicial review. Given the importance
of this mission, we must be vigilant in reviewing existing legal regimes and, where necessary,
recalibrating the balance. As I have explained, in several areas, the balance has tipped far in
favor of agency discretion. It is therefore appropriate to consider whether reforms are needed to
increase judicial oversight of the regulatory process while, at the same time, ensuring that
Congress and the Executive Branch have the tools necessary to confront and resolve the
problems of the day. In my view, those two goals are not inconsistent with, but rather are and
should be, mutually reinforcing of one another.

This concludes my prepared written statement. 1 would be happy to answer any
questions you may have.

-11-

Mr. GowDY. And third, we will have Professor Matthew Stephen-
son from Harvard Law School. Mr. Stephenson is a professor at
Harvard where he teaches administrative law, legislation, and reg-
ulation, and political economy of public law. His research focuses
on the application of positive political theory to public law, particu-
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larly in the areas of administrative procedure, judicial institutions,
and separation of powers.

Prior to joining the Harvard Law School faculty, Professor Ste-
phenson clerked for senior Judge Steven Williams on the U.S.
Court of Appeals for the District of Columbia circuit and for Justice
Anthony Kennedy on the Supreme Court of the United States. He
received his Ph.D. In political science and his J.D. from Harvard
in 2003 and his B.A. From Harvard in 1997. We are glad to have
you, Professor Stephenson, and we will recognize you for your 5
minutes.

TESTIMONY OF MATTHEW C. STEPHENSON, PROFESSOR,
HARVARD LAW SCHOOL

Mr. STEPHENSON. Thank you Chairman Gowdy, Ranking Mem-
ber Quigley, Members of the Subcommittee. I appreciate your invit-
ing me here today to speak on these very important issues of ad-
ministrative process.

These procedural issues may seem arcane and technical, but as
Members of the Subcommittee are well aware, they are critically
important for the welfare of the American people. I think it is im-
portant to keep in mind when we have these discussions about reg-
ulatory process, that there is an important distinction between our
views about desirable regulatory policy and desirable regulatory
process. The same administrative procedures that might regulate
and slow down the adoption by agencies of rules and regulations
that impose new mandates on the private sector would likewise
regulate and perhaps slow down deregulatory initiatives or the re-
placement of command-and-control style regulatory schemes with
more market-based incentive schemes.

The same practices of judicial review that might empower courts
to strike down agency regulations that in the judge’s views are not
supported by sound science might also empower Federal judges to
strike down agency efforts to deregulate or alter regulatory bur-
dens and, in some circumstances, even leave Federal courts to re-
quire agencies to adopt new regulations.

I think in light of this useful example to keep in mind is Presi-
dent Ronald Reagan’s efforts shortly after he was elected to use the
notice and comment rulemaking process to implement his vision of
regulatory policy. At the time, it was progressive critics who
charged that there was sometimes too little process and not enough
judicial scrutiny.

The more general point—and this is a point on which I believe
my fellow witnesses would agree, even if we might disagree on
some of the particulars—-is that we should be willing to advocate
the same procedural rules today that we would have advocated in
1980.

In light of that, let me now turn to some of the more specific pro-
posals that Members of the Committee have raised as worth ex-
ploring. One is the suggestion that more administrative
rulemakings be governed by the APA’s formal rulemaking proce-
dures rather than its so-called informal or notice and comment
rulemaking procedures. In my view, such a move would be likely
both unnecessary and unwise; unnecessary, because the so-called
informal rulemaking process is, in fact, heavily proceduralized. It
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is true that it does not typically involve adversarial oral cross-ex-
amination, but there is extensive opportunity for parties to provide
their views to criticize agency science, to criticize agency policy
choices, and to compel agencies to respond to all reasonable such
comments, criticisms, and proposed alternatives, to the point where
most people would refer to this process—this notice and comment
process as somewhat akin to a paper hearing.

What formal rulemaking would add principally—although there
are other things as well—would be adversarial cross-examination.
There is to my knowledge very little evidence that adversarial
cross-examination is especially well-suited for the sorts of issues
that typically come up in major rulemakings, whatever its benefits
in other contexts. And what limited systematic study of the issue
that there is seems to corroborate this and suggest that the prin-
cipal result of more formalized procedures, as Ranking Member
Quigley mentioned in his opening remarks, is greater delay; delay
that, as I mentioned earlier it is important to keep in mind, would
not only delay or deter the imposition of new regulatory burdens
but would also delay or deter the relaxation or modification of regu-
latory burdens. In other words, the principal effect of requiring for-
mal rulemaking would be to freeze the regulatory status quo—
whatever that happens to be at the moment—in place or at least
make it very difficult and slow to change.

With respect to judicial review, my comments would be some-
what similar. Here my views are less strongly held. I think there
are important questions about judicial review as currently prac-
ticed, but it is important to recognize there does exist substantial
judicial oversight of agency rulemaking right now. Imposing a more
or heightened standard of judicial review would have the effect per-
haps of shifting more power over regulatory policymaking from
agency policy experts to agency lawyers, and more power over regu-
latory policymaking from administrative agencies and perhaps also
this body to the Federal courts.

Now, I certainly wouldn’t advocate eliminating such meaningful
judicial review as some of my colleagues in the academy might. But
I do think the Committee should take into account those potential
drawbacks before mandating a heightened standard of review this
time. Thank you very much.

Mr. GowpY. Thank you, Professor.

[The prepared statement of Mr. Stephenson follows:]
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Chairman Coble, Ranking Member Cohen, and Members of the
Subcommittee, thank you for inviting me to testify on the
appropriate role of formal rulemaking procedures and judicial
review in the federal regulatory system. These topics may seem
obscure and technical, but as the Members of this Subcommaittee
are well aware, the choices that our government makes about the
administrative process have enormous consequences for the
welfare of the American people.

Attention to questions of administrative procedure has
increased over the last few years. This attention is largely due to
profound disagreements among our citizens, and among our
elected representatives, about federal regulatory policy. President
Obama’s regulatory philosophy and strategy differ from those of
President Bush, and these differences are manifest in the current
administration’s exercise of its rulemaking authority under
statutes like the Clean Air Act and the Occupational Safety and
Health Act. Moreover, recent legislation — most notably the Dodd-
Frank Wall Street Reform and Consumer Protection Act and the
Patient Protection and Affordable Care Act — authorize federal
agencies to promulgate important new regulations. Many citizens
support these regulatory initiatives. Others do not. These
disagreements over regulatory policy are likely to be the focus of
sustained political debate for some time to come, as they should be
in a healthy democracy. These differences in perspective have
also led to more intense scrutiny into the process by which federal
agencies make regulations.

While this increased attention to process is welcome, we must
be careful to distinguish our views of desirable regulatory policy
from our assessment of desirable regulatory process. In the
current climate, those who oppose the substance of the Obama
Administration’s initiatives in areas like health care, financial
regulation, and environmental protection may be inclined to
advocate more demanding procedural restrictions and judicial
oversight of agency action, while those who favor the President’s
initiatives might tend to take the opposite position. But when
thinking about the design of regulatory institutions, it is
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important to take the long view. The same procedural safeguards
that slow down the adoption of rules that impose new regulatory
requirements also slow down the adoption of rules that relax
regulatory requirements or that replace command-and-control
regulations with market-based regimes. The same judicial review
provisions that empower federal judges to strike down regulations
that, in the judges’ view, are not supported by sound science also
empower judges to strike down rules that ease economic burdens
on industry, or even to compel agencies to impose new regulations,
if the judges conclude that the failure to regulate is irrational.

Indeed, it is helpful to recall that thirty years ago, President
Reagan, like President Obama, initiated an array of notice-and-
comment rulemaking proceedings in order to align federal agency
policy with the President’s regulatory philosophy. Many of these
rulemakings were challenged in court by progressives who argued
that they were procedurally invalid, substantively irrational, or
both. Then, as now, Congress, the courts, and the American
people confronted difficult choices about the about the appropriate
procedural requirements for agency rulemaking and the
appropriate role of judicial oversight. President Reagan and
President Obama may have different regulatory approaches, but
the basic questions about administrative procedure and the
standard of judicial review are essentially the same. When we
debate these questions, then, we should be sure that the positions
we take do not depend on who is in the White House at the
moment. We should be willing to advocate the same institutional
rules today that we would have advocated in 1980, and vice versa.

I gather that the Subcommittee is interested in whether the
prevailing law on rulemaking procedure and judicial review,
particularly the default rules laid out in the Administrative
Procedure Act (APA), are sufficiently stringent, or whether they
are instead too lax. More specifically, my understanding is that
the Subcommittee is interested in exploring (1) whether it would
be wise to require that some or all federal agencies use formal
rulemaking, as opposed to informal (“notice-and-comment”)
rulemaking; and (2) whether it would be wise to instruct the
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federal courts to review agency regulations more rigorously.
Would such reforms, as the title of this hearing suggests, better
protect jobs (and other aspects of the welfare of the American
people) and better promote transparency and accountability?

While these are hard questions, I believe that the answer to the
first question is clearly no: the additional benefits of requiring
formal rulemaking rather than notice-and-comment rulemaking
are minimal, and the costs are likely high — even for someone who
is skeptical of the value of many of the specific rules currently
under consideration in the Obama Administration.

On the second question, my answer is more tentative. Judicial
review of agency regulations, as currently practiced, is far from
perfect. It is not as consistent or predictable as it ought to be, and
there 1is disturbing evidence that judges’ personal policy
preferences play a greater role than they should when judges
review agency regulations. That said, while improvements are
certainly possible, courts for the most part have struck a
reasonable balance between conflicting goals, and any move
toward requiring more demanding judicial review should at least
take into account a number of possible drawbacks.

The balance of my written statement will flesh out these points.
I will first address the question whether Congress should require
greater use of formal rulemaking. I will then turn to the question
whether Congress should mandate a more stringent, less
deferential standard of judicial review.

I. SHOULD CONGRESS REQUIRE GREATER USE OF
FORMAL RULEMAKING?

The great challenge of administrative law is to design
institutions that will allow the American people to reap the
advantages of delegation to administrative agencies — advantages
that include greater expertise, more flexibility, and a healthy
insulation from day-to-day political horse-trading — while avoiding
or limiting the risks of arbitrary, ill-considered, unaccountable
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bureaucratic policymaking.! Our system relies heavily on
carefully-designed administrative procedures to try to achieve
these goals.2 But correctly calibrating the degree of procedural
formality is quite difficult. If the procedural safeguards governing
agency decisions are too weak, agencies may fail to give due
consideration to the interests of all the parties who might be
affected by agency action, and may be tempted to disregard or
downplay inconvenient evidence or arguments that cut against the
agencies’ preferred policies. On the other hand, if procedural
requirements are too demanding, agencies may find themselves
unable to take effective action to fulfill their responsibilities, or
may be tempted to circumvent the required procedures altogether.

For agency rulemaking, the APA lays out two basic sets of
procedural requirements. So-called “informal rulemaking,” also
known as “notice-and-comment rulemaking,” is governed by § 553
of the APA, which requires that agencies publish advance notice of
any proposed rule, give all interested parties an opportunity to
submit written comments, and include with every final rule a
statement explaining the rule’s basis and purpose.? So-called
“formal rulemaking,” governed by §§ 556 and 557 of the APA,
requires extensive hearings, usually including oral testimony and
cross-examination, as well as a formal record that forms the
exclusive basis for final agency decisions.# An agency rulemaking
must be formal if, but only if, the statute authorizing the
rulemaking specifically requires that the rule be made “on the
record after opportunity for an agency hearing.”® The Supreme
Court has interpreted that requirement stringently: a mere
statutory requirement that an agency rule be made “after a

1 See JOHN K. MANNING & MATTHEW C. STEPHENSON, LEGISLATION AND REGULATION
379-84 (Foundation Press 2010). Because my book with Professor Manning covers
many of the topics relevant to this statement, including citations to relevant case
law and scholarly literature, lor convenience T will reler to the relevant sections of
the book throughout these footnoles. The cited pages of the book contain additional
references, which for brevity’s sake I will not cite separately in the footnotes in this
statement.

2 Id. at 580.

5 U.S.C. § 553.

45 U.S.C. §§ 556-557.

55 U.S.C. § 553(¢).
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hearing” is not enough to trigger formal rulemaking under the
APA. Because very few statutes use the precise “on the record
after opportunity for an agency hearing” language, most agency
rulemakings are informal rather than formal.6

Congress could require that agencies use formal rather than
informal rulemaking either by amending individual statutes to
include the necessary triggering language, or by amending the
APA itself. But doing either would probably be unwise, for three
reasons. First, the nominally “informal” notice-and-comment
rulemaking process already imposes substantial procedural
safeguards on agency rulemaking. Second, the formal rulemaking
process, with its emphasis on adversarial proceedings, oral
presentations, and cross-examination, is not especially well-suited
to broad policy decisions of the sort contemplated in most major
rulemakings. Third, the costs and delays associated with formal
rulemaking would have an array of undesirable consequences.

A. Agency Rulemaking 1Is Already Subject to
Extensive Procedural Requirements

On learning that most federal agencies enact major regulations
through an “informal” process that requires only “notice and
opportunity for comment,” many lay people might naturally doubt
the adequacy of the procedural safeguards. Shouldn’t regulations
that will affect the welfare of millions of citizens go through a
more rigorous vetting process? It turns out, however, that the
term “informal rulemaking” is misleading. Nominally “informal”
notice-and-comment rulemaking is in fact heavily proceduralized,
to the point where many commentators describe this process as a
kind of “paper hearing.”” Agencies must provide a fairly detailed
and specific proposal, or set of alternatives, in their initial
published notice of proposed rulemaking.® This notice must also
disclose the scientific or evidentiary basis of the proposal, so that

5 See MANNING & STRPTTENSON, supra note 1, al 597-98.
7 See id. at 624-25,
8 See id. at 635-36.

Cu
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the agency’s evidence can be subjected to critical scrutiny.? Any
interested party (indeed, any member of the public) may submit
written comments on the agency’s proposal. These submissions
may criticize the agency’s analysis and evidence, and may also
suggest alternatives. Under Executive Order 12866, executive
branch agencies must also submit proposed rules, along with a
detailed cost-benefit analysis, to the Office of Management and
Budget for review.l? If the agency decides to promulgate a final
rule, it must provide a detailed written explanation that includes
responses to all material comments submitted by interested
parties.!' If an agency fails to respond adequately to criticisms or
proposed alternatives submitted by commenters, the agency risks
judicial reversal. This creates powerful incentives for agencies to
take comments seriously and to provide detailed responses.!2
Furthermore, 1f the agency decides to change its policy
substantially in response to comments, it may have to initiate a
new round of notice-and-comment so that all parties have a fair
opportunity to critique the new proposal.'?

While the notice-and-comment process is hardly perfect, few
would argue that it fails to provide sufficient transparency or
sufficient opportunities for affected parties to compel agencies to
address their concerns. Indeed, the more common criticism of
notice-and-comment rulemaking is that it is foo demanding of
agencies (although there is some controversy over this point).!t
Given that the notice-and-comment rulemaking process already
provides for extensive public participation and agency engagement
with all serious concerns or objections, the only thing the formal
rulemaking process is likely to add is red tape.

9 See id. at 614-17.
10 See id. at 550-71.
" See id. at 621-24.
12 See id.

15 See id. at 626-35.
1 See id. at 624-26.
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B. Formal Rulemaking Procedures Are Not Well-
Suited to Effective Regulatory Decisionmaking

The hearing requirements laid out in § 556 and 557 of the APA
seem designed for individualized determinations, which turn on
case-specific facts and benefit from adversarial contestation. They
are not terribly well-suited to general policy decisions that require
balancing the interests of a large number of potentially interested
parties. Therefore, while some individualized determinations may
count as “rules” under the APA’s technical definition,!® most
agency rulemakings are would benefit more from the quasi-
legislative procedures of notice-and-comment rulemaking than
from the quasi-judicial procedures of formal rulemaking.

In his testimony at a related hearing before this Subcommittee
in February 2011, Mr. Jeffrey Rosen asserted that “[t]here is no
better tool than cross-examination [of the sort generally available
in formal rulemaking] to expose unsupportable factual assertions
and [to] assur[e] the public that only the best science underlies
agency action.”® With all due respect to Mr. Rosen’s depth of
experience as a litigator and the insightful points he made
throughout his testimony, his statement about the purported
benefits of face-to-face cross-examination is ifself an unsupported
factual assertion. To my knowledge, there i1s no systematic
evidence demonstrating that adversarial oral cross-examination is
the most effective tool for making sound scientific or policy
judgments on general issues of the sort addressed in most
rulemakings. Indeed, the usual justifications for oral cross-
examination, such as the need to assess the demeanor of
witnesses, are generally inapposite in the rulemaking context. As
Judge Richard Posner explained (albeit in a different context),
“[T]rials are to determine adjudicative facts rather than legislative
facts. The distinction is between facts germane to the specific

155 U.S.C. §551(1).

16 Prepared Statement of Jeffrey A. Rosen, Hearing on “The APA at 65- ls Reform
Needed (o Creale Jobs, Promote FEconomic Growih and TReduce Cosls?’,
Subcommittee on Courts, Commercial and Administrative T.aw, Committee on the
Judiciary, U.S. House of Representatives, Feb. 21, 2011, p. 12,

-1
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dispute, which often are best developed through testimony and
cross-examination, and facts relevant to shaping a general rule,
which ... more often are facts reported in books and other
documents not prepared specially for litigation or refined in its
fires.”17

In one of the few close examinations of the use of oral cross-
examination in agency rulemaking, Judge (then Professor)
Stephen Williams found that cross-examination had little positive
effect. In those cases where such cross-examination had been
required, Judge Williams concluded that it was “doubtful that the
use of cross-examination was necessary to clarify ... the critical
1ssues” and, moreover, that even when cross-examination did
effectively undermine certain arguments in favor of a rule, that
did not matter much because the “enormous quantities of
additional data” in the record meant that cross-examination
“proved to be of little importance.”!® Judge Williams further
pointed out that requiring cross-examination in rulemaking
proceedings “may actually tend to frustrate its own supposed goal:
elucidation of the issues. Cross-examination virtually assures
that high-level agency decision makers will not participate, for
they do not have enough time for that sort of enterprise.”!® By
contrast, as Judge Williams noted, in major informal rulemaking
proceedings, typically the agency head or his highest ranking
assistants participate directly.2¢

Cross-examination, and other trappings associated with the
formal hearing process, may appeal to lawyers and other skilled
oral advocates. Indeed, some scholars have suggested that the
provisions for formal procedures in the original APA may have
more to do with lawyers’ preferences than with anything else. As
Yale Law School Professor Alan Schwartz puts it, “lawyers

17 Indiana Belt Harbor Railroad Co. v. American Cyanamid Co., 916 F.2d 1174 (7
Cir. 1990).

18 Stephen K. Williams, “Hvbrid Rulemaking” under the Administrative Procedure
Act: A Legal and Empirical Analysis, 12 UNIVERSITY OF CHICAGO LAW REVIEW 4101,
440 (1975).

19 d. at 444.

20 See id.
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[pressing for the APA] preferred generic procedural reform
because that introduced a much greater amount of lawyering into
the entire federal administrative process than there had been
before.... [T]he more procedure there is and the more due process
there is, the more money for lawyers there is.”2! Yet despite their
appeal to lawyers, adversarial oral proceedings are not generally
the way that most scientists, or indeed most policymakers,
typically try to make sound judgments on the sorts of issues that
come up in major rulemakings.22

C. Requiring Formal Rulemaking Would Have
Perverse Effects

While there is little reason to believe that requiring formal
procedures would substantially improve the quality of agency
decisions, the costs and delays associated with formal rulemaking
are well documented. Even a relatively minor amendment to a
simple Food and Drug Administration labeling rule (one of the few
contexts where, until 1990, formal rulemaking had been required)
could take up to a decade, and produce thousands and thousands
of pages of official documents, without any apparent positive effect
on the quality of the final decision.22 While not all formal
rulemakings take quite this long, the costs and delays involved
are typically substantial.2? Such costs and delays would have a
number of undesirable consequences:

20 Alan Schwartz, Comment on “The Political Origins of the Administrative
Procedure Act,” by McNollGast, 15 JOURNAL O LAW, BCONOMICS & ORGANIZATION
218, 220-21 (1999).

22 See Williams, supra nole 18,al 444-45; Carl F. Cranor, Science Courts, Evidentiary
Procedures and Mixed Science-Policy Decisions, 4 RISK 113 (1993).

28 See MANNING & STEPHENSOXN, supra note 1, at 597-98.

24 See Robert W. Hamilton, Rulemaking on the Record by the Food and Drug
Administration, 50 TEXAS TAW REVIEW 1132 (1975); Richard A. Merrill & Earl M.
Collier, Jr., “Like Mother Used To Make™ An Analysis of FDA Food Standards of
Identity, 74 COLUMBIA LAW REVIEW 561, 608-09 (1974).



197

1 Requiring Formal Rulemaking Would Impede
Desirable Rule Changes

Delaying agency action by years or decades, or perhaps even
deterring agencies from acting at all, might seem like a good idea
to someone whose regulatory philosophy differs from that of the
incumbent administration, or who is skeptical of the value of
federal regulation generally. But such a view would be
shortsighted, because slowing down the rulemaking process does
not necessarily privilege non-regulation, but rather privileges the
status quo. The same procedural requirements that make it
difficult or impossible to promulgate rules that impose new
mandates on the private sector also make it difficult or impossible
to promulgate rules that lift such mandates, or that replace
command-and-control regulatory systems with market-based
systems, or that streamline existing regulatory programs so that
they are more efficient and predictable for affected parties.

The over-proceduralization associated with formal rulemaking
also makes it more difficult for agencies to update their rules in
response to new information or changed circumstances. Often
agencies are required by statute to promulgate a rule to deal with
some problem. If formal rulemaking were required, presumably
the agency would have no choice but to use it when enacting its
initial rule. This first attempt at regulation may often turn out to
have been misguided, but cumbersome formal rulemaking
requirements might nonetheless deter an agency from updating or
abandoning a rule that turned out not to be working as intended —
even in circumstances where Democrats and Republicans could
agree that change was needed. Here is it worth keeping in mind
that despite controversies over the Obama Administration’s
regulatory Initiatives 1in certain high-profile areas, the
administration has also undertaken a range of rulemaking efforts
to scale back unnecessary or overly burdensome regulations.?s
Indeed, one aspect of President Obama’s recent executive order on
regulatory review that ought to command broad bipartisan

25 See Cass R. Sunstein, 27st Century Regulation: An Update on the President’s
Reforms, WALL STREET JOURNAL, May 26, 2011.

10
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support is his directive that agencies conduct retrospective
analyses of their existing regulations, to see if experience with
these regulations reveals that their benefits indeed justify their
costs.26  If formal rulemaking were required for any regulatory
change, then agencies would be much less likely to alter their
regulations in response to such retrospective analyses, essentially
freezing the regulatory status quo in place.

Of course, if one opposes a particular regulation, or set of
regulations, it might be tempting to require formal rulemaking
only for those regulations, but not for others. Doing so would have
the practical effect of delaying or blocking the targeted
regulations, but would do so indirectly, and in such a way that
those responsible could avoid accountability. We can and should
have a vigorous debate over regulatory policy, but — as the title of
this hearing implies — it is important to have this debate in a
manner that promotes transparency and accountability. Those
interests are ill-served when we disguise substantive decisions as
procedural decisions.

2. Requiring Rulemakings To Be Formal May Lead to
Other, Less Desirable Forms of Agency Regulation

While statutes sometimes require agencies to make rules,
oftentimes statutes will give agencies the option either of making
rules or of making policy in a piecemeal fashion through
individualized, ad hoc adjudications.?” Indeed, some agencies,
such as the National Labor Relations Board, proceed almost
exclusively through administrative adjudication rather than
rulemaking.?® Other agencies, like the Federal Communications
Commission and the Securities and Exchange Commission, use a
mix of rulemaking and adjudication.2?

2 See Kxecutive Order 13563, “Improving Regulation and Regulatory Review,” Sec. 6
(Jan. 18, 2011).

27 See MANNING & STEPITENSON, supra nole 1, al 643, 656-61.

28 See id. at 661.

20 See id.

11
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If Congress were to require that agencies use formal
rulemaking procedures rather than notice-and-comment
procedures, a likely consequence is that agencies would rely more
on case-by-case adjudication. This would not, however, mean that
agencies were not making general policy. Under governing
Supreme Court doctrine, agencies are generally permitted to make
broad policy pronouncements in the context of individualized
orders, much as common law courts announce general rules of
decision when deciding particular cases.?® While this mode of
regulatory policymaking may sometimes be appropriate, it is
generally less predictable, and involves less broad-based public
participation, than rulemaking.3!

Furthermore, some agencies do not conduct their own
administrative adjudications, but rather bring enforcement
actions in federal court against parties that the agency believes to
be in wviolation of the relevant statute or its implementing
regulations. Many of these statutes use vague and general
language. If the responsible agency does not give this statutory
language more precise content through rulemaking, then that
task will fall to the court. Thus over-proceduralization of agency
rulemaking could result in more judicial lawmaking, which might
also be a perverse and undesirable result.

3. Inhibiting Agency Rulemaking May Lead to Worse
Legislation

Many critics of contemporary American government argue that
Congress has delegated too much of its lawmaking authority to
federal agencies.?” This concern might lead one to argue for the
imposition of much more demanding procedural requirements on
agency rulemaking, on the logic that if rulemaking becomes more
cumbersome and less efficient, delegation to agencies will become
less attractive to Congress. Congress, the argument continues,
will therefore be more inclined to make the hard regulatory

%0 See id. al 643-656, 661, 668-70.
31 See id. at 659-60.
32 See id. at 380-82.

12
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choices itself by enacting more specific and detailed statutes,
rather than enacting vague language and delegating the
responsibility to working out the details to the agencies.

However, even if we accept the premise that greater
proceduralization makes delegation to agencies less attractive, it
does not necessarily follow that Congress will respond by writing
more detailed statutes. There are at least two other possibilities.
First, Congress might respond not by writing more detailed rules
into the statute, but rather by writing cruder, blunter rules into
the statute.”® Imagine, for example, that instead of delegating to
the new Consumer Financial Protection Bureau (CFPB) the
authority to promulgate regulations regarding consumer credit
transactions, the Democratic majorities that passed the Dodd-
Frank Act had instead enacted specific substantive restrictions on
consumer credit transactions. It is not at all clear that current
critics of the CFPB would have been happier if Congress had
opted for this alternative to delegation, yet that is what might
well have happened if progressive advocates of substantive
legislation could have argued, persuasively, that the rulemaking
process was too cumbersome for delegation to be effective.

Second, if greater proceduralization makes agency rulemaking
an unattractive option for Congress, Congress might respond by
enacting vague language and leaving its implementation to the
federal judiciary.’* In other words, over-proceduralization of
agency rulemaking might lead Congress to delegate to courts
rather than to agencies. There are already a handful of federal
regulatory programs that involve congressional delegation of de
facto rulemaking authority to the judiciary rather than to an
agency, including important aspects of the antitrust, bankruptcy,
and patent laws. While there may be some advantages to judicial

82 See id. at 683; see also Matthew C. Stephenson, Statutory Interpretation by
Agencies, In DANIEL FARBER & ANNE JOSEPH (’CONNELL EDS., RESEARCH
HANDBOOK ON PUBLIC CHOICE AND PUBLIC LAW 285, 292 (Edward Klgar ’ublishing
2010).

34 See MANNING & STEPHENSON, supra note 1, at 683; Stephenson, supra note 33, at
292.
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delegation, it is far from clear that critics of delegation to agencies
would be happy with more widespread delegation to federal
judges.?5 Yet that is a likely consequence of procedural reforms
that make agency delegation impractical.

4. Cumbersome Formal Rulemaking May Impede
Effective Political Oversight

Although Congress often delegates regulatory policy decisions
to administrative agencies in order to secure a healthy degree of
insulation from the short-term pressures of partisan politics, it is
also vitally important that agencies, staffed as they are by
unelected bureaucrats, are subject to effective oversight by both
Congress and the President. The formal rulemaking process tends
to inhibit such oversight, for three reasons. First, the demands of
the formal rulemaking process make it difficult for Congress or
the President to get an agency to change course in response to the
views (or a change in party control) of these elected branches of
government. Indeed, in those few regulatory areas where an
agency 1s (or believes itself to be) required to follow formal
rulemaking requirements, there are often clashes between
frustrated oversight committees, who want the agency to do
something quickly about a pressing problem, and equally
frustrated agency officials who find themselves hamstrung by the
formal rulemaking requirements.? Second, formal rulemaking
gives agencies a convenient way to “run out the clock” when they
do not in fact want to do what Congress or the President want
them to do. An agency can appear to comply with a congressional
request by initiating a formal rulemaking proceeding, but string
out the process for years. In the interim, the elected
representatives pressing the agency for action might leave office,
or change committee assignments, or turn their attention to other
matters. Third, greater proceduralization of agency rulemaking
tends to shift power within the agencies from the political
appointees and senior policy staff to the agency lawyers who know
how to navigate the labyrinthine procedures required to get

35 See Stephenson, supra note 33, at 292-94.
36 See MANNING & STEPHENSON, supra note 1, at 589-90.
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anything done, but who might be less responsive to political
oversight.37

II. SHOULD CONGRESS REQUIRE MORE
STRINGENT JUDICIAL REVIEW OF AGENCY
RULES?

In addition their role in enforcing procedural requirements, the
federal courts provide an important independent check on agency
rulemaking. Under the APA, the federal judiciary must hold
unlawful and set aside agency rules that are “arbitrary,
capricious, an abuse of discretion, or otherwise not in accordance
with law.”®® Thus federal courts are supposed to review agency
action for consistency with the statutory mandate that gives the
agency the power to regulate, and the courts are also supposed to
inquire into the substantive rationality of the agency’s decision.?
But how stringent a standard should the courts apply when
performing these tasks?

As was true with procedural choices, setting the right standard
of judicial review is something of a balancing act. Too little
judicial scrutiny eliminates a potentially important check on
administrative arbitrariness or disregard for legal requirements.10
Overly demanding judicial review may lead federal judges to
overstep the appropriate bounds on their authority, substituting
their own policy judgments for the considered views of the
agency.*! The latter possibility is particularly troubling given
that federal judges are neither experts in the relevant fields nor
politically accountable for their decisions.

The current doctrine on judicial review of agency rulemakings
is as follows. First, the reviewing court must decide whether the
agency has a valid legal basis for its rule, and this assessment

87 See id. at 581.

®5U.S.C. § 706(2)(a).

32 See MANNING & STTRPITENSON, supra note 1, al 717.
40 See id. at 719.

11 See id.
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often involves an evaluation of the agency’s interpretation of its
authorizing statute. Under the doctrine announced by the
Supreme Court in Chevron, U.S.A. v. Natural Resources Defense
Council,* a reviewing court must strike down agency regulations
that are inconsistent with a clear statutory provision, but must
uphold agency regulations that are based on a plausible reading of
an ambiguous statutory provision (at least if the agency’s
interpretation is announced in a notice-and-comment rule, or
something similarly formal).#> The logic here is that if the statute
is ambiguous, then the agency’s interpretation is more of a policy
decision than a legal decision, and courts should generally be
reluctant to substitute their policy judgments for those of the
responsible agency officials.” An agency’s interpretation of its
own regulation receives similarly deferential judicial review.4>

Second, the reviewing court must decide whether the agency’s
decision is “arbitrary and capricious.” Because courts are
reluctant to second-guess agency policy judgments on complex
technical issues, courts focus less on the substance of the agency’s
decision than on the agency’s reasoning process. A reviewing court
will ask whether the agency considered all the relevant factors,
addressed all important alternatives, and offered an explanation
for its decision reasonably connects the final choice made to the
available evidence.?® This form of review is known as “hard look”
review. (For formal agency proceedings, the APA also requires
that factual findings be supported by “substantial evidence,’4” a
standard of review that seems somewhat more stringent, but that
in practice is quite similar to hard look review.)

Are these standards of review appropriate? Are they adequate?
Should Congress amend the APA to make the default standard of
judicial review more stringent? These are difficult questions,

42 467 U.S. 837 (1984).

48 See MANNING & STEPHENSOXN, supra note 1, at 814-24, 935-36.
44 See id. at 824-25, 828.

45 See (d. al. 715-16.

46 See id. at 7H6-75.

17 See id. at 718.
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which are impossible to answer conclusively, or even to treat
adequately in these brief comments. In contrast to my discussion
of the proposal for requiring formal rulemaking procedures, where
my views are strongly held and would (I believe) command wide
consensus among administrative law scholars across the political
spectrum, I am much less certain whether the stringency of
judicial review should be ratcheted up or down (or left
unchanged). It is fair to say that administrative law scholars
advocate a wide range of opinions on this question (though,
interestingly and importantly, these differences do not seem to
correlate with political ideology). Because my understanding is
that the Subcommittee is considering the possibility of imposing a
more stringent (that is, less deferential) standard of judicial
review, I will limit my remarks here to some questions and
concerns about such a move.

First, one effect of imposing more stringent hard look review
would be to make it more difficult and costly for agencies to adopt
new rules (or to modify or repeal existing rules). There are two
reasons for this. The first is that hard look review focuses on the
agency’s reasoning process, and this leads agencies to try to
insulate themselves from judicial reversal by developing more
detailed factual records and explanatory statements. While this
can be good up to a point,¥® when judicial review of agency
rulemaking becomes too demanding, the effect may be largely the
same as imposing on the agency more elaborate and burdensome
procedural requirements.®® This, in turn, implicates all the
concerns about over-proceduralization discussed earlier in my
statement. Second, when agencies are uncertain whether or not
courts will uphold their proposals, they may be deterred from
regulating at all.5° Again, this may seem superficially desirable if
one dislikes the regulatory agenda of the incumbent
administration, but the long-term consequences may be bad for
everyone (except lawyers).

48 See id. al 775-
49 See id. at 778.
50 See id.

76, 780-81.
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A second potentially adverse effect of a more stringent standard
of judicial review, especially in complicated technical policy areas,
is the possibility of good faith error by judges who lack the
expertise, training, and resources to fully understand and
evaluate regulatory policy decisions.?! Again, review of an expert
agency decision by an independent generalist judge may have
many advantages.’2 But past a certain point, such review may
introduce more errors than it corrects. Even under the current
hard look review standard, the case law is replete with examples
of judges getting basic statistical, scientific, or economic concepts
badly wrong, or misunderstanding important parts of the record,
or treating trivial mistakes or omissions as a reason to invalidate
a major rule.”™ A less deferential standard of review would likely
lead to more such errors, and these costs might well outweigh the
benefits of preventing agency errors in a handful of close cases.

Third, there is disturbing evidence that judges sometimes let
their personal political ideologies influence their review of agency
regulations.>* This is not to say that judges are acting in bad
faith. But they are probably susceptible to the natural human
tendency to scrutinize more carefully and skeptically results they
disfavor, and to gloss over problems with the evidence or analysis
when they like the final result. Of course, even if this is indeed a
problem, we might still want a more stringent standard of review.
After all, perhaps the problem is not that judges are being too
hard on agency regulations that they dislike, but rather that

31 See id. al. 776.

3 See id. al. 775-76.

3 See id. at 776. See also Thomas O. McGarity, Some Thoughts on “Deossifying” the
Rulemaking Process, 41 DUKE LAW JOURNAL 1385, 1415-20 (1992); Thomas O.
McGarity, The Courts and the Ossification of Rulemaking: A Response to Professor
Seidenfeld, 75 TEXAS LAW REVIEW 525, 545-48 (1997); Howard Lalin, Good Science,
Bad Regulation, and Toxic Risk Assessment, 5 YALE JOURNAT. ON REGULATION 89,
131 (1988); Frank Cross, Pragmatic Pathologies of Judicial Review of Administrative
Rulemaking, 78 NORTH CAROLINA LAW REVIEW 1013, 1041-43, 1054-55 (2000);
Richard Pierce, Unruly Judicial Review of Rulemaking, 5 NATURAL RESOURCES &
ENVIRONMENT 23 (1990).

3 See MANNING & STEPHENSON, supra note 1, at 777, 833-34; Stephenson, supra
note 33, at 307-310.
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judges are being too soft on agency regulations that they favor.5
Nonetheless, an instruction to judges that they should reverse
agency decisions only in extreme cases, where the agency is not
just wrong but clearly wrong, is often thought to mitigate the
influence of judicial ideology on judicial review of agency action,
and some empirical evidence suggests that this is indeed the
case.%

Fourth, more rigorous judicial review tends to shift power
within an agency from the scientific or policy experts to the agency
lawyers. The former set of employees may have a better
understanding of sound regulatory policy, but the latter are more
skilled at drafting “bulletproof’ regulations that will survive
judicial review, as well as predicting what courts are likely to do.
This shift in power might undermine the actual rationality of
regulation, even as it enhances the appearance of rationality to
reviewing courts.57

Finally, overly aggressive judicial review can have the perverse
effect of making agency regulations, and in particular the
assumptions and political choices underlying those regulations,
less transparent to courts, Congress, and the American people. In
order to insulate their decisions from judicial second-guessing,
agencies will try to make these decisions look as obscure and
technical as possible.’8 Agencies may also simply revert to modes
of policymaking, like ad hoc adjudication, that courts are less
likely to reverse.5®

Again, none of this is to say that the form or degree of judicial
scrutiny currently applied by the federal courts is the right one.
My own view is that the current doctrine probably strikes a
reasonable balance between the interest in ensuring meaningful
judicial oversight and the interest in preventing judicial

35 Cf. MANNING & STEPHENSOX, supra note 1, at 834,
% See id. at 777, 8341.

51 See id. al 777-78.

58 See id. at 777,

5 See id. at 776.
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overreaching. Of course, I might criticize the approach of some
courts, and the results of some cases, as leaning too far in one
direction or the other, but I am not aware of any systematic
evidence that would justify congressionally-mandated increase in
the rigor of the standard of review. More generally, any proposal
to take such action should be mindful of the sorts of concerns I
raised above.

It is also worth keeping in mind that judicial review is not the
only option for increased oversight of administrative rulemaking.
There is already extensive oversight by the executive branch, both
internally within agencies and by the White House.
Congressional oversight continues to play a vital role. While
lawyers have a mnatural inclination to focus on courts and
litigation, there are a variety of other tools and techniques that
Congress or the President might employ if greater agency
oversight seems warranted.

Thank you again for the opportunity to share my thoughts on

these important issues, and I look forward to answering your
questions.

20
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Mr. GowDy. At this point I would recognize the gentleman from
Illinois for his 5 minutes of questioning.

Mr. QUIGLEY. Thank you, Mr. Chairman.

Professor Stephenson, I think it was in your written statement,
or it might have been in your prepared statement, you indicate
that there is, quote, disturbing evidence that judges’ personal pol-
icy preferences play a greater role than they should in evaluating
agency regulations. The first part of the question would be: What
does that evidence consist of, and can you elaborate?

Mr. STEPHENSON. Yes. Thank you very much, Mr. Quigley.

The evidence to which I refer, which is—the relevant citations
would appear in the portion of the book to which I cite. But there
has been some evidence to look systematically at whether the com-
position of the typically three-judge judicial panels that evaluate
major agency rulemakings affect the outcome. And when I say the
“composition,” I mean simply crude measures of whether the judges
on that panel were appointed by Republican Presidents or Demo-
cratic Presidents.

If Republican appointees and Democratic appointees resolve ad-
ministrative law cases in more or less the same way, then if you
look at a sufficiently large number of cases, such that random er-
rors wash out, the rates of affirming or reversing or remanding
agency regulations ought to look about the same regardless of
panel composition.

However, there is evidence that they do not look the same; that
panels, for example, composed of three Republican appointees seem
to decide cases in a manner systematically differently than three
Democratic appointees, or even that panels composed of all judges
appointed by a President of the same party behave differently from
panels that have at least one member appointed by a President of
a different party.

Now, we need to be careful not to exaggerate the significance of
this evidence. Sometimes these academic studies are cited from the
proposition that judges are purely political or ideological. The evi-
dence doesn’t support that conclusion. It does, however, suggest
that like human beings, judges’ strongly held views about policy
might influence their judgments about, for example, whether an
agency has offered enough evidence in support of a potentially de-
batable conclusion. Now that would be the nature of the evidence.
It is certainly by no means conclusive. But there have now been
numerous studies searching for these so-called ideological or panel
effects, and although they are not uniform, they do seem to keep
coming up over and over again in the data that exists.

Mr. QUIGLEY. Mr. Francisco you seem to have perked up when
I askel(ll that question. I just want to get your reaction, Mr. Warren,
as well.

Mr. Francisco. Well, Congressman Quigley, I make my living
appearing before judges. I think every judge is eminently fair be-
fore I make my case. After I make my case, I think half of them
are fair.

That being said, I think to the extent that there is some kind of
tilt based on a judge’s political preferences, it may reflect the fact
that the standards that govern their decision making are simply
too ambiguous. Take standard Chevron deference, for example. If
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judges are to uphold an agency regulation to the extent it reflects
a, quote, permissible reading of the statute, that is a quite vague
and open-ended statute. And when you invite judges to engage in
that kind of open-ended and discretionary review and you give that
much leeway to the agencies, you invite a certain amount of other
issues creeping into the judicial decision-making process.

Mr. QUIGLEY. Mr. Warren?

Mr. WARREN. Yeah. I think it is an interesting question. But I
think it is more a product of how messed up the agency process is
today in judicial review. As a lawyer, I want a judge who will probe
and go in-depth into the record, whether he is a Democrat or a Re-
publican. I really don’t care. I just want to get to the heart of the
matter.

Let me try to explain to all of you who are lawyers exactly what
the administrative process today is like. To think of it as simple
and straightforward and quick is just not true. It takes years and
years and years, comments by the millions of pages are filed. Agen-
cies have an obligation under this process-oriented judicial review
to give an answer to every case. This takes man-years of work by
agencies to assemble a record which can withstand judicial review.
And then judicial review takes place under this very amorphous
process that has very little to do with the heart of the matter, what
is really the critical evidence.

What I am suggesting is a modification which would focus in on
what is really important, and that would enhance I think judicial
review and enhance the ability of the executive branch to focus in
on what is really important.

I think the problem with judicial review is that it is insufficiently
substantive. It is not just the question of Chevron deference but it
is the question of understanding what it is that is at issue.

Let me give you another comparison. And that is, we have an-
other form of regulation. It is called the tort system. It is civil liti-
gation. In the tort system, the Supreme Court has now gone to
great lengths to make sure that the evidence on which toxic torts
or other major class-action litigation, for example, is conducted at
the highest levels of scientific and technical expertise. That is one
form of regulation. It seems crazy not to apply the same kinds of
rigor to the evidence which is being utilized by the agencies to im-
pose enormous costs on society.

Mr. QUIGLEY. Thank you, Mr. Chairman. My time is up.

Mr. Gowpy. I thank the gentleman from Illinois.

Mr. Warren, perhaps I was asleep during law school when the
peanut butter case was taught, because my two colleagues to the
left are both much more familiar with it than I. The peanut butter
case, are you familiar with it? And is there another version?

Mr. WARREN. Yeah. I am aware of the peanut butter case. This
has to do with aflatoxin, which is a carcinogen which naturally oc-
curs in peanuts and in some other crops. Now I am not sug-
gesting—and I agree with those who suggest that this kind of long,
drawn-out process is inefficient and inappropriate. We have had
formal proceedings, for example, under the old Federal Power Com-
mission Act that went on for months and months and years and
years. And I think that is not right and not what we want to do.
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I have suggested in my testimony that what we should be focus-
ing on is not all rules. Most rules, I think, are going to be governed
by section 553 of the APA. Instead, let’s talk about the major rules,
the major rules that pass that $100 million hurdle that lead to
scrutiny by the executive branch under the OIRA process. Then I
think with respect to those rules, we should be asking the agency
to say what is it really centrally that you are relying on. And I give
examples in my testimony of three cases that I have litigated
where it is pretty easy to see what is the central evidence.

And that is what we should be focusing our attention on. That
is the evidence that parties ought to be able—and I am not just
talking about regulated parties, I am talking about public interest
groups and environmental groups who have an equal interest in
seeing—and this goes to the question of deregulation. They have an
equal interest in seeing that the public interest is served. And so
they have the same opportunity to seek to cross-examine, and that
process has to be governed by some hearing officer who says yes
or no and gives the reasons for saying yes or no to cross-examina-
tion, so that we don’t have the excesses that occurred in the 1950’s
and into the 1960’s which gave rise to Florida East Coast Railroad
and Vermont Yankee.

Mr. GowDY. Professor Stephenson, where in the hierarchy of con-
stitutional rights would you list the right to confront?

Mr. STEPHENSON. The right to confront in the context of a crimi-
nal trial?

Mr. GOowDY. Just the right to confront.

Mr. STEPHENSON. I am not sure how I would answer the question
where in the hierarchy I would list it. Clearly, in a criminal case,
the defendant has a right to confront the witnesses against him.
And that is clearly an constitutional right that I would view as ab-
solutely important.

Mr. GowDY. And why is the right to confront so important?

Mr. STEPHENSON. Not being a constitutional historian, especially
not one who focuses on the history of criminal procedure, I would
be reluctant to give an off-the-cuff——

Mr. GowDY. Oh, come on. You are a law professor. You know ev-
erything.

Mr. STEPHENSON. Alas, no.

Mr. GowDY. Do you agree with Irving Younger that the single
best?way to elicit the truth is through the power of cross-examina-
tion?

Mr. STEPHENSON. No, I don’t think I agree with that.

Mr. GowDY. Would you agree that we use it for things as simple
as determining whether or not the light was red or green, and
things as complex as whether or not there is a DNA match?
| er STEPHENSON. We certainly do use it for those purposes, abso-
utely.

Mr. GowDY. And it is almost without limitation in the criminal
context because it is so good at getting out the truth. We even
make victims of domestic violence or child abuse come and testify
in front of their punitive or alleged attacker because we believe in
the power of confrontation, right?

Mr. STEPHENSON. Yes. But with an important qualification, if I
may. Many of the people who have engaged seriously these issues
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that you are raising about the value of cross-examination have
drawn a distinction between different contexts and have empha-
sized the importance of the procedures that we use for getting at
the truth being appropriately tailored to the context. So there are
certain contexts where cross-examination, at least historically, has
been thought to be extremely valuable for the reasons that you sug-
gest, although I am not aware of systematic study that would cor-
roborate that intuition. But in other contexts, we don’t rely on that
kind of adversarial cross-examination.

For example, when scientists are engaged not in necessarily
science for regulation, but the process of academic science, they
don’t necessarily use oral adversarial cross-examination to get to
the root of those scientific issues. That doesn’t mean that they don’t
debate, often rigorously or passionately. But they don’t necessarily
use the form and trappings of a civil or criminal trial. Now, wheth-
er that is right or not, I am not certain.

But I guess what I would say is that whenever we need to find
the right method to lead us to the truth, we need to be sensitive
to the context. There are not very many systematic studies of the
agency rulemaking process about what methods are best associated
with that context.

The one with which I am most familiar was a study that my
former boss, then-professor, now-Judge Steven Williams conducted
of hybrid rulemaking in the 1970’s. It didn’t have a lot of data. He
looked at a handful of cases. But his analysis led him to conclude
that it wasn’t very well-suited for that process. But I can’t say that
I know for sure.

Mr. Gowpy. Mr. Francisco, I wanted to ask you your thoughts
on the power of cross-examination as a tool by which to get at the
truth. But the red light prevents me from doing it. Hopefully you
will have an opportunity to weigh in on that if you choose.

And I would recognize the gentleman from Michigan, Mr. Con-
yers.

Mr. CoNYERS. Well I would ask unanimous consent the Chair-
man have an additional minute to pose that question—it is an im-
portant one—to Mr. Francisco.

Mr. Gowpy. I thank you, Mr. Conyers and Mr. Quigley. Mr.
Francisco, your thoughts on the power of cross-examination as the
best means by which to elucidate the truth?

Mr. FraNcisco. Thank you, Mr. Chairman. I think it is an ex-
traordinarily powerful tool. As Professor Stephenson explained,
often in the administrative process you do have extensive records.
But that kind of extensive paper record provides a very useful way
for masking the flaws often underlying the science that underpin
regulations. It is very easy for the stakeholders to submit extensive
comments and suggest enormous numbers of flaws in the regu-
latory process and then have an agency just, almost as it is hand-
ing down a ruling from on high, give it the back of the hand and
say, We have considered it, we disagree, here is the rule.

It is a lot different when you have got somebody sitting on the
stand. And when somebody sitting on the stand knows that they
are going to have to answer direct questions about the quality of
their analysis, I can virtually guarantee you that the quality of
that analysis on average is going to rise dramatically.
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You need only compare the type of expert report and expert wit-
nesses that you see in high stakes litigation to the types of regu-
latory impact analyses and cost-benefit analyses that we see that
the agencies issue in conjunction with regulations. And the dif-
ference is night and day. So I think that cross-examination is very
important in this context.

Mr. Gowbpy. Thank you, Mr. Francisco. At this point I would rec-
ognize the gentleman from Michigan, Mr. Conyers.

Mr. CoNYERS. Thank you, Chairman Gowdy.

Mr. Francisco, you have represented tobacco companies; isn’t
that correct?

Mr. FraNcisco. Yes, Your Honor. Yes, Congressman.

Mr. CONYERS. And you have had an opportunity to challenge the
rulemaking process yourself as a part of your job as counsel?

Mr. FrRANCISCO. Yes, sir. One of my jobs is to advise companies
in the rulemaking process.

Mr. CONYERS. So this is what Chairman Gowdy meant about “job
creation.” This is a great way to create jobs for lawyers, because
I know Professor and Attorney Warren has been to court more than
once on the rulemaking process because I am looking at the cases.

Mr. WARREN. Yes.

Mr. CONYERS. You said “yes.” Okay. It is kind of curious to me
that the two witnesses for this event are distinguished lawyers, one
almost two generations in the practice of law and teaching, maybe
one of the highest Ranking Members of his law firm. Do you have
a particular title inside Kirkland?

Mr. WARREN. No, I really don’t anymore. But you are right; I
have been around a long time.

Mr. CoNYERS. What was your title?

Mr. WARREN. Well, at various points in time I was a partner. I
have been a partner of the firm since 1975. I am now sort of semi-
retired.

Mr. CONYERS. Sure.

Mr. WARREN. So I no longer have that title.

Mr. ConYERS. Well, what I am trying to demonstrate here is that
it is sort of curious to me that—we want to make this a more effec-
tive and fair way to come up with rules, and yet you are the one
that said that anyone that says this is a simple, straight-forward,
and quick way to do it—the way we are doing it—is just not true.
Now, will you name me one person that ever said that?

Mr. WARREN. I am not sure I quite understand the question.

Mr. CoNYERS. Well, the question is that you said that—this is
your quote.

Mr. WARREN. Right.

Mr. CoNYERS. I have got the stenographer here to help us out.
Anyone that thinks that this is a simple, straight-forward, and
quick way to deal with agency regulations, it is just not true, right?

Mr. WARREN. Yes.

Mr. CONYERS. Is that correct?

Mr. WARREN. Yes.

Mr. CoNYERS. Okay. Now, will you tell me one person that ever
made that allegation?

Mr. WARREN. Yeah. I think so. I mean——

Mr. CoNYERS. Name him.
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Mr. WARREN. Well, let me state the point.

Mr. CoNYERS. No. No. Name who it is.

Mr. WARREN. Well, look at——

Mr. CONYERS. Name somebody.

Mr. WARREN. I am going to. Richard Pierce. And you look at the
back end——

Mr. CONYERS. Richard Pierce said this?

Mr. WARREN. Yes. Let me read a quote that

Mr. CONYERS. You don’t have to read it. I just want his name.
Okay. That is enough.

How many people in your firm, even though you are semi-re-
tired—well, I will tell you, 1,500 people. Maybe it is more by now.

Mr. WARREN. That is about right.

Mr. CoNYERS. Yeah. And you have offices all over the world?

Mr. WARREN. That is correct.

Mr. CONYERS. Right. How many people in your firm? Can I help
you with that a little bit?

Mr. FRANCISCO. Yes, sir.

Mr. CONYERS. Two-and-a-half thousand lawyers working in
Jones, right?

Mr. FraNcisco. I think that is about right.

Mr. CoNYERS. Yeah. And you have offices all over the world.

Mr. FRANCISCO. Yes, sir.

Mr. CONYERS. And you are here now telling us that because law-
yers should have a chance, as the Chairman said, the right to con-
front, to cross-examine like they do in child abuse and molestation
cases, they should have the same right in trying to determine agen-
cy rules. Do you agree with that?

Mr. FraNcisco. I agree that the——

Mr. CONYERS. Do you agree with that?

Mr. FrRANcCISCO. I agree that the right to cross-examine wit-
nesses

Mr. CONYERS. Do you agree with that? Do you agree with that?

Mr. FrRANCISCO. Obviously, yes.

Mr. CONYERS. You said yes?

Mr. FRANCISCO. The right to cross-examine witnesses——

Mr. CONYERS. Do you agree with it?

Mr. WARREN. I think my testimony suggests that the right to
confront evidence should be limited to those things that are central
to the rulemaking, and I give examples of what I think that means,
and I give examples within my experience where that has worked,
worked well, and made the agency process more efficient.

Mr. CONYERS. Thank you. Mr. Chairman, can I have 1 additional
minute?

Mr. Gowpy. Without objection.

Mr. CoNYERS. Thank you, sir. Will you name me any agency of—
creation of rulemaking for any agency that you think that the proc-
ess that has been suggested by our distinguished Chairman would
have been superior to the one that was used?

Mr. WARREN. Can I speak to that?

Mr. CONYERS. Yes.

Mr. WARREN. Yes.

Mr. CONYERS. Name it, then.
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Mr. WARREN. Yes. I would say the Occupational Safety and
Health Administration, the procedure employed in the benzene
case which I argued

Mr. CONYERS. The benzene case?

Mr. WARREN. The benzene case which is contained as an attach-
ment to my testimony. The very fact that I was able to cross-exam-
ine, not everybody, not—and just the central scientific evidence en-
abled Justice Stevens in his opinion, which I invite you to read, to
deal with the substance of what was at issue in a very thorough
and thoughtful way. Without cross-examination, without my oppor-
tunity——

Mr. CoNYERS. All right. So what you are saying is that this is
a great way for lawyers to get into the act. Do you have any cases
that—do you have one case you can name, not a list of them which
I normally ask for, name me one case.

Mr. FraNcCISCO. That would?

Mr. CoNYERS. That this method would have been superior to the
one that is being used now.

Mr. GowDy. If you want to answer the question briefly, you can.

Mr. CONYERS. Well, just one sentence.

Mr. FrRaNcCISCO. There is not a specific case that——

Mr. CONYERS. You don’t have a case.

Mr. FRANCISCO. In general, I think that it is something that im-
proves the decision-making process, which is why we use it——

Mr. CONYERS. I get your drift. Thank you very much, Mr. Chair-
man.

Mr. Gowpy. Thank you, Mr. Conyers.

I want to thank, again, the panel. For someone who had never
looked at the Administrative Procedures Act until 5 months ago, I
can’t think of three better people to help on that. And I applaud
your knowledge, your collegiality, and politeness toward one an-
other and toward us, and thank you for your time and your exper-
tise. It is a treasure to be able to have folks with this kind of acu-
men come and testify before the various Subcommittees of Con-
gress.

So, without objection, all Members will have 5 legislative days to
submit to the Chair additional written questions for the witnesses,
which we will forward and ask the witnesses to respond to as
promgtly as they can so their answers may be made part of the
record.

Without objection, all Members will have 5 legislative days to
submit any additional materials for inclusion in the record.

With that, again, I thank the witnesses. The hearing is going to
be adjourned in just a moment. I would personally like to come
shake your hands and thank y’all for your testimony at the conclu-
sion. I won’t keep you too long. Hearing is adjourned.

[Whereupon, at 5:02 p.m., the Subcommittee was adjourned.]
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Response to Post-Hearing Questions from Edward W. Warren, P.C.,
Kirkland & Ellis, LLP

Questions for Edward W. Warren

From Mr. Coble

1. At the Subcommittee hearing, you were asked to identify one person to support your
statement, “To think of it [i.e., the administrative process today] as simple and
straightforward and quick is just not true.”

a. You identified Richard Pierce in response to this question. Can you provide the
quote from Richard Pierce that you offered to give at the hearing?

Response: The citation to the quote is found at note 41 to my testimony. Professor Pierce’s
point is that in the wake of Vermont Yankee, courts have effectively substituted APA Section
553°s requirement of adequate reasoning (essentially the holdings of State Farm and Overton
Park) for the pre-Fermont Yankee procedures, and that the net result is a very cumbersome
agency process. The massive records—including literally hundreds of pages required to respond
to public comments—has slowed rulemaking “to the point of near paralysis.” Richard J. Pierce,
Jr., The Role of the Judiciary in Implementing an Agency Theory of Government, 64 N.Y U. L.
RCv. 1239, 1265 (1989). In short, the whole notion that today’s rulemaking process is in any
sense streamlined or ideal is simply wrong,

b. Is Professor Stephenson’s description of the notice-and-comment process as
“heavily proceduralized” and “somewhat akin to a paper hearing” also supportive
of your above-quoted statement?

Response: Professor Stephenson’s description is consistent with Professor Pierce’s point,. My
proposal would actually lead to a more effective and streamlined rulemaking process by adding
procedures that would focus attention on the few issues that really matter in major rulemakings
—especially in the case of health, safety, and environmental regulations issued by EPA, OSHA,
NHTSA, and similar agencies.

2. In your written testimony you observe that “the APA was enacted in reaction to the
perceived excesses of New Deal agencies,” and that the “current rulemaking system,
especially for major rules which matter most, is broken.”

a. How have you seen agencies commit excesses and abuse their power in the course
of your career?

Response: There are many examples of agency rules in which the benefits are minimal and the
costs are excessive. Professor Cass Sunstein, currently head of the Office of Information and
Regulatory Affairs (“OIRA”) within the White House, has acknowledged “characteristic
pathologies of modern regulation—myopia, interest group pressure, draconian responses to
sensationalist anecdotes, poor priority setting, and simple confusion.” Richard H. Pildes & Cass
R. Sunstein, Reinventing the Regulatory State, 62 U, CHI. L. REV. 1, 4 (1995). Stephen Breyer,
before joining the Supreme Court, also recognized that agencies may regulate “risk ... so small
as to be virtually meaningless.” STEPHEN BREYER, BREAKING THE VICIOUS CYCLE: TOWARD
EFFECTIVE RISK REGULATION 10, 13 (1993). Professor Kip Viscusi has documented this point,
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as have many others. See, e.g., W. Kip Viscusi, Regulating the Regulators, 63 U. CHL L. REV.
1423 (1996).

b. What are some of the worst examples of how the system is broken now?

Response: There are many examples to choose from. Let’s start with two recent examples. The
NHTSA acknowledged that its Roof Strength Rule has negative “net benefits,” i.e., its costs
exceed its benefits, but promulgated the rule anyway. See 74 Fed. Reg. 22,348, 22,377-78 (May
12, 2009). Even more troubling, EPA’s Endangerment Rule in support of regulating CO2
emissions provides no cost-benefit analysis at all. See 74 Fed. Reg. 66,496 (Dec. 15, 2009).

In my experience, such agency overreaching is common, especially in the case of health, safety,
and environmental rules. All three of the decided cases cited in my testimony—EPA’s failure to
suspend auto emission standards, OSHA’s benzene rule, and EPA’s asbestos rule under TSCA—
are examples of agencies relying on shaky science and unsupportable projections or failing to
consider risk tradeoffs.

Other examples, focusing only on my personal experience as a practitioner, include EPA’s
asbestos in schools rule, see 52 Fed. Reg. 41,846 (Oct. 30, 1987), which was promulgated
despite the fact that removing asbestos poses more risk to removal workers and school personnel
than does leaving it in place. Ilitigated and lost a case challenging those regulations because of
the deference paid to an agency’s scientific findings—findings which [ had no opportunity to
cross-examine. See Safe Bldgs. Alliance v. EPA, 846 F.2d 79 (D.C. 1988). Under the proposal I
have outlined, things would have been different.

Numerous NHTSA CAFE rules, see, e.g., 75 Fed. Reg. 25,324 (May 7, 2010), also demonstrate
that the system is broken. CAFE standards have almost no positive effect in reducing fuel
consumption while adding auto safety risks (downsizing cars and trucks) and impairing the
competitiveness of the U.S. auto industry. See, e.g., Hal J. Singer & Robert W. Crandall, Don 't
Drink the CAFE Kool-Aid, WALL ST. J ., Sept. 3, 2007, available at
http://www.brookings.edu/opinions/2007/0906business _crandall.aspx; ROBERT W. CRANDALIL £7°
AL., REGULATING TIIE AUTOMOBILE (1986).

Likewise, EPA’s revision of the ozone ambient air quality standard both in 1997, see Area
Designations for 1997 Ground-level Ozone Standards,

http/Avww.epa. goviglo/designations/1 99 7standards/regs htm#2 (listing “all regulatory actions
related to the 1997 8-hour ozone standard™), and currently, see National Ambient Air Quality
Standards for Ozone, 75 Fed. Reg. 2,938 (Jan. 19, 2010), are examples of a broken system.
Indeed, even the White House has recognized that such regulation is not cost-justified. See
Deborah Solomon & Tennille Tracy, Obama Asks EPA to Pull Ozone Rule, WALL ST. J., Sept. 3,
2011, available at http //online. wsi.com/article/SB1000142405311190471660435765464
(2001)22160891728 htmi. 1litigated a challenge to the ozone standards and lost in the Supreme
Court, see Whitman v. American Trucking Assns., Inc., 531 U.S. 457 (2001), because the Court
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concluded that costs were irrelevant under the Clean Air Act, see id. at 471 (“The [statute]
unambiguously bars cost considerations from the NAAQS-setting process ....”).

3. You suggest that the presiding officer should be required to make a written decision
with respect to each and every contested question presented by regulated parties or
interested persons. Would this kind of record help courts significantly when they
review agency decisions?

Response: Yes, this requirement would focus the court on the evidence that really matters—
separating the wheat from the chaff. In my experience, most of today’s massive rulemaking
records consist almost entirely of chaff. The evidence that really matters often gets lost. My
proposal would provide focus for the agency, OIRA, and reviewing courts. The net result would
be better regulations, more focused records for judicial review of major rules, and a shorter—not
longer—process from start to finish.

4, You testify that the party in control of a particular piece of evidence should have the
burden of proof as to that piece of evidence. Is it too much to ask that an agency
should bear the burden of showing that the few key facts or scientific studies it is
relying on to make a major rule are reliable and amount to “substantial evidence™
supporting the proposed rule?

Response: No, it is not too much to ask. That is, of course, the essence of my proposal. Courts
have asked and should always ask for agencies to bear the burden of putting forward reliable
scientific evidence and to support all assumptions and projections from the available evidence.
See Indus. Union Dep't, AFL-CIO v. Am. Petroleum Inst., 448 U.S. 607, 653 (1980) (“[T]he
burden was on the Agency to show, on the basis of substantial evidence, that it is at least more
likely than not that long-term exposure to 10 ppm of benzene presents a significant risk of
material health impairment.”); Corrosion Proof Iittings v. [tPA, 947 F 2d 1201, 1214 (5th Cir.
1991) (“The burden remains on the EPA, however, to justify that the products it bans present an
unreasonable risk, no matter how regulated.”); /nt’l Harvester v. Ruckelshaus, 478 F.2d 615, 632
(D.C. Cir. 1973) (“EPA’s burden of proof”). Whether viewed from the standpoint of substantial
evidence or arbitrary and capricious review, agency decisions that rely on weak scientific and
technical evidence or unsupported assumptions should fail judicial review. My proposal is
aimed at improving—through carefully limited cross-examination—those regulations that fail
this test. Stated another way, major agency rules that fail to provide proven benefits exceeding
costs would not pass muster.

From Mr. Cohen

S. Professor Stephenson states that “there is no systematic evidence demonstrating that
adversarial oral cross-examination is the most effective tool for making sound
scientific or policy judgments on general issues of the sort addressed in most
rulemakings.”

Can you point to any such evidence?
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Response: Our entire system of justice, including our Constitution, is based on the demonstrated
premise that cross-examination is the greatest engine of truth-seeking available. Thave given in
my testimony examples from three major health, safety, and environmental rules where cross
examination was allowed and proved very effective. We need look no further than the other
form of regulation—namely, tort litigation—to see how essential and effective cross-
examination of scientific and technical evidence can be. This point has been recognized time
and time again by the Supreme Court in Dawbert v. Merrell Dow Pharms., Inc., 509 U.S. 579
(1993), and subsequent cases regarding the central role played by scientific testimony and cross-
examination.

6. Is there any need to address witness demeanor in the context of formal rulemaking?

Response: Demeanor is really not the point of my proposal, although I can imagine instances in
which demeanor could matter if the witness’s testimony is not credible. Rather than demeanor,
my proposal focuses primarily on the substance of the evidence on which the agency relies and
contrary scientific evidence that the agency often ignores. As in any other setting, forcing expert
witnesses to defend their results and to explore its strengths and weaknesses, including any
assumptions or projections that the witness or the agency has made, is the best way to arrive at
the truth and to genuinely serve the public interest. In short, oral testimony and cross-
examination in rulemaking, just as in the tort context, is the best means of probing the strength or
weakness of studies, risk assessments, and similar evidence or projections.

7. Would formal rulemaking, as Professor Stephenson notes, generate a greater role for
attorneys in the rulemaking process?

Response: Attorneys already play key roles in major rulemakings and subsequent judicial
review. The role of attorneys in major rulemakings would change in certain respects under my
proposal but I do not think their role would expand. Indeed, by focusing on the really important
evidence—again separating the wheat from the chaff—rulemakings and judicial review would
likely become more streamlined and, therefore, the role of attorneys (measured in billable hours)
would be reduced.

8. What is your response to Professor Stephenson’s contention that even minor FDA
labeling rules subject to formal rulemaking can result in a process that can take close
to a decade?

Response: Under my proposal that would not occur because cross-examination would be
carefully limited using the methods the best federal judges employ in focusing cross-examination
in major tort cases.

9. What is your response to Professor Stephenson’s assertion that “slowing down the
rulemaking process does not necessarily privilege non-regulation, but rather
privileges the status quo™?

Response: Idisagree that my proposal would slow down the rulemaking process. 1 also disagree
that it favors the status quo. Most examples of deregulation would not qualify as major rules.
The current examples of deregulation recently touted by OIRA head Cass Sunstein exemplify
that point. See Cass Sunstein, Washingion Is Eliminating Red 1ape, WALL ST.J., Aug. 23, 2011,
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available at
hitp://online, wsj.com/article/SB 100014240531 11903596904576518652783 101190 himl.

10.  Where an Administration or an agency wants to scale back unnecessary or overly
burdensome regulations, should that process be subject to formal rulemaking?

Response: No, not unless it qualifies as a major rule.

11. Professor Stephenson states that the case law is “replete with examples of judges
getting basic statistical, scientific, or economic concepts badly wrong.”

What is your response?

Response: Of course judges can make mistakes but, again, Dawbert and progeny show that, on
balance, review of scientific evidence by judges and even juries improves the decision-making
process. That is especially the case for heath, safety, and environmental rules, most of which are
judicially reviewed by the D.C. Circuit. The judges on that Circuit are experts in administrative
law and are uniquely adept as judges of scientific and technical evidence and testimony.

12.  On page 8 of your written testimony, you stated that major rules “call for the greatest
expenditure of private sector resources,” and therefore recommended that more
formal rulemaking procedures be used in their promulgation. However, the
Congressional Research Service reported earlier this year that most of the 100 major
rules issued last year were considered “major” for reasons other than compliance
costs. (See CRS Report R41651.) These rules were major because they involved
more than $100 million in annual transfers of federal funds (e.g., grants, food stamps,
Medicare reimbursements), consumer spending (e.g., pursuant to setting migratory
bird seasons); recovered fees (e.g., for passport applications and nuclear power plant
inspections); and regulatory benefits (with costs expected to be less than $100
million). Do you believe that these types of “major” rules should be subject to formal
rulemaking procedures, or only those that impose $100 million in annual compliance
costs?

Response: My experience is with health, safety, and environmental rules which, in my
experience, almost invariably qualify as major rules. But as you note from my testimony, major
rules as a class “call for the greatest expenditure of private sector resources,” and hence
presumptively should be treated the same way. In my judgment, major rules as defined by the
various Executive Orders and reviewed by OIRA constitutes a workable rule-of-thumb for
identifying those rules that should be subjected to the enhanced procedures set forth in my
testimony.

13. H.R. 1432, the “Creating Sunshine, Participation, and Accountability for Our Nation
Act,” would require formal rulemaking procedures for any rule issued pursuant to the
Patient Protection and Affordable Care Act (P.L. 111-148). Do you support
enactment of this legislation?

Response: T would support enhanced procedures along the lines of my proposal for any rule
issued pursuant to the Patient Protection and Affordable Care Act that qualifies as a major rule.
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14.  On page 8 of your written testimony, you described the OIRA review process as “a
closed process” that addresses agency compliance issues in a “non-transparent
manner.” However, Executive Order 12866 contains numerous transparency
requirements on rulemaking agencies and OTRA. For example, agencies are required
to make available to the public all information on a rule’s costs and benefits, and to
identify for the public the substantive changes made at the suggestion or
recommendation of OIRA. OIRA posts on its website when rules are submitted and
cleared, the participants in all meetings about rules under review, and return letters
describing why rules are sent back to the agencies for reconsideration. Documents in
OIRA’s and the agencies’ rulemaking dockets provide other details about the review
process. How, then, is this a “closed” or “non-transparent” process?

Response: The OIRA process has improved over the years but it is still a process that relies
primarily on a dialogue between agency staffers and OIRA officers. That process does not lead
to a probing, in-depth review of scientific and technical evidence. My proposal is intended to fill
that gap.

15. On page 10 of your written testimony, you quoted Professor Richard Pierce as saying
that the open-ended requirement of adequate reasoning was “delaying the
policymaking process to the point of near paralysis.” You therefore concluded that
the current rulemaking system, particularly for major rules, was broken, and
suggested (among other things) that agencies use more formal rulemaking procedures
for major rules. However, virtually every administrative law scholar for the past 70
years has said that the use of formal rulemaking procedures would lead to even more
paralysis. Why, then, do you believe otherwise-- that formal rulemaking would
remedy the current situation?

Response: My testimony cites decisions by the leading administrative law jurists of the pre-
Vermont Yankee era—Justice Frankfurter, Judge Friendly, and Judge Leventhal. Each was a
leading administrative law teacher and scholar. See, e.g., Felix Frankfurter, The Task of
Administrative Law, 75 U. PA. L. REV. 614 (1927); FELIX FRANKFURTER & J. FORRESTER
DAVISON, CASES AND OTHER MATERIALS ON ADMINISTRATIVE LAW (1932); Henry J. Friendly,
The Federal Administrative Agencies: The Need for Better Definition of Standards, 75 HARV. L.
ReV. 863 (1962); Henry J. Friendly, Some Kind of Hearing, 123 U. PA. L. REV. 1267 (1975),
Harold Leventhal, Principled Fairness and Regulatory Urgency, 25 CASE W. RES. L. REV. 66
(1974-1975). Leading judges of that era, both liberal and conservative, were experienced as
practitioners and well-understood the value of cross-examination and careful evaluation of
agency reasoning. See, e.g., Walter Holm & Co. v. Hardin, 449 F.2d 1009, 1016 (D.C. Cir.
1971) (Leventhal, J.) (“[T]he oral hearing may be legislative in type, although fairness may
require an opportunity for cross-examination on the crucial issues.”); 75thyl Corp. v. I:PA, 541
F.2d 1,36 (D.C. Cir. 1976) (Bazelon, J.) (“There is no inconsistency between the deferential
standard of review and the requirement that the reviewing court involve itself in even the most
complex evidentiary matters; rather, the two indicia of arbitrary and capricious review stand in
careful balance.”); Jndus. Union Dept. v. Hodgson, 499 F.2d 467, 469 (D.C. Cir. 1974)
(McGowan J.) (“Congress—with no apparent awareness of anomaly—has explicitly combined
an informal agency procedure with a standard of review traditionally conceived of as suited to
formal adjudication or rulemaking. ”) (citations omitted). It is pimarily from that perspective,
echoing the wisdom of the pre-Vermont Yarnkee era, that I have testified before the
Subcommittee and outlined my proposal for improving the rulemaking process for major rules.
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Response to Post-Hearing Questions from Noel J. Francisco, Esq., Jones Day LLP

QUESTIONS FOR NOEL FRANCISCO

CCAL Subcommittee Hearing: “Formal Rulemaking and Judicial Review”
May 31, 2011

1. You acknowledge that Congress on occasion “passes a broad and open-ended law,
leaving it to an Executive Branch administrative agency to “fill in the gaps’ through
administrative regulation.” When agencies exercise that power and the courts
accord deference to such agencies, you note that we risk “concentrating all three
powers of government in the Executive Branch alone.”

Isn’t the source of this problem Congress itself, through over-delegation of
legislative authority, lack of specificity with respect to such delegation, or
insufficient oversight of agencies? Would additional procedures solve the problem
as you have articulated it?

The problem I attempted to identify involves all three branches of our federal government:
(1) Congress passes broad and open-ended laws; (2) the Executive Branch often

interprets those laws expansively; and (3) the Judicial Branch defers to both (a)
Congress’s original delegation, and (b) the Executive Branch’s interpretation. There are
different ways to solve this problem. The one I attempted to elaborate upon in my
testimony would have the judiciary engage in more rigorous review of the Executive
Branch’s interpretations. This, in my view, will address both (1) and (2), since it will
encourage Congress to pass laws with greater specificity and discourage the Executive
Branch from engaging in overly expansive interpretations.

2. ‘When you were with the Bush Administration, did you advocate expanded use of
formal rulemaking?

During President George W. Bush’s Administration, I had the honor of serving in the
Office of Counsel to the President and in the Department of Justice’s Office of Legal
Counsel. Ido not recall having had an opportunity to address the issue of formal
rulemaking during that time.

3. What accounted for the fact that the infamous peanut butter formal rulemaking
took nearly a decade to reach a conclusion?

1, unfortunately, am not sufficiently familiar with the details of the peanut butter formal
rulemaking to comment on the many different factors that could have contributed to the
length of time it took to reach a conclusion in that matter.

4, If there are, as you allege, so many benefits of formal rulemaking, why hasn’t it
been used more often?

There are several reasons why formal rulemaking has not been used more often. For
example, while the Administrative Procedure Act provides procedures for formal and
informal rulemaking, formal procedures only apply when the agency’s authorizing statute
explicitly requires them. See United Siates v. Florida Fast Coast Ry. Co., 410 U.S. 224
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(1973). Congress, however, rarely requires formal rulemaking. In addition, agencies
generally prefer informal procedures as they accord agencies greater latitude by (a)
allowing agencies to enact rules through less cumbersome procedures, and (b) subjecting
their decisions to a lower standard of judicial review. There are likely additional reasons
as well.

You allege that courts “[o]ver time” have shifted “strongly toward deference and
away from rigorous judicial review.” What accounts for this apparent shift?

Tt is difficult to surmise why courts trend in certain directions over time, as such trends
often reflect a combination of factors. But, particularly in the area of administrative law,
it is entirely appropriate to revisit rules in light of experience—and, if necessary, to revise
them. For example, shortly after the Subcommittee’s hearing, Justice Scalia, who
authored the Supreme Court’s decision in Auer v. Robbins, 519 U.S. 452 (1997), which
approved of a very deferential standard of review for agency interpretations of their own
regulations, wrote that he has “become increasingly doubtful of its validity.” Talk
America, Inc. v. Michigan Bell Telephone Co.,  S. Ct. , Nos. 10-313, 10-329, 2011
WL2224429, at *11 (June 9, 2011) (Scalia, J., concurring).

In your written and oral testimony, you indicated that you believe that formal
rulemaking is a better method of getting at “the truth” than informal rulemaking.
However, the Administrative Conference of the United States recommended that
Congress should not require procedures beyond informal rulemaking, and should
never require trial-type procedures for resolving questions of policy or fact. (ACUS
Recommendation 72-5, Procedures for the Adoption of Rules of General
Applicability, 38 Federal Register 19782, 1972.) Why do you disagree with the
Administrative Conference on this point?

As noted during my testimony, I believe that the ability to cross-examine witnesses has
many benefits. First, itis a powerful means of identifying the strengths and weaknesses
in a factual argument. Perhaps more importantly, it encourages more rigorous analysis,
because potential witnesses will know that their conclusions will be subject to more
careful scrutiny and agencies will know that their reasoning process will be on public
display. In addition, the “substantial evidence” standard of judicial review, which applies
to rules promulgated through formal procedures but not informal procedures, in my view,
may strike a better balance between judicial deference and judicial review than does the
“arbitrary and capricious” standard.

Your written statement describes formal rulemaking as “more rigorous and
transparent than informal rulemaking.” However, with the advent of electronic
dockets at regulations.gov and other transparency mechanisms, the public has
access to all of an agency’s informal rulemaking underlying data, cost-benefit
analyses, public comments, changes made at OMB’s suggestion or recommendation,
and a host of other materials. In contrast, formal rulemaking would only provide
access to these kinds of materials to a much smaller “public” (lawyers), and certain
rulemaking requirements (e.g., analyses under the Regulatory Flexibility Act and
the Unfunded Mandates Reform Act) would no longer be applicable because they
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apply only when the agency is required to publish a notice of proposed rulemaking.
Therefore, with regard to the general public, why do you believe that formal
rulemaking would be more transparent than informal rulemaking?

Certain aspects of formal rulemaking procedures provide for greater “transparency” in
the sense that they provide a more robust mechanism for understanding and analyzing the
factual underpinnings of an agency’s policies. In particular, only formal rulemaking
allows for the direct testing of an agency’s evidentiary support in a public forum through
cross-examination. However, given that formal rulemaking procedures have been rarely
used, it is possible, as this question presupposes, that such procedures may warrant
modification in order to take advantage of technological developments.

H.R. 1432, the “Creating Sunshine, Participation, and Accountability for Our
Nation Act,” would require formal rulemaking procedures for any rule issued
pursuant to the Patient Protection and Affordable Care Act (P.L. 111-148). Do you
support enactment of this legislation?

I believe that there are advantages to adopting certain aspects of formal rulemaking, most
notably the greater transparency and more rigorous standard of review that accompany
these procedures. As reflected in my testimony, there are different ways to realize such
benefits. Tdefer to the Subcommittee on how best to balance the various competing
concerns.

It seems that the public’s trust in government, or at least in the federal government,
is as low as it has ever been. You testify that “rigorous and transparent adherence
to administrative processes serve to enhance the democratic legitimacy of
regulations.” What are the most important reasons we need to make sure that
agency rules have democratic legitimacy?

Unlike the President and Members of Congress, agency secretaries, deputy secretaries,
assistant secretaries, and other political and career agency officials do not stand for
election. Thus, they are not directly subject to democratic checks. Increased
transparency and adherence to process, however, in combination with the democratic
checks that exist on the President and Members of Congress, can allow the public to have
meaningful input on the rules and regulations promulgated by agencies. This is important
because the rules and regulations promulgated by agencies often have as much impact
upon the lives and livelihoods of the American citizenry as do laws duly enacted by
Congress and signed by the President.

Employers need to know how an agency will apply a regulation, so they can have the
confidence to take steps that will create jobs. Ambiguous regulations foster
uncertainty and discourage private enterprise. How in your experience does the
standard of review given by the Supreme Court in Seminole Rock, and re-affirmed
in Auer, give agencies the incentive to make ambiguous regulations?

Justice Scalia, the author of the Supreme Court’s opinion in Awer, well summarized the
potential problems with Awer in his recent concurring opinion in 7alk America Inc. v.



12.

225

Michigan Bell Telephone Co.,  S.Ct. _,Nos. 10-313, 10-329, 2011 WL2224429, at
*11 (June 9, 2011), in which he stated that he has “become increasingly doubtful of
[Awuer’s] validity.” Justice Scalia explained:

Deferring to an agency’s interpretation of a statute does not
encourage Congress, out of a desire to expand its power, to enact
vague statutes; the vagueness effectively cedes power to the
Executive. By contrast, deferring to an agency’s interpretation of
its own rule encourages the agency to enact vague rules which give
it the power, in future adjudications, to do what it pleases. This
frustrates the notice and predictability purposes of rulemaking, and
promotes arbitrary government. The seeming inappropriateness of
Auer deference is especially evident in cases such as these,
involving an agency that has repeatedly been rebuked in its
attempts to expand the statute beyond its text, and has repeatedly
sought new means to the same ends.

1d. For further discussion of this issue, I would recommend the article relied upon by
Justice Scalia in his 7alk America concurrence. See John F. Manning, Constitutional
Structure and Judicial Deference to Agency Interpretations of Agency Rules, 96 Colum,
L. Rev. 612 (1996).

The Baltimore Gas & Electric standard of review gives agencies the incentive to
dress their decisions up in scientific and technical terminology, to discourage courts
from looking too closely at the evidence. What can Congress do to prevent agencies
from abusing this standard?

As I discussed during my testimony, one possibility that some commentators have
suggested would be to streamline the applicable standards of deference. Under this
approach, Skidmore deference would apply to agency interpretations unless Congress has
explicitly delegated lawmaking authority, in which case Chevron deference would apply.
Accordingly, the other standards currently employed by courts, such as Awer and BGE,
would be eliminated as unnecessary.

Skidmore was decided in 1944, and the APA was adopted in 1946. You describe in
your testimony how over the years “courts have become increasingly deferential to
agency interpretations of the law.” What would be some of the benefits to restoring
more effective, thorough standards of judicial review than courts currently employ?

As I discussed during my testimony, perhaps the largest benefit is that effective judicial
review prevents an undue concentration of power in a single branch of government. The
purpose of judicial review of agency action, after all, is not to increase judicial power, but
to ensure that Congress has an appropriate role in the policymaking process. In addition,
if agencies understand that their decisions will be subject to more significant review, they
will have greater incentives to undertake more rigorous analysis when promulgating
those rules in the first place.
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You note that under Chevron “some courts have held that courts should defer to an
agency’s determination of whether it has regulatory jurisdiction in the first place.”
How do you think a court should approach this question?

Chevron is based on the principle that when Congress delegates to an agency the power
to promulgate rules implementing a statute, this delegation carries with it the power to
resolve ambiguity in the statute in a reasonable manner. However, the question is
considerably different where the ambiguity involves whether or not Congress intended to
confer regulatory jurisdiction in the first place — or, put another way, whether Congress
has actually delegated power over the subject matter to the agency. In such
circumstances, in my view, courts should rigorously analyze an agency’s assertion of
regulatory jurisdiction in the first instance to ensure that it is consistent with
congressional intent.
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1. In your prepared statement, you indicate that there is “disturbing evidence
that judges’ personal policy preferences play a greater role than they should
in evaluating agency regulations.” Could you please expand upon what this
evidence consists of?

The evidence that judges’ policy preferences influence their evaluation of legal
challenges to agency regulations consists primarily of studies finding that there are
systematic differences in the voting patterns of judges appointed by Republican
presidents and judges appointed by Democratic presidents. (The finding is actually a bit
more subtle: It seems, from the weight of the evidence, that judicial parels in which a
majority of the judges are Democratic appointees behave differently from panels in which
a majority of the judges are Republican appointees. Moreover, ideologically
homogeneous panels — those in which all the judges were appointed by presidents from
one of the two parties — behave differently than panels that contain at least one
“minority” judge, appointed by a president of a different party.) Some of these studies
look for correlations between judicial votes between judicial partisan affiliation and the
substance of judicial rulings (for example, treating a finding in favor of an environmental
advocacy group as a “liberal” outcome and a finding in favor of an industry group as a
“conservative” outcome) and typically find a correlation between the political ideology of
the President who appointed a given judge and the liberalism or conservatism of that
judge’s subsequent votes.

Taken together, this body of evidence suggests that there are real and significant
differences in how Democratic and Republican appointees vote in cases involving review
of agency regulations, and that these differences seem to track what we might think of as
a stereotypical difference between “liberal” and “conservative” political ideologies or
regulatory philosophies.

Tt is important not to overstate or distort what these studies actually show. The
evidence does nof support the proposition that judges are “ideologues,” or that they are
unconstrained by law. The evidence does not show that Democratic and Republican
appointees always vote differently, nor does it show that Democratic judges always take a
stereotypically “liberal” position while Republican judges always take a stereotypically
conservative position. Often judges of different political backgrounds agree — indeed,
they agree more often than they disagree. Moreover, there is a great deal of
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heterogeneity among judges, even among judges who were all appointed by the same
President.

Nonetheless, the evidence does seem to support the proposition that judges’ political
ideologies influence their disposition of cases involving review of agency regulations.
Perhaps this is inevitable to some degree: Many of the prevailing standards of review in
administrative law call for an inquiry into the “reasonableness” of an agency’s decision,
and it is not all that surprising that one’s assessment of reasonableness may be influenced
by one’s own views of sound policy. Yet the consistent evidence that judges’ political
ideology influences their decisions — even in contexts where the law would seem to leave
little room for discretionary policy judgments — may be cause for concern.

A number of the studies showing the affect of partisan affiliation on case decisions in
the administrative law context are cited and summarized in the following book chapter:
Matthew C. Stephenson, “Statutory Interpretation by Agencies,” in Research Handbook
on Public Choice and Public Law (Daniel A. Farber & Anne Joseph O’Connell, eds.
2010), pp. 306-307.

2. You note in your prepared statement that “very few statutes use the precise
‘on the record after opportunity for an agency hearing’ language” that
would trigger formal rulemaking requirements. Although Congress clearly
has the power to require formal rulemaking in any statute pertaining to
agency rulemaking, why has this power been so rarely invoked?

The reason seems to be that by the late 1970s, or at least by the early 1980s, a broad
bipartisan consensus had emerged that the formal rulemaking process was not well-suited
to the sorts of complex regulatory decisions that make up the bulk of agency rulemaking
activity. In those few instances where Congress had mandated full-blown formal
rulemaking, the results were bad enough — and Congress got enough complaints from
constituents and the executive branch — that the requirements were often scaled back or
dropped entirely.

The most prominent example of this is the Food and Drug Administration’s food
labeling rules. As was noted in the hearing, the FDA used to be required to use a formal
rulemaking process to make or alter food labeling rules. The result was an absurd degree
of inefficiency, exemplified by the famous “peanut butter case,” in which the FDA’s
decision to increase the minimum peanut content in products sold as “peanut butter” from
87% to 90% took nine years in the administrative process, plus two additional years in
litigation, and a retrospective analysis revealed that the extensive oral hearings had added
almost nothing of value to the decision-making process. Tn 1990, Congress enacted the
Nutrition Labeling and Education Act, which eliminated the formal rulemaking
requirement for FDA food labeling rules (with a small number of specific exemptions).
This seems to have been a direct response by Congress to the bad experience with formal
rulemaking.
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A second reason that Congress may have been reluctant to impose formal rulemaking
requirements is that such requirements might not seem necessary in light of the gradual
but dramatic expansion of the procedural requirements associated with the nominally
“informal” notice-and-comment process. That process already provides for extensive
opportunities for participation in the agency decision-making process and criticism of
agency proposals. So there has not been a perceived need for more proceduralization of
the rulemaking process in most regulatory policy areas.

3. Last week, President Obama announced his plan to scale back or eliminate
hundreds of federal regulations that would save American businesses billions
of dollars in unnecessary costs. What impact would formal rulemaking have
on this effort?

Because the process for repealing or amending a regulation is also a “rulemaking”
under the Administrative Procedure Act (APA) (see § 551(5) of the APA), virtually all of
these proposals for scaling back or eliminating costly regulations would need to go
through the rulemaking process. 1f formal rulemaking were required for these changes,
then the process would take considerably longer, and in many cases agencies might not
be able to proceed with these cost-saving rulemakings, simply because they lack the time
and resources to conduct formal rulemakings on all these mattes.

4. Our colleagues on the other side of the aisle appear to argue that formal
rulemaking provides an opportunity for facts to be proven more rigorously
and promotes more transparency with regard to agency decision-making.
‘What is your response?

Respectfully, T do not think that this claim is correct, for two related reasons. First,
the notice-and-comment rulemaking process already provides extensive procedural
safeguards that ensure both a considerable degree of transparency and ample opportunity
for challenging agency factual assertions. 1 am not aware of any systematic evidence that
notice-and-comment procedures are inadequate in this regard. Of course, one can always
find cases where one disagrees with the agency’s conclusions, and in such cases it is
always possible (and tempting) to assert that if only there had been more (or different)
procedures, the outcome would have been different (and better). But I'm not aware of
any credible evidence that there are significant problems with the notice-and-comment
system with respect either to transparency or to the accuracy of agency factual
conclusions.

The second reason that formal rulemaking procedures will probably contribute much
to the quality of the agency decision-making process is that formal rulemaking
procedures are not all that well-suited to complex policy decisions that require balancing
a broad array of competing interests. Formal rulemaking procedures are modeled after
the procedures used for judicial trials. They imagine a highly adversarial process focused
figuring out whether particular facts are true or not, and where much will turn on the
credibility of witnesses’ accounts of a particular event. The archetypical sort of dispute
that hearings like this are designed to address is whether a particular defendant broke a
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particular existing law. But most rulemakings are more like legislative acts than
adjudicative acts. They’re not about finding someone “guilty” or “liable,” but about
designing the best policy to response to some complex social problem. The procedures
that are appropriate therefore look more like the procedures a legislative body would use,
rather than those that a court would use. (In this regard, it is worth observing that the
U.S. Congress does not subject its Members, or their staffs, to cross-examination by
lawyers representing opposing interests. Thinking about the reasons why Congress does
not do this — even though it could — may be helpful in revealing important qualifications
to sweeping statements about the virtues of adversarial, lawyer-dominated cross-
examination, which in turn might clarify why so many commentators view these
procedures as inappropriate for the rulemaking as well.)

One final, related point: Much of the concern about the agency regulatory process
seems to focus on agency use of scientific evidence. However, there is very little
evidence that agencies are making scientific errors of the sort that cross-examination, or
the other trappings of the formal rulemaking process, are likely to correct. Most of the
disputed scientific questions at issue in agency regulations are issues of interpretation or
extrapolation from inevitably imperfect data or theories. Moreover, the quasi-judicial
formal rulemaking process seems particularly ill-suited for rigorous evaluation of these
complex scientific questions. It is true that courts must often assess scientific evidence as
well, and we do use cross-examination of expert witnesses in that context. But countless
observers have argued persuasively that the courts in fact do quite a bad job handling this
sort of complex scientific evidence, precisely because trial-type adversarial procedures
are not very well-adapted to those sorts of issues.

S. You note in your prepared statement that the “effect of imposing more
stringent hard look review would be to make it more difficult and costly for
agencies to adopt new rules.” Who would bear these additional costs?

The costs would be borne (directly) by the agencies themselves, which would have to
devote additional time and resources to each rulemaking proceeding.

The costs would also be bome (indirectly) by those members of the public who would
benefit from the delayed or forgone agency’s action.

6. Should judicial review be available to determine whether an agency has
complied with the Information Quality Act?

My instinct is no. The Information Quality Act already provides an administrative
mechanism whereby parties can seek to ensure that agencies are in compliance with the
regulations on information quality. There is no evidence that these administrative
mechanisms are inadequate. Indeed, I am not even aware of any individual cases in
which these administrative mechanisms have failed to correct a clear violation of the
relevant regulations. (There have been a few lawsuits making such allegations, but the
assertions in those cases, so far as I can tell, seem fairly weak.) All judicial review would
add, in this context, is additional cost to the agency, which in turn gives outside parties a
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weapon that they can use to deter agencies from publishing controversial information. In
other words, judicial review under the IQA would facilitate the equivalent of “nuisance
suits” in the private civil litigation context, where even meritless claims are used to extort
concessions from a target anxious to avoid litigation costs.

Though this is a bit beyond your question, 1 think it may also be worth pointing out
that a potential problem with the IQA is its asymmetrical effect in the rulemaking
process. If an agency wants to rely on its own studies or reports as the factual basis for a
rule, those studies presumably must comply with the standards for quality and reliability
laid out in the regulations promulgated pursuant to the IQA. The studies included in
comments submitted by outside parties, however, do not need to meet these quality
standards — even though these comments often make factual assertions that would not
meet the relevant IQA guidelines. If Congress is committed to retaining the IQA, one
might consider remedying this asymmetry by amending the IQA and/or the APA to make
clear that an agency need not take into account public comments that rely on data or
studies (including studies of a regulation’s likely economic impact) if those studies would
not conform to the IQA guidelines that would apply to government information on the
same topic.

7. Mr. Francisco contends that courts “[o]ver time” have shifted “strongly
toward deference and away from rigorous judicial review.” Do you agree
that such a shift has occurred?

Respectfully, T do not agree. Tt is certainly true that the federal courts are generally
deferential to agency conclusions of fact, law, and policy. This has been true for some
time. But the claim that the level of deference is high is distinct from the claim that the
level of deference has been increasing. There is no solid evidence to support the latter
claim, and indeed there are some suggestive indicators that the claim is incorrect.

This is most evident with respect to judicial review of questions of law. Prior to the
1980s, judicial review of agency legal interpretations, though deferential, applied a multi-
factor balancing test. Often the courts would reject an agency’s proposed construction of
a statute if the reviewing court concluded that, all things considered, deference would not
be appropriate. The Supreme Court’s seminal decision in Chevron v. Natural Resources
Defense Council prompted a move toward a more categorical and deferential approach to
judicial review of agency statutory interpretations. But in 2001, the Court decided United
States v. Mead Corporation, which suggested significant limits to Chevron’s scope, and
provoked a flurry of cases in the lower courts exploring these limits. Thus for the last ten
years the movement in the doctrine seems to have been away from deference and toward
(somewhat) more rigorous judicial review — precisely the opposite of Mr. Francisco’s
claim. (Indeed, I was somewhat surprised that Mr. Francisco’s prepared statement did
not even mention the Mead decision in his discussion of judicial deference to agency
legal interpretations, despite the fact that Aead is probably the most important
administrative law decision of the past decade.) More generally, the few studies that try
to measure judicial deference over time have not found clear trends in one direction or
another over the past several decades. Rather, the pattern seems to be more random, or
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perhaps cyclical, with judicial deference sometimes increasing and sometimes
decreasing. (My own contribution to this literature, now perhaps somewhat out of date,
is Matthew C. Stephenson, “Mixed Signals: Reconsidering the Political Economy of
Judicial Deference to Administrative Agencies,” Administrative Law Review 56(3). 657-
738 (2003).)

On “hard look™ judicial review of agency factual and policy conclusions, the evidence
is even murkier, but T am not aware of anything that would support the assertion that
judicial deference has increased sharply over the past decade or so. Certainly it is not
hard to find prominent cases in which the courts have invalidated agency decisions as
arbitrary and capricious, or as unsupported by substantial evidence. Judicial reversal
rates alone cannot tell us all that much, because agencies are likely to change their
behavior in response to the anticipated behavior of the courts. Nonetheless, the “rigor” of
judicial review on questions of fact and policy does not seem to have changed all that
much.

Perhaps Mr. Francisco’s claim was about a much longer-term trend. If his point was
that courts (especially the D.C. Circuit) engaged in more rigorous judicial review in the
1960s and 1970s, but that since the mid-1980s the courts have generally adopted a more
deferential approach, then 1 would largely agree. But if the claim is about a more recent
trend toward increased judicial deference, then I would have to respectfully disagree that
there is any reliable evidence supporting that assertion, and the limited evidence that does
exist suggests that, if anything, the opposite is true.

8. Would formal rulemaking inhibit or even largely foreclose significant public
participation by individuals and noncommercial interests? Would it enable
commercial interests to play a greater role — because of the attendant
litigation expenses — than it affords individuals or noncommercial interests?
Is it possible that formal rulemaking could be construed to be less democratic
than informal rulemaking, which essentially provides a more level playing
ground?

1 think 1 might disagree slightly with the suggestion, in the last part of your question,
that informal rulemaking provides a “level playing ground.” There is plenty of evidence
that commercial interests are much better and representing their interests in this process
than are other constituencies. (See, e.g., Jason Yackee & Susan Webb Yackee, “A Bias
Toward Business?: Assessing Interest Group Influence on U.S. Bureaucracy,” Jowurnal of
Politics 78: 128-139 (2006).)

But your question is really about a comparison between formal and informal
rulemaking. Here, I'm not aware of any evidence one way or the other, in part because
there are so few areas where formal rulemaking is required we don’t have a lot of data.
But T am inclined to agree with your suggestion that greater proceduralization of the
rulemaking process will give an advantage to those who can participate directly in the
process, which in turn means that more procedural formalization will tend to advantage
those who can afford to hire fancy Washington lawyers who are good at this sort of thing.
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So 1 think it’s fair to hypothesize that formal rulemaking might give commercial interests
even more of an advantage over individuals (though, again, true “individuals” — those not
affiliated with some larger organization — already have very little real influence on
agency decision-making.)

In terms of whether formal rulemaking will advantage (organized) commercial
interests over (organized) commercial interests, I'm not as certain. Overall, 1 think 1
would agree that commercial interests would probably have an advantage, given their
greater access to resources and more direct stake in many agency regulatory decisions.
But certain non-commercial organizations might also benefit (at least in the short term)
from greater formalization of the rulemaking process. Tt’s always worth recalling, after
all, that in the late 1970s and early 1980s it was often the “public interest” organizations,
like the Natural Resources Defense Council, that sought to impose or exploit formal
procedures in order to slow down, stop, or modify agency rules. The handful of public
interest groups that are large, well-financed, and sophisticated might do reasonably well
in a more formalized rulemaking environment. By and large, these are the same
organizations that already have a reasonable degree of influence in notice-and-comment
rulemaking.

9. When non-industry interests do not participate in the rulemaking process, is
it more difficult for administrative officials to ascertain their views on issues
of fact, law, or policy?

Yes, it is more difficult, though it is not impossible for interested parties to convey
their views outside of the context of the “official” comments submitted in rulemaking.

It’s also worth noting that although T share the concern about the distributional effects
of greater formalization, the problem isn’t so much that formal procedures would exclude
parties who would otherwise have participated in the notice-and-comment procedure.
After all, the formal rulemaking procedures do not prohibit interested parties from
submitting written comments. The problem is that procedural formalization creates an
additional opportunity to attack the agency regulation, and this set of additional
procedural “weapons” can be more easily utilized by some parties than by others.

10. Is public participation in agency decisionmaking highly sensitive to cost and
delay?

I'm not sure 1 completely follow the question, but if 1 understand it correctly, you're
asking whether increasing the costs and delays of the rulemaking process would reduce
public participation in that process. Here, I’d say that although there may not be a big
direct effect, there’s an important — and easy to overlook — indirect effect.

The reason T don’t think there would be a big direct effect is that making agency
rulemakings more costly and time-consuming for the agency does not necessarily mean
that participation becomes much more costly to the public. (Certain forms of
participation may be prohibitively costly, of course. But if a member of the public would
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have sent in a comment in a notice-and-comment proceeding, she can send in exactly the
same comment in a formal rulemaking proceeding.) There’s even a sense in which
greater delay might increase public participation, insofar as dragging on the hearing
process for years enables more potentially interested parties to jump in, though in my
view that sort of increased “participation” has very little true value.

So I don’t think public participation in rulemaking is highly sensitive to cost and
delay in the way your question implies. But T do think that greater formalization of the
rulemaking process would have a profound adverse effect on public participation through
a more indirect channel. As I mentioned in my prepared remarks, one likely (and
reasonably well-documented) consequence of imposing greater procedural costs to the
rulemaking process is the tendency of agencies to make more of their important policy
decisions outside of that process. That is, as rulemaking becomes more costly, agencies
will make their “rules” through case-by-case administrative adjudications or through
ostensibly non-binding “guidance” documents. These alternative procedural forms do
not provide the same opportunities for broad public participation as the notice-and-
comment rulemaking process does. So, although increasing the costs and delays
associated with rulemaking might not reduce opportunities for public participation in the
rulemaking process itself, such an increase in procedural costs would lead agencies to
make policy using other mechanisms that do not involve as much public participation,
leading to an overall decline in public participation in the agency policymaking process.

11. Why have most scholarly commentators emphatically rejected the imposition
of cross-examination as part of rulemaking procedures?

As I mentioned in my prepared remarks and in answer to a previous question, the
reason is basically threefold:

First, existing notice-and-comment procedures provide ample opportunity for critical
analysis of agency proposals and factual assertions, such that additional procedures like
cross-examination do not seem to be needed.

Second, as the cautionary example of the FDA’s peanut butter rule should remind us,
cross-examination (and the other features of formal rulemaking) can impose substantial
costs, delays, and inefficiencies, leading to the “ossification” of agency rulemaking and
giving agencies incentives to find other, less socially desirable ways to make policy (such
as case-by-case adjudication).

Third, adversarial cross-examination procedures, though perhaps well-suited for the
resolution of certain types of individualized controversies (such as whether a particular
defendant is broke an existing law), it is not all that well-suited to the sorts of quasi-
legislative policy decisions that are central in most agency rulemakings, nor are they very
effective in illuminating the interpretation of complex scientific data (which is perhaps
why adversarial cross-examination, though used in judicial trials, is typically used neither
by legislative nor scientific bodies).
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1 would like to emphasize here that the scholarly rejection of a formal cross-
examination is broad and bipartisan. I fear, given the tenor of this hearing and some of
the surrounding commentary, that this issue is in danger of developing a highly partisan
cast, with Republican Members pushing for more formal rulemaking and Democratic
Members opposing it. This would be unfortunate. 1 would respectfully suggest that
before proceeding with any legislation in this area, majority Members canvass the views
not only of the handful of D.C. lawyers who are pushing for more procedural
formalization, but also of conservative Republican administrative law scholars (several of
whom | would be happy to recommend) who would provide a very different perspective.
I think the Committee would find that the opposition to mandating formal rulemaking is
broad and bipartisan, and with good reason.

12. Under a less deferential judicial review standard, would agencies — in order
to avoid judicial reversal — amass substantial records that could substantially
slow down the rulemaking process and make it more cumbersome and
expensive?

Yes, and there is substantial evidence that they already do this. The academic
literature on this phenomenon — the so-called “ossification” of agency rulemaking — is
extensive (though there are some who have questioned whether the effect under current
law is as large as other scholars have claimed). Some of the scholarly books and articles
documenting this phenomenon include: R. Shep Melnick, Regulation and the Courts
(1983); Martin Shapiro, Who Guards the Guardians? Judicial Control of Administration
(1988); Frank B. Cross, Pragmatic Pathologies of Judicial Review of Adminisirative
Rulemaking, 78 N.C. L. REv. 1013 (2000), Thomas O. McGarity, Some Thoughts on
“Deossifving” the Rulemaking Process, 41 DUKE L.J. 1385 (1992), Thomas O.
McGarity, The Courts and the Ossification of Rulemaking, 75 TEX. L. REV. 525 (1997),
Richard J. Pierce, Jr., Seven Ways to Deossify Agency Rulemaking, 47 ADMIN. L. REV. 59
(1995); Richard J. Pierce, Jr., The Unintended Effects of Judicial Review of Agency
Rules: How Federal Courts Have Contributed to the Electricity Crisis of the 1990s, 43
ADMIN. L. Rev. 7 (1991); Richard J. Pierce, Jr., Judicial Review of Agency Actions in a
Period of Diminishing Agency Resources, 49 ADMIN. L. REV. 61 (1997).

13. Would a small business or community organization be able to provide
sophisticated scientific of technical evidence in support of its position that
could balance a large corporation’s ability to flood the record with scientific
studies that support its position?

Sometimes yes, but very often no.
14. Could well-financed interests be in a better position to control the factual

conclusions of an agency proceeding than smaller organizations or even the
agency itself?
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Yes, that is often the case. This is true in the regulatory process in much the same
way, and for much the same reason, that it is often true in the legislative and judicial
process.

10



		Superintendent of Documents
	2023-02-09T06:56:32-0500
	Government Publishing Office, Washington, DC 20401
	Government Publishing Office
	Government Publishing Office attests that this document has not been altered since it was disseminated by Government Publishing Office




