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Some of them, in fact, have been pend-
ing on the calendar longer than the 
Pillard nomination. But rather than 
work with us to schedule votes on 
those nominations in an orderly man-
ner, as we have been doing all year 
long, the majority prefers to concoct a 
crisis on the DC Circuit so it can try to 
distract the American people from the 
failings of ObamaCare. 

Unfortunately, our friends appear to 
be more concerned with playing poli-
tics than actually solving real prob-
lems. So I will be voting no on this 
afternoon’s political exercise. I hope 
the Senate in the future will focus on 
what the American people care about 
rather than spend its time trying to 
distract them. 

CONGRATULATING ARCHBISHOP JOSEPH KURTZ 

Finally, I congratulate Archbishop 
Joseph Kurtz, the Catholic archbishop 
of Louisville, on his election as presi-
dent of the U.S. Conference of Catholic 
Bishops. Archbishop Kurtz is not a na-
tive Kentuckian—he is originally from 
Pennsylvania—but we have adopted 
him as one of our own since he was ap-
pointed head of the Louisville Arch-
diocese in June 2007. I wish him all the 
best as he seeks to promote the 
church’s mission in the United States. 

Congratulations. 
Madam President, I yield the floor. 

RESERVATION OF LEADER TIME 

The PRESIDING OFFICER. Under 
the previous order, the leadership time 
is reserved. 

f 

MORNING BUSINESS 

The PRESIDING OFFICER. Under 
the previous order, the Senate will be 
in a period of morning business until 
4:30 p.m., with Senators permitted to 
speak therein for up to 10 minutes 
each. 

The Senator from Iowa. 
f 

PILLARD NOMINATION 

Mr. GRASSLEY. Madam President, I 
come to the floor to speak in opposi-
tion to the motion to invoke cloture on 
the nomination for the DC Circuit 
nominee Cornelia Pillard. Although her 
record makes clear that her views are 
well outside the mainstream on a host 
of issues, I am not going to focus any 
attention on those concerns today. I 
am going to focus instead on the stand-
ard the Democrats established in 2006. 
Based on that standard, the court’s 
caseload makes it clear that the work-
load simply doesn’t justify additional 
judges, particularly when those addi-
tional judges cost approximately $1 
million per year per judge. 

I have walked through these statis-
tics several times now, and I am not 
going to go in depth again. The bottom 
line is the data overwhelmingly sup-
ports the conclusion that the DC Cir-
cuit is underworked. Everyone knows 
this is true. That circuit does not need 
any more judges. Take, for instance, 
the appeals filed and appeals termi-

nated. In both categories the DC Cir-
cuit ranks last, and in both categories 
the DC Circuit is less than half the na-
tional average. To provide some per-
spective on this point, compare the DC 
Circuit to the Eleventh. After another 
judge took senior status about a week 
ago, both the DC Circuit and the Elev-
enth Circuit have eight active judges. 
If we don’t confirm any more judges to 
either court, the numbers remain the 
same as last year. The Eleventh Circuit 
will have 875 appeals per active judge 
compared to the 149 appeals filed per 
active judge in DC, which also has 8 ac-
tive judges. Again, that is 875 cases for 
the Eleventh compared to 149 for DC. 

Some might argue that we shouldn’t 
look only at active judges because 
those averages will change if and when 
we confirm more judges to the Elev-
enth Circuit. Suppose we fill each 
judgeship on the Eleventh Circuit and 
each judgeship on the DC Circuit, as 
the Democrats want to do. If we fill 
them all, there would be 583 appeals 
filed per judge for the Eleventh Circuit 
and only 108 for the DC Circuit. The 
Eleventh Circuit, then, would have 
over five times the caseload. This is 
why everyone who has looked at this 
objectively understands that the case-
load for the DC Circuit is stunningly 
low. That is why current judges on the 
court have written to me and said 
things such as this—and I will quote 
from one of the letters: ‘‘If any more 
judges were added now, there wouldn’t 
be enough work to go around.’’ 

Some of my friends on the other side 
recognize that the DC Circuit’s case-
load is low, and they claim then that 
the caseload numbers don’t take into 
account the ‘‘complexity’’ of the 
court’s docket. They argue that the DC 
Circuit hears more administrative ap-
peals than other circuits do, and they 
claim these administrative appeals are 
more complex. This argument is non-
sense, and I will tell my colleagues why 
it is nonsense. 

I have heard my colleagues argue re-
peatedly that the DC Circuit’s docket 
is complex because 43 percent of the 
docket is made up of administrative 
appeals. But, of course, that is a high 
percentage of a very small number. 
When we look at the actual number of 
those so-called complex cases per 
judge, the Second Circuit has almost 
twice as many as the DC Circuit. In 
2012 there were 512 administrative ap-
peals filed in DC. In the Second Circuit, 
there were 1,493 compared to that 512. 

We can look at this differently as 
well. In DC there were only 64 adminis-
trative appeals per active judge. The 
Second Circuit has nearly twice as 
many per judge with 115. Again, that is 
64 administrative appeals per active 
judge in the DC Circuit as opposed to 
the Second Circuit, which has almost 
twice as many with 115. 

So this entire argument about com-
plexity is what I already called it— 
nonsense—and the other side knows it, 
and if they don’t know it, they ought 
to know it. 

Let me raise another question re-
garding caseload. If these cases were 
really that hard, if these cases were 
really so complex, then why in the 
world would the DC Circuit take the 
entire summer off? I am not talking 
about just a couple of weeks in August; 
they don’t hear any cases for the entire 
summer. The DC Circuit has so few 
cases on their docket that they don’t 
hear any cases from the middle of May 
until the second week of September. 
This past term, the last case they 
heard before taking the summer off 
was May 16. The court didn’t hear an-
other case until September 9—4 months 
later. 

The bottom line is everyone knows 
this court doesn’t have enough cases as 
it is, let alone if we were to add more 
judges. That is why, when we ask the 
current judges for their candid assess-
ment, they write: ‘‘If any more judges 
were confirmed now, there wouldn’t be 
enough work to go around.’’ 

While I am discussing the caseload 
issue, I will remind my colleagues of a 
little bit of history that is very perti-
nent to this debate. In 2006 the Demo-
crats on the Judiciary Committee 
blocked Peter Keisler’s nomination to 
the DC Circuit. They blocked Mr. 
Keisler’s nomination based upon—my 
colleagues can guess it—the court’s 
caseload. Since that time, by the 
standard set by the other side, the 
court’s caseload has declined sharply. 

We did not set this standard. The 
Democrats set that standard. I recog-
nize that the other side wants to re-
write history. They try to compare 
John Roberts’ second nomination to 
the circuit, which passed fairly easily, 
with the current nomination. What 
they conveniently forget in a mis-
leading way is that they blocked 
Keisler’s nomination after Roberts’ 
nomination. 

I recognize the other side hopes we 
on this side will forget they established 
these rules and these precedents. I rec-
ognize the other side finds those rules 
very inconvenient today. But these are 
not reasons to ignore rules and prece-
dents they established. There is simply 
no legitimate reason the other side 
should not embrace those very same 
rules, those very same standards they 
established in the year 2006. 

So under that standard established 
by the Democrats in 2006, then, very 
simply, these nominations are not 
needed. According to the current 
judges themselves, these judges are not 
needed. According to the chief judge of 
the DC Circuit, who happens to be a 
Clinton appointee, the senior judges 
are contributing the equivalent of an 
additional 3.25 judges. So, as a result, 
the court already has the equivalent of 
11.25 judges, and that is beyond even 
the authorized number. 

It seems pretty clear the other side 
has run out of legitimate arguments in 
support of these nominations. Perhaps 
that is why, then, they are resorting to 
such cheap tactics. 

Over the last couple days, I have 
heard my colleagues on the other side 
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come to the floor and actually argue 
that Republicans are opposing the 
nominee because of her gender. That 
argument is offensive. But, you know, 
it tends to be very predictable. We have 
seen this before. When the other side 
runs out of legitimate arguments, their 
last line of defense is to accuse Repub-
licans of opposing nominees based upon 
gender or race. It is an old and it is a 
well-worn card, and they play it every 
time. 

The fact is—and this is why it is of-
fensive to me—I voted for 75 women 
nominated to the bench by President 
Obama, as well as a host of other nomi-
nees of diverse backgrounds. Those are 
the facts. But the other side is not con-
cerned with facts. They are more inter-
ested in coarse rhetoric as well as dem-
agoguery, and it is very unfortunate. 
Those types of personal attacks on 
Members of the Senate are beneath 
this institution. 

Given there is no legitimate reason 
to fill these seats, why is the other side 
pushing these nominations so aggres-
sively? And this is really the bottom 
line. But you can also ask, why waste 
$3 million a year of taxpayers’ money 
for reasons that are not legitimate, 
particularly in violation of the con-
stitutional checks and balances? 

As to these other reasons, we do not 
have to guess. We know the reason. We 
have all heard the President pledge re-
peatedly: If Congress will not act, I 
will. What he means, of course, is that 
he will rule by executive fiat. He will 
not go to Congress. He will not nego-
tiate. He will go around this constitu-
tionally elected body whose constitu-
tional powers are to make law. That is 
not his power. He does not need legisla-
tors, then, to enact legislation. He will 
just issue executive orders or issue new 
agency rules. Why bother with us 
pesky Senators and Members of the 
House when you can make laws with a 
stroke of the pen? In effect, the Presi-
dent is saying: If the Senate will not 
confirm who I want when I want them, 
then I will recess-appoint them when 
the Senate is even in session. If Con-
gress will not pass cap-and-trade fee in-
creases, then I will go around them. 
And I will do the same thing through 
administrative action at the Environ-
mental Protection Agency. If Congress 
will not pass gun control legislation, 
then I will issue executive orders. 

That is what the President means 
when he says: If Congress will not act, 
I will. But remember, we have a system 
of checks and balances. Under our sys-
tem, when the President issues orders 
by executive fiat, it is the courts that 
provide a check on his power. It is the 
courts that decide whether the Presi-
dent is acting unconstitutionally. 

So the only way the President’s plan 
works is if he stacks the deck in his 
favor. The only way the President can 
successfully bypass Congress is if he 
stacks the court with ideological allies 
who will rubberstamp those executive 
orders. 

There is no big secret here. The other 
side has not been shy about this strat-

egy. Here is how the Washington Post 
described this strategy: 

Giving liberals a greater say on the D.C. 
Circuit is important for Obama as he looks 
for ways to circumvent the Republican-led 
House and a polarized Senate on a number of 
policy fronts through executive order and 
other administrative procedures. 

Here is how another high-profile ad-
ministration ally put it: 

There are few things more vital on the 
president’s second-term agenda. With legis-
lative priorities gridlocked in Congress, the 
president’s best hope for advancing his agen-
da is through executive action, and that runs 
through the D.C. Circuit. 

So the President is willing to waste 
$3 million of taxpayers’ money a year— 
and every year—in order to bypass 
Congress and make sure his executive 
orders do not lose in court. Every 
Member of this body should find that 
very troubling. 

Finally, I want to mention a couple 
points on the so-called Gang of 14 
agreement, which argument comes up 
quite frequently here on the floor, even 
though it is going back to the 109th 
Congress. 

First, by the very terms of that 
agreement, it applied only to those 14 
Senators for that specific Congress, the 
109th. 

Second, even though that agreement, 
by its own terms, expired at the end of 
the 109th Congress, just last week one 
of the Members who was actually in 
the Senate back in 2005 determined 
that these nominations, in his judg-
ment, constituted ‘‘extraordinary cir-
cumstances,’’ which those two words 
implied that a filibuster would be justi-
fied. 

And third, in 2006, after the so-called 
Gang of 14 agreement, Senate Demo-
crats created a standard that we call 
the Keisler standard. They blocked 
Peter Keisler based on caseload, after 
the so-called Gang of 14 agreement. 
Peter Keisler waited in committee for 
over 900 days for a vote, a vote that 
never came. 

These are the rules established by 
the other side. And now, when they are 
on the receiving end of those same 
rules, they want those rules changed. 
We do not intend to play by two sets of 
rules around here. 

And that brings me to the constant 
threat from the majority about chang-
ing the rules on the filibuster. I have 
been in the minority for a number of 
years. I have also had the privilege of 
serving in the majority for a number of 
years. Many of those on the other side 
who are clamoring for rules changes— 
and almost falling over themselves to 
do it—have never served a single day in 
the minority. All I can say is this: Be 
careful what you wish for. 

I have come to the conclusion that if 
the rules are changed, at least we Re-
publicans will get to use those new 
rules when we are back in the major-
ity. Republicans had the chance 7 or 8 
years ago to change the rules, and we 
decided, out of respect for the integrity 
of this institution, not to change them. 

I am glad we did not. And I would 
imagine we would not be the first to 
change them in the future. 

Remember, it was the Democrats 
who first used the filibuster to defeat 
circuit judges. It was the Democrats 
who first used the caseload argument 
to defeat circuit judges such as Peter 
Keisler. So if the Democrats are bent 
on changing the rules, then I say go 
ahead. There are a lot more Scalias and 
Thomases out there whom we would 
love to put on the bench. The nominees 
we would nominate and confirm with 51 
votes will interpret the Constitution as 
it was written. They are not the type 
who would invent constitutional law 
right out of thin air. 

I urge my colleagues to oppose clo-
ture on the Pillard nomination. 

I yield the floor. 
I suggest the absence of a quorum. 
The PRESIDING OFFICER. The 

clerk will call the roll. 
The legislative clerk proceeded to 

call the roll. 
Mr. HARKIN. Madam President, I 

ask unanimous consent that the order 
for the quorum call be rescinded. 

The PRESIDING OFFICER. Without 
objection, it is so ordered. 

Mr. HARKIN. Madam President, I 
have high hopes that the Senate will 
soon vote to enact the Drug Quality 
and Security Act, the so-called 
compounding and trace and track bill. 
This legislation helps ensure the safety 
of compounded drug products. It also 
secures the pharmaceutical supply 
chain. 

I am pleased to report that it is the 
product of excellent bipartisan collabo-
ration on the HELP Committee, where 
I worked very closely with our ranking 
member, my good friend Senator 
LAMAR ALEXANDER. It also reflects pro-
ductive conversations with our col-
leagues in the House, including Chair-
man UPTON and ranking member WAX-
MAN of the House Energy and Com-
merce Committee. 

The House passed this bill on Sep-
tember 28. Now it is our turn to do our 
part. Title I of the bill addresses drug 
compounding. This is basically what 
happened here just over a year ago, 
when we were shocked to learn one of 
the worst public health crises that we 
have experienced in recent years was a 
meningitis outbreak that claimed the 
lives of 64 Americans and sickened 651 
people in 20 States. 

You can see the hardest hit were the 
home State of Senator ALEXANDER, 153; 
Indiana, 93; Michigan, 264; Virginia 54, 
New Jersey, 51; Florida 25. Twenty 
States. A lot of people got really sick. 
I will be talking in a moment about 
those that still linger today. 

What this outbreak did is it brought 
attention to the legal and regulatory 
gaps that allowed owners and managers 
at the New England Compounding Cen-
ter to disregard basic procedures to en-
sure that the products they were man-
ufacturing were sterile and safe. 

This gross negligence had heart- 
breaking consequences for families na-
tionwide, patients that were sick—pa-
tients such as Karina Baxter, whose 
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three adult children—Anita, Andrew, 
and Brian—lost their mother, and 
whose community lost a dedicated 
math teacher and tutor when she died 
of this meningitis outbreak at age 56. 

Dawn Elliot, from Indiana, who used 
to scuba dive in her free time is now in 
unrelenting pain and has had to give up 
her job and deplete her savings. 

Evelyn Bates, from Michigan, who 
was diagnosed last November, con-
tinues to struggle with tremendous 
pain every day, and her daughter had 
to quit her job to take care of her. 

Dennis Blatt lives on the West Vir-
ginia-Ohio border with his wife and 
three young children. They have had to 
watch their father go from being an in-
volved parent with a steady income to 
a man whose daily life feels, in his own 
words, like a ‘‘slow, tortuous death.’’ 

These meningitis outbreaks linger 
on. It also has a personal sensitivity to 
me. My older brother some years ago 
went deaf at a very young age because 
of meningitis. So it has lingering ef-
fects for a lifetime. That is what hap-
pened a little over a year ago. Al-
though we know that it was not just an 
isolated incident, we know it was the 
biggest. 

This chart is somewhat hard to read. 
It shows—going clear back to 2001— 
that we have had 4, 11, 64, 18. In other 
words, every year we have had some re-
sults we have noted from compounding 
that made people sick or cause deaths. 
So this has been ongoing for a long 
time. 

It is just that what happened a little 
over a year ago in Tennessee and in 
these other States was that the dam 
broke. It is beyond all comprehension 
how many people got sick and died. So 
again, in response to these facts, begin-
ning last year Senator ALEXANDER and 
I convened the members of the HELP 
Committee, with assistance from Sen-
ator FRANKEN and Senator ROBERTS, in 
an effort to identify the gaps in current 
policy, to solicit stakeholder views, to 
craft bipartisan legislation to better 
ensure the quality of compounded drug 
products. 

We formally solicited three rounds of 
public comment. We held two public 
hearings before marking up the bill 
last May. Then over the summer we 
worked with our colleagues in the 
House to craft a package with strong 
bipartisan and bicameral support. 

Now, the compounding provisions in 
this bill are an unqualified step for-
ward from current law and practice. 
Basically, what this bill does in the 
compounding in title I—I will get to 
title II in a second—it distinguishes 
compounders engaged in traditional 
pharmacy practice from those making 
large volumes of compounded drugs 
without individual prescriptions. 

So those who wish to remain in tradi-
tional compounding, that we might 
know where they are making small 
amounts for a certain type of illness or 
for a certain hospital—that sort of 
thing—they stay under the State 
boards of pharmacy as they are in cur-
rent law. 

An entity that neither stays within 
those limits of traditional pharmacy 
compounding nor registers as an out-
sourcing facility, if they do not do one 
of those two, then they are illegally 
selling unapproved drugs. 

So that is what it does. It distin-
guishes. It defines the Food and Drug 
Administration’s role in the oversight 
of these outsourcing facilities. They 
will be subject to FDA oversight in 
much the same way as traditional drug 
manufacturers are today. 

FDA will know who these 
outsourcers are and what they are 
making, receive adverse event reports 
about compounded drugs, and have au-
thority and resources to conduct risk- 
based inspections. In other words, the 
lines of responsibility are more clearly 
defined. 

I give much credit to my friend from 
Tennessee for continuing to work on 
who is raising the flag, who has the 
flag, and who is responsible, because we 
found out there was a confusing mess 
for everybody about who was respon-
sible and who was not. Thanks to Sen-
ator ALEXANDER, we have cleared that 
up in this bill. 

The bill offers providers and patients 
better information about compounded 
drugs, and it directs FDA to make a 
list of FDA-regulated outsourcer facili-
ties that will be available on their Web 
site. It requires detailed labeling of 
compounded drugs and prohibits false 
and misleading advertising. Finally, it 
clarifies current Federal law regarding 
pharmacy compounding. It strikes the 
unconstitutional provisions that were 
in current law which led to a lot of this 
mess. We had different courts in dif-
ferent parts of the country interpreting 
it differently. So anyway, we resolve 
that patchwork and apply a uniform 
standard nationwide. 

Now, that is title I. Title II of the bill 
is the track and trace provisions. Basi-
cally, this committee, again working 
in a bipartisan fashion a little over a 
year ago—as you may remember— 
brought an FDA user bill to the floor, 
passed and signed by the President. 
That cleared up the upstream part of 
where drugs come from; in other words, 
from the initial—from the plant deri-
vation to the distilling of a product to 
everything—all the way up to the man-
ufacturing. So now we have a much 
better regulation, a clearer picture of 
drugs that come from China and Indo-
nesia and the U.S.—no matter where 
they come from, up to the manufac-
turing standpoint. 

What we did not have at that time 
was a real understanding of or an 
agreement on how to control it from 
the manufacturer down to the con-
sumer. So our committee got involved. 
Again, Senator ALEXANDER was helping 
to lead the way with Senator BENNET 
and Senator BURR—almost 2 years 
working on this issue. So now we have 
this system. I think this chart shows 
it. As I said, everything up to the man-
ufacturer we took care of in the FDA 
user bill. 

Now this bill takes care of every-
thing from the manufacturer down to 
the dispenser; that is, down to the con-
sumer. So no matter where the drug 
goes, whether it goes directly from a 
manufacturer to a wholesaler to a dis-
penser, or whether it goes from here to 
a secondary wholesaler, another sec-
ondary wholesaler, and another sec-
ondary wholesaler, we found that in 
this country there is a patchwork, all 
kinds of different ways for a drug to 
get from a manufacturer down to a 
consumer. 

So Senator BURR, Senator BENNET, 
Senator ALEXANDER, and our staffs 
worked together to get this picture put 
together and to have a track and trace 
so that we can track the drug. No mat-
ter how it goes, we can track it and we 
can trace it. That will come into being 
over 10 years with electronic interoper-
able product tracing. 

You might say that 10 years is a long 
time. I would point out that the House 
had 27 years. They agreed with us and 
made it 10 years. But that is for elec-
tronic interoperability. Beginning in 
January 2015, they will have to start 
paper tracing. So there will be paper-
work, but it will take 10 years to get it 
all at a unit-level and all electronic 
and interoperable. You can understand, 
it takes a long time; different manu-
facturers and different suppliers have 
different systems. So these will be 
worked in over that period of time. 

But we will have tracing after Janu-
ary, 2015. It establishes nationwide 
drug serial numbers and requires a 
pathway to unit-level tracing, as I said. 
It strengthens licensure requirements 
for wholesale distributors and third- 
party logistic providers. Again, there 
was a lot of hodgepodge of different 
kinds of licensures for wholesalers. We 
strengthened that. Then, as I said, we 
have a nationwide serial number estab-
lished for that. That will come 4 years 
after the date of enactment. That will 
serialize drugs in a consistent way 
across the country. 

Again, this is a bill that many might 
say is long overdue. Better late than 
never. I am sorry it took a terrible ca-
lamity such as the outbreak of menin-
gitis to get us to really focus on this 
and move it. But it did. I think this is 
a good example of where the Congress 
can work in a bipartisan, bicameral 
fashion. I met Chairman UPTON on the 
House side earlier this year to talk 
about a pathway of getting this done. 
In fact, what we are working on here is 
the House bill. The House passed it by 
unanimous consent. If you have been 
reading much about the House, you 
know they do not do a lot by unani-
mous consent. That just shows you how 
much work went into the bill and how 
it was done in a true bipartisan, bi-
cameral fashion. So the House passed it 
by unanimous consent. Now we have it. 
I daresay, but for a Senator, one per-
son, we probably would have passed it 
by unanimous consent here. 

I have not found anyone who is op-
posed to this bill and who does not rec-
ognize that this is well supported. We 
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have a plethora of people and industry 
and consumer support: American Phar-
macists Association, American Public 
Health Association, Biotechnology In-
dustry Organization, plus a lot of the 
big pharmaceutical manufacturers and 
some of the small pharmaceutical man-
ufacturers. Everyone recognizes that 
we need a better system to clearly out-
line who the traditional compounders 
are and who the outsourcers are, to 
give the FDA clear-cut authority over 
one segment, give the States the clear- 
cut authority over the other segment. 
As I said, if you do not fall into one of 
those two, you are outside the law. So 
it really does clear it up. This will en-
sure the quality and safety of the drugs 
on which patients rely. 

We have a cloture vote later today. I 
am hopeful we will have a good strong 
vote on cloture on this bill. As I said, 
I honestly can say standing here I have 
not heard one Senator from either side 
of the aisle tell me or inform my staff 
that they were opposed to the bill as 
such. 

I hope we have a strong vote. I am 
going to yield the floor and again pay 
my compliments and my highest re-
spect to Senator ALEXANDER for his 
leadership. His State was hit very hard. 
I know he is very sensitive to that. I 
know from my talks with him that it 
pained him a great deal to see so much 
suffering and death in his own State. 
Senator ALEXANDER got on top of this 
and pulled us all together and basically 
said: We have to get it done. 

So I thank Senator ALEXANDER very 
much. 

The PRESIDING OFFICER (Mr. 
MANCHIN). The Senator from Ten-
nessee. 

Mr. ALEXANDER. On behalf of the 
people of Tennessee, whom I represent, 
and the American people, as well, I 
wish to thank the Senator from Iowa 
for his leadership on these two bills, 
but particularly on the compounding 
pharmacy bill. 

Our differences of opinion in the Sen-
ate are well advertised on ObamaCare, 
on debt, on Syria, and on a whole vari-
ety of matters. In fact, one would say 
the reason we exist is to debate the big 
issues that haven’t been resolved some-
where else. 

There is another aspect of the Senate 
that is rarely well advertised, and that 
is when we get a result. Sometimes the 
results take a long time, involve a lot 
of people, and are very difficult to 
reach, and that is the case with this 
bill. Had not Senator HARKIN been pa-
tient, as well as aggressive at the same 
time, in working with Republicans and 
Democrats and with Members of the 
House, we would not have reached this 
point today. 

It is important to call the attention 
of the American people to this result, 
these two pieces of legislation. One 
makes it clear who is in charge, as Sen-
ator HARKIN said, who is on the flag-
pole when it comes to making sure the 
sterile drugs that are injected into 
your back—because a person has back 

pain—are safe so that they don’t end up 
with a horrible death from fungal men-
ingitis. Who is responsible for pre-
venting that? 

The second bill is how are we going 
to make sure the 4 billion prescriptions 
we have every year in this country are 
safe, that they are not stolen, and that 
they do what they are supposed to do. 
How are we to make sure we can track 
them all the way from the manufac-
turer to the pharmacy who dispenses 
them? 

We have been working on these bills 
for 2 years. Lest anyone think that be-
cause it was a voice vote in the House 
and because we are close to unanimous 
consent in the Senate that it was easy 
to do, it is not that easy to do. In fact, 
it is worth going through how this hap-
pened before I say just a word to add to 
what the Senator said about the impor-
tance of bills. 

The FDA became involved in the 
fungal meningitis issue in September 
of 2012, 1 year ago, after reports from 
Tennessee that fungal meningitis was 
tied to a sterile compounded drug. This 
hits home to many Americans because 
a great many Americans have been in-
jected in their necks, their backs, or 
their feet with a drug that is supposed 
to be sterile. If it is not, it could have 
terrible consequences. 

Immediately, Senator HARKIN called 
a hearing. November 15, 1 year ago, we 
had our first hearing. Within 6 months 
we released draft legislation to address 
the compounding pharmacy issue. We 
then had a hearing on that legislation. 
Then we passed the legislation after a 
lot of comment, all in the open. Every-
one had a chance to weigh in. We 
passed it unanimously. 

This committee on which we serve, 
Health, Education, Labor and Pen-
sions, probably reflects the widest span 
of ideological differences we have in 
the Senate. The Republicans can be 
very conservative and the Democrats 
can be very progressive or very liberal, 
so one would think it would be hard to 
get a unanimous agreement, but we 
did. 

The House went to work and came up 
with their own version of the bill, tak-
ing our work into account. We then 
worked with them through the summer 
to reach an agreement on how to rec-
oncile the two. The House passed it by 
a voice vote and sent it to us. Today we 
have a piece of legislation that has 
been hot-lined. That means that both 
sides have sent it around to every sin-
gle office. All but one Senator have 
agreed we can pass it by unanimous 
consent. The Senator has that right, as 
I have that right, the Senator from 
West Virginia, and the Senator from 
Iowa has that right, and sometimes we 
exercise that right. Later this after-
noon we will be having a cloture vote, 
a vote to move to this bill. That clo-
ture vote is going to succeed. There 
will be a sufficient number of Repub-
lican votes and a sufficient number of 
Democratic votes to say we are ready 
to deal with this. 

Why are we ready to deal with this? 
Because Commissioner Hamburg of the 
Food and Drug Administration told us 
at our hearing what would happen if we 
don’t. She said: 

We have a collective opportunity and re-
sponsibility to help prevent further trage-
dies. If we fail to act, this type of incident 
will happen again. It is a matter of when, not 
if, I’m afraid. If we fail to act now, it will 
only be a matter of time until we’re all back 
in this room asking why more people have 
died and what could have been done to pre-
vent it. 

No one is saying this legislation is 
going to guarantee that there will 
never ever be a tragedy again, but it 
will help prevent future tragedies. It 
will take up the responsibility she 
challenged us to do. We have spent 1 
year on it, so many people have been 
involved, and it is time we move to do 
it. My hope is that after the cloture 
vote tonight, very soon thereafter, 
after everyone has had a chance to 
speak and say what they have to say, 
that we can pass this by unanimous 
consent, send it to the President, and 
say to the American people that our 
differences are well advertised, but our 
results can be equally important. We 
can pass a piece of legislation which, 
when taken with the track-and-trace 
legislation which accompanies it, af-
fects the health and safety of every sin-
gle American, period. I know the peo-
ple of Tennessee would welcome a 
prompt solution to this, and this is 
what I hope we have. 

Senator HARKIN, as he often does, 
spoke in very personal terms about 
this legislation. I want to tell one 
story from Tennessee so we know what 
we are talking about. 

Diana Reed, 56, of Tennessee, had 
tried massage and acupuncture, but 
neither eased her neck pain. One of the 
potential causes for her pain was an in-
jury sustained while helping her hus-
band, who has Lou Gehrig’s disease, in 
and out of the wheelchair. Diana Reed 
was healthy, either ran or swam every 
day, in addition to becoming Wayne’s 
arms, legs, and voice, according to her 
brother, Bob. 

She decided to try a series of epidural 
steroid injections for her neck prob-
lems before her health insurance ran 
out after losing her job at a nonprofit 
group. This decision ended her life on 
October 3 of last year. She began re-
ceiving injections August 21, with a 
total of three scheduled, one every 2 
weeks. She felt pain and nausea for a 
full day after the first two injections. 
After the third she began having head-
aches. 

September 23, she finally agreed to 
go to a doctor and was quickly diag-
nosed with meningitis. While she re-
mained stable for a few days and was 
mostly concerned about her husband’s 
well-being—remember, he has Lou 
Gehrig’s disease—and getting home to 
him as soon as possible, she took a 
turn for the worse. Her speech began to 
slur, she had trouble seeing, and even-
tually she had a stroke. One day later 
she was in a coma. 
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One thousand people packed Otter 

Creek Church for her funeral, among 
them the alumni of a childcare learn-
ing center for inner-city preschoolers 
that she and her husband had founded. 
The autopsy found fungal meningitis at 
the injection site and in Mrs. Reed’s 
brain. 

Mr. Reed has a rare form of ALS that 
worsens more slowly, and his mind has 
not been affected. Diana Reed would 
help him get in and out of bed, the 
shower, and his wheelchair. She be-
came more instrumental in his ac-
counting business as his speech wors-
ened. After her death, members of their 
church brought meals, did laundry, and 
the church accepted donations to hire 
help to assist Mr. Reed with his per-
sonal care. 

This is only one story of the tragedy 
that the Commissioner of the FDA says 
will happen again if we don’t act. We 
believe this bill will help to prevent 
such a tragedy. Steroid injections last 
year were meant to ease the pain of 
hundreds of Americans, and for many 
Tennesseans, instead, it became their 
worst nightmare. These vials of com-
pounded medicine were contaminated. 
Sixty-four Americans, including six-
teen from my State, died from the out-
break. It is a horrible way to die. 

When the HELP Committee held its 
first hearings on this tragic outbreak 
in November of last year, we looked at 
how could this possibly happen. It be-
came clear that these contaminated 
vials were produced in a facility that 
was nothing like a traditional phar-
macy, a corner drugstore, if you will. It 
operated more like a manufacturer, but 
it was unclear which regulator was in 
charge. Was the State in charge or was 
the FDA in charge? I made it clear at 
the beginning of the hearing that my 
priority was to find a way to clarify 
who is accountable for large-scale drug 
compounding facilities, who is on the 
flagpole for overseeing the safety of 
drugs made in these facilities. 

I used the example of Hyman Rick-
over and the nuclear Navy in the 1950s. 
Admiral Rickover was doing something 
new. He was doing something dan-
gerous, potentially dangerous. He was 
putting reactors on submarines and 
ships, and no one knew quite how that 
was going to work. 

What did he do about it? Admiral 
Rickover hired the captain. He inter-
viewed the captain and said: First, you 
are responsible for your ship; and, sec-
ond, you are responsible for the reac-
tor. If there is ever a problem with the 
reactor, your career is over. 

The U.S. Navy has never had a death 
on a nuclear ship as a result of a reac-
tor problem because everyone knew, 
after Admiral Rickover made those de-
cisions, who was on the flagpole. 

There should be no confusion, after 
this bill is passed and signed by the 
President, who is on the flagpole for a 
particular facility that makes sterile 
drugs. We should be able to walk into 
any one of our 60,000 drugstores, phar-
macies, our doctors’ offices, or pain 

clinics, and not have to worry about 
whether the medicines we get there are 
safe. The bill we are voting on rep-
resents that year of work we talked 
about to find a solution. 

Today we have drug manufacturers 
on the one hand and traditional phar-
macies, the corner drugstore, on the 
other. This legislation creates a new, 
voluntary third category which we call 
an outsourcing facility. If a drugstore 
chooses to be in this category, they fol-
low one nationwide quality standard, 
and the FDA is responsible for all the 
drugs made in that facility. FDA is on 
the flagpole. 

What is the advantage of this? First, 
it eliminates the confusion, it elimi-
nates the finger pointing. If, Heaven 
forbid, this should happen again, it will 
be clear whose fault it was, who didn’t 
do their job of regulating. 

Second, it provides an option avail-
able to doctors and hospitals who, if 
they wish, can choose to buy all their 
sterile drugs from a facility regulated 
by the FDA. 

Outsourcing facilities are subject to 
regular FDA inspections. The New Eng-
land compounding center that caused 
these problems was not inspected by 
the State or the FDA from 2006 to 2011. 
Outsourcing facilities must report the 
products made at the facility to the 
FDA. The New England center that 
caused the problems was making copies 
of commercially available drugs, which 
is illegal. Outsourcing facilities must 
report to FDA when things go wrong 
with a product. Currently, large-scale 
compounders don’t have any required 
reporting to FDA if they know about a 
problem with a product. 

Finally, outsourcing facilities, this 
new category, must clearly label their 
products so patients know it is com-
pounded rather than FDA approved. 
Traditional pharmacy compounders 
will continue to be primarily regulated 
by the States, but for outsourcing fa-
cilities, the FDA is in charge. 

During our discussions we heard a lot 
about drug shortages. The Senator 
from Iowa and I worked especially to 
deal with that. We tried to address it 
where appropriate in this legislation. 
We know that compounded products 
aren’t the answer to drug shortages. 
We don’t want compounded products to 
be the backup solution to drug short-
ages; we want a better answer than 
that. We recognized the problem and 
tried to address it. 

Because of heroic reactions of State 
officials with the Tennessee Depart-
ment of Health, more people didn’t be-
come sick from the outbreak last fall. 
I don’t intend to sit through another 
hearing where FDA can point the fin-
ger at someone else instead of taking 
responsibility or claim it doesn’t have 
enough authority, and if we pass this 
legislation, FDA won’t be able to. 

This legislation also establishes clear 
rules for outsourcing facilities and puts 
FDA on the flagpole for drugs made in 
those facilities. 

I hope my colleagues will vote this 
afternoon to move to the bill, and then 

shortly after that we will be able to 
move to approve it, as the House did. 

Just one other comment, Mr. Presi-
dent. The chairman, the Senator from 
Iowa, and Senator BURR, Senator BEN-
NETt, and others have been working for 
at least 2 years on this form of legisla-
tion we call track and trace. It has 
been through vetting. I think every-
body has had a chance to read it and to 
make a suggestion about it. There have 
been many changes and adjustments to 
make sure it works. 

Here is the problem. In the United 
States today, we have about 4 billion 
prescriptions written every year. We 
don’t have a uniform system to track 
and trace these drugs once they leave 
the manufacturer, which makes it easi-
er for counterfeits and substandard 
products to enter the market and puts 
patients at risk. The laws governing 
the tracking of drugs haven’t been up-
dated since 1988. In the last 2 years 
alone there have been three cases of 
counterfeit Avastin—a cancer drug 
being distributed in the United States 
to physicians and patients—where the 
counterfeit did not contain any of the 
active ingredient. 

We have seen an increase in drug 
theft. We have no way of knowing if 
and when these drugs are resold in the 
U.S. supply chain. In 2009 insulin stolen 
from a truck much earlier was sold by 
pharmacies, and the insulin was inef-
fective due to improper storage. Steal-
ing drugs has turned into a big busi-
ness, and without assurance that drugs 
are stored under certain conditions and 
handled correctly throughout the sup-
ply chain, the drugs may not work. 

This legislation would set up a sys-
tem over time—10 years—where prod-
ucts that are stolen could be flagged as 
such, preventing distribution to pa-
tients. It represents a consensus on es-
tablishing a national system for all 
prescription drugs to have a specific se-
rial number on the bottles. That means 
wholesalers, repackagers, and phar-
macies will be able to check the serial 
number on the bottle with the manu-
facturer to see whether that number 
was assigned by the manufacturer. The 
serial number will not only help prove 
it is not counterfeit, but the informa-
tion can also be used to determine 
whether anything else has been re-
ported about that bottle, including 
whether the product was stolen. 

This won’t happen overnight. Cre-
ating a system that traces 4 billion 
prescriptions, made by over 80 manu-
facturers on over 3,600 manufacturing 
lines, that are dispensed to patients 
through a variety of ways will take 
some time. But the path laid out for us 
over a number of years will ensure that 
the U.S. drug supply chain is secure 
and that consumers receive drugs that 
work. 

I want to thank the Senator from 
Iowa, as I have already, for his leader-
ship on these two extraordinary pieces 
of legislation; Senator BURR and Sen-
ator BENNET on the track-and-trace 
legislation; and Senator ROBERTS and 

VerDate Mar 15 2010 00:30 Nov 13, 2013 Jkt 039060 PO 00000 Frm 00007 Fmt 0624 Sfmt 0634 E:\CR\FM\G12NO6.011 S12NOPT1sm
ar

tin
ez

 o
n 

D
S

K
6T

P
T

V
N

1P
R

O
D

 w
ith

 S
E

N
A

T
E



CONGRESSIONAL RECORD — SENATES7944 November 12, 2013 
Senator FRANKEN worked hard on 
compounding legislation. 

Let me end where I began. The FDA 
Commissioner challenged us. She said 
that if we don’t act, this tragedy will 
happen again. We have an opportunity 
to act tonight. I hope we do. The fami-
lies who were devastated by this trag-
edy because of contaminated sterile in-
jections that caused fungal meningitis 
in many of our States, especially in 
Tennessee, expect us to act. If we do, it 
will not be as well advertised as the 
differences of opinion we can have in 
the Senate, but it will demonstrate 
how, when we work together over a pe-
riod of a couple of years, we can take a 
very big piece of complex legislation— 
in fact, two—that affects the health 
and safety of every American and come 
to a consensus that takes a large step 
forward. 

I thank the Chair, and I yield the 
floor. 

The PRESIDING OFFICER. The Sen-
ator from Iowa. 

Mr. HARKIN. Mr. President, I sug-
gest the absence of a quorum. 

The PRESIDING OFFICER. The 
clerk will call the roll. 

The assistant legislative clerk pro-
ceeded to call the roll. 

Mr. CORNYN. Mr. President, I ask 
unanimous consent that the order for 
the quorum call be rescinded. 

The PRESIDING OFFICER. Without 
objection, it is so ordered. 

f 

NOMINATIONS 

Mr. CORNYN. Mr. President, back in 
2005, before some of the current mem-
bership of the Senate was even here, we 
had a very important development 
when it came to judicial nominations 
and the advice-and-consent function of 
the Senate. Never, before the Presi-
dency of George W. Bush, had nominees 
to the Federal court been filibustered; 
that is, a 60-vote threshold been im-
posed as opposed to a 51-vote threshold, 
which is, of course, what the Constitu-
tion says—requiring a majority of the 
Senate. But there was an impasse. A 
number of judges at the circuit court 
level and district court level were 
locked down in this impasse. But, as so 
often happens around the Senate, a 
gang broke out. A gang was created. 
Seven Republicans and seven Demo-
crats got together and helped us work 
through this impasse, and they did so 
by adopting a new Senate precedent 
which says, in essence, there will be no 
filibusters of Federal judges absent 
‘‘extraordinary circumstances.’’ Yes, 
you may say that is a broad standard, 
and it is somewhat subjective, admit-
tedly so, but the point was that the de-
fault position would be that Federal 
judges would get up-or-down votes and 
there would not be the resort to the 60- 
vote threshold absent extraordinary 
circumstances. But the point is that 
has now become the precedent, basi-
cally the rule by which the Senate op-
erates when it comes to Federal judi-
cial nominations, and it is a precedent 

that has been upheld and respected by 
both sides of the aisle ever since Presi-
dent Obama took office. 

This afternoon we will be voting on a 
second nominee to the DC Circuit 
Court of Appeals, a court some have 
called the second most important court 
in the Nation because, situated as it is 
in the District of Columbia, here in 
Washington, most of the judicial re-
view of administrative decisions goes 
through this court at the appellate 
level, and because the Supreme Court 
only considers roughly 80 cases a year, 
for all practical purposes the DC Cir-
cuit Court becomes the last word on ju-
dicial review on many important deci-
sions, particularly those involving 
agencies such as the Environmental 
Protection Agency or matters of na-
tional security or reviewing the regula-
tions associated with the financial 
services industry, such as Dodd-Frank 
and the like—a pretty important court. 

Well, unfortunately, the majority 
leader and the President have deter-
mined that they are going to try to 
jam through three new judges on the 
DC Circuit Court of Appeals even 
though these judges are clearly not 
needed and there is demand elsewhere 
around the country where the work-
load is far heavier. But because of the 
special significance of the DC Circuit 
Court of Appeals, there is a conscious 
effort being made to pack that court 
with three additional judges it does not 
need in order to change the current di-
vision—four to four—in a court where 
Republican Presidents appointed four, 
Democratic Presidents appointed four. 
So it is an evenly balanced court. 

As I said, the DC Circuit Court of Ap-
peals does not need any more judges. 
So why in the world, in a time when we 
are looking to make sure every penny 
goes as far as it can and we are not 
spending money we do not have, would 
you want to appoint three new judges 
to a court that does not need any new 
judges? 

Well, here is the number: Since 2005 
the total number of written decisions 
per active judge actually has gone 
down. As of September 2012 both the 
total number of appeals filed in the DC 
Circuit and the total number of appeals 
ended in the DC Circuit per active 
judge were 61 percent below the na-
tional average. 

So you might ask yourself, if it car-
ries a 61-percent reduced caseload com-
pared to the rest of the country, why 
don’t we put the judges where Presi-
dent Obama can nominate them and 
the Senate can confirm them in places 
where they are actually needed rather 
than this court? 

Well, because of the reduced caseload 
and the lack of work for the judges to 
do on the DC Circuit, one DC Circuit 
judge recently told Senator GRASSLEY, 
the ranking member on the Senate Ju-
diciary Committee, ‘‘If any more 
judges were added now, there wouldn’t 
be enough work to go around.’’ Again, 
why in the world would President 
Obama insist and Majority Leader REID 

insist on us confirming judges who are 
not needed when there is not enough 
work to go around if they were? 

Well, my friends across the aisle con-
tinue to say that all they care about is 
filling judicial vacancies, but the ma-
jority leader has made it clear that his 
real objective is to switch the majority 
when the court sits en banc. For exam-
ple, ordinarily, circuit courts sit on a 
three-judge panel, but in important de-
cisions you may have the entire court 
sit en banc or all together. And the ob-
jective is clear that the majority lead-
er wants to stack it in favor of Presi-
dent Obama’s nominees, to transform 
it into a rubberstamp for the Presi-
dent’s big-government, overregulatory 
agenda. 

Indeed, despite all the victories the 
administration has won before this 
court, it is apparently not good 
enough. This administration has won 
several high-profile victories—in envi-
ronmental cases, for example—but they 
are still upset with the court because it 
actually ruled against President 
Obama on cases related to corporate 
governance, emissions controls, recess 
appointments, and nuclear waste. So 
our colleagues are not content to have 
a court that is balanced and decides 
cases on a case-by-case basis they want 
to stack the court in a way that is a 
rubberstamp for the President’s agen-
da. 

But here are some examples of the 
cases the court has decided recently. In 
2011 the DC Circuit told the Securities 
and Exchange Commission to follow 
the law—believe that or not—to follow 
the law and conduct a proper cost-ben-
efit analysis before adopting its regula-
tions. That is what the law required. 
The Securities and Exchange Commis-
sion ignored the law, and the DC Cir-
cuit said ‘‘follow the law’’ and reversed 
the Securities and Exchange Commis-
sion. 

In 2012 the court rejected an Environ-
mental Protection Agency rule that 
went far beyond the limits of the Clean 
Air Act. These regulatory agencies 
have a lot of power and a lot of author-
ity, but it all springs from a legislative 
enactment by Congress. That is the 
source of their power and their author-
ity, and in this case it was the Clean 
Air Act. The court said the Environ-
mental Protection Agency exceeded 
the limits of its authority based on the 
law that Congress wrote and the Presi-
dent signed into law. 

Then, in 2013, President Obama vio-
lated the Constitution, the court said, 
by making recess appointments when 
the Senate was not actually in recess. 
This is a very important power that 
goes back to President Washington 
that makes sure that when Congress is 
in recess there is still a way for the 
President to fill vacancies. But that 
was in the old days when Congress 
would basically leave town for months 
at a time. In this case, President 
Obama essentially decided he did not 
want to wait around for the advice- 

VerDate Mar 15 2010 00:30 Nov 13, 2013 Jkt 039060 PO 00000 Frm 00008 Fmt 0624 Sfmt 0634 E:\CR\FM\G12NO6.013 S12NOPT1sm
ar

tin
ez

 o
n 

D
S

K
6T

P
T

V
N

1P
R

O
D

 w
ith

 S
E

N
A

T
E


		Superintendent of Documents
	2025-10-12T03:50:49-0400
	Government Publishing Office, Washington, DC 20401
	U.S. Government Publishing Office
	Government Publishing Office attests that this document has not been altered since it was disseminated by Government Publishing Office




