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else might happen, with Iran expanding 
its influence. 

I have to tell you that the substan-
tial reduction in violence we have seen 
is not small. This is really large. If you 
told me when the surge started that we 
would see a 70-percent reduction in ci-
vilian deaths in Baghdad, I would not 
have believed it. I would have thought 
that would be more optimistic than I 
was prepared to be. So whether it will 
hold, I don’t know. We have seen some 
improvement. 

I know the Senator from Massachu-
setts would like to speak. I will just 
conclude by saying, OK, we have had 
these reports, we have seen this 
progress, and we know what the dif-
ficulties are. I have decided, based on 
General Petraeus’s testimony, the 
Crocker testimony, the Jones Commis-
sion report, and other information we 
have, that things are moving in a bet-
ter direction. 

I personally believe it is the new tac-
tics, not so much the number of sol-
diers. I am very happy General 
Petraeus has concluded he can draw 
down troops while maintaining this 
progress of reducing violence. In fact, 
he has recommended that within the 
next few weeks, a Marine unit not be 
replaced. So that represents an initial 
reduction in our forces within a few 
weeks. Then the next reduction will 
come before Christmas will be an Army 
brigade, and he would have 30,000 
troops withdrawn by next summer and 
would report to us again in March on 
whether he could continue this rate of 
reduction or accelerate it. 

There is not that much difference, I 
say to my colleagues, in what we want. 
Senator LEVIN wants to see troops 
withdrawn. He wants to see a stable 
Iraq. The question is, Do we do it with 
a mandated withdrawal rate dictated 
by Congress or do we do it in harmony 
with the situation on the ground that 
leaves us in the best possible position 
to allow a stable, peaceful Iraq, an ally 
to the United States, to exist? 

I think we should accept the report. 
We should see this as good news, cele-
brate that some progress has been 
made and recognize that serious chal-
lenges are out there. I do believe Con-
gress has every right to monitor this 
situation closely. We have every right 
to reject the President’s recommenda-
tion, to reject General Petraeus’s rec-
ommendation, to cut off funds and 
order our troops home if we so desire. 
I think that would not be a good deci-
sion. I think it would not be in the 
long-term interests of the United 
States of America. Therefore, I oppose 
the Levin amendment. 

I yield the floor. 
The PRESIDING OFFICER (Mr. 

SANDERS). The Senator from Michigan. 
Mr. LEVIN. Mr. President, I believe 

Senator NELSON was scheduled to be 
the next speaker on this side of the 
aisle. He had to do that before 7 
o’clock, so he will be unable to take 
that position. Senator KERRY is next in 
line on this side. However, I understand 

he is going to yield to Senator KEN-
NEDY for a couple minutes for him to 
offer a unanimous consent agreement. 

I thank Senator KERRY for his pa-
tience, as always. There is a lot of con-
fusion and difficulty in scheduling 
speakers. He has been extremely pa-
tient. I appreciate it a great deal. 

I wonder if Senator KENNEDY can be 
recognized for a couple of moments to 
propound a unanimous consent request, 
and then Senator KERRY can be recog-
nized. 

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

Mr. KENNEDY. Mr. President, I 
thank Senator LEVIN and my colleague 
and friend, Senator KERRY. 

f 

FOOD AND DRUG ADMINISTRATION 
AMENDMENTS ACT OF 2007 

Mr. KENNEDY. Mr. President, I ask 
unanimous consent that the Senate 
proceed to the immediate consider-
ation of H.R. 3580, received from the 
House and is at the desk. 

The PRESIDING OFFICER. The 
clerk will report the bill by title. 

The bill clerk read as follows: 
A bill (H.R. 3580) to amend the Federal 

Food, Drug, and Cosmetic Act to revise and 
extend the user-fee programs for prescription 
drugs and for medical devices, to enhance 
the postmarket authorities of the Food and 
Drug Administration with respect to the 
safety of drugs, and for other purposes. 

There being no objection, the Senate 
proceeded to consider the bill. 

Mr. KENNEDY. Mr. President, every 
day, families across America rely on 
the Food and Drug Administration in 
ways they barely realize. When they 
put dinner on the table, they are 
counting on FDA to see that it is free 
from contamination. When they care 
for a sick child, they are trusting FDA 
to make sure the drugs prescribed are 
safe and effective. From pacemakers to 
treatments for cancer to the foods we 
eat, FDA protects the health of mil-
lions of Americans, and oversees prod-
ucts that account for a quarter of the 
U.S. economy. The agency does all this 
on a budget that amounts to less than 
2 cents a day for each citizen. 

Yesterday, the House of Representa-
tives approved legislation on FDA re-
form by a broad bipartisan majority of 
405 to 7. Our House colleagues from all 
parts of the political spectrum united 
to send that bill to the Senate with a 
resounding bipartisan endorsement. We 
cannot wait another month, another 
week—or even another day. We must 
take action here and take action now 
to send that bill to the President. 

The stakes could not be higher. 
Funding for the FDA’s vital safety mis-
sion is reaching the breaking point. 
Unless we act, the FDA Commissioner 
will send a letter tomorrow to over 
2,000 employees informing them that 
their jobs are slated for termination. 
This legislation provides nearly $500 
million in new resources for FDA—in-
cluding over $50 million for drug safety 
and $6 million for review of direct to 
consumer ads. 

Americans are worried about the 
safety of the products they use—from 
food to toys to drugs—and they are 
right to be worried. Dangerous lapses 
in safety oversight have exposed Amer-
ican families to intolerable risks from 
lead paint in toys, to bacteria in foods, 
to drugs that cause unreported and le-
thal side effects. The right response is 
comprehensive, considered and bipar-
tisan legislation—and that is what we 
have before us today. 

At the heart of our proposal is a new 
way to oversee drug safety that is 
flexible enough to be tailored the char-
acteristics of particular drugs, yet 
strong enough to allow decisive action 
when problems are discovered. 

A second major element of our legis-
lation is a public registry of clinical 
trials and their results. A complete 
central clearinghouse for this informa-
tion will help patients, providers and 
researchers learn more and make bet-
ter health care decisions. Now, the pub-
lic will know about each trial under-
way, and will be able to review its re-
sults. 

Our bill recognizes that innovation is 
the key to medical progress by estab-
lishing a new center, the Reagan-Udall 
Foundation, to develop new research 
methods to accelerate the search for 
medical breakthroughs. 

The bill helps preserve the integrity 
of scientific review by improving 
FDA’s safeguards against conflicts of 
interest on its scientific advisory com-
mittees, and it will end the abuse of 
citizens petitions that are too often 
used not for their intended purpose of 
brining important public health con-
cerns to the attention of the FDA, but 
rather to delay the approval of generic 
drugs. 

The proposal before the Senate today 
strikes the right balance on this issue. 
It rightly states that the mere filing of 
a citizen petition should not be cause 
for delay, but allows FDA to delay the 
approval of a generic application if it 
determines that doing so is necessary 
to protect public health. This is the 
right approach. It prevents abuse, but 
protects health. 

The legislation also includes impor-
tant reforms of direct-to-consumer, or 
DTC, advertising. I thank Senator ROB-
ERTS and Senator HARKIN for working 
with Senator ENZI and me and with 
many members of the committee on 
this important provision. 

Instead of the moratorium included 
in our original bill, the current pro-
posal puts in place strong safety disclo-
sures for DTC ads, coupled with effec-
tive enforcement. Under current law, 
safety disclosures can be an after-
thought—a rushed disclaimer read by 
an announcer at the conclusion of a TV 
ad while distracting images help gloss 
over the important information pro-
vided. Our proposal requires safety an-
nouncements to be presented in a man-
ner that is clear and conspicuous with-
out distracting imagery. We also give 
FDA the authority to require safety 
disclosures in DTC ads if the risk pro-
file of the drug requires them. 
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Our legislation also takes important 

first steps toward a safer food supply. 
These are only first steps—our com-
mittee will work on a comprehensive 
package of food safety legislation in 
the fall—but they are important steps. 
Consumers and FDA have too little in-
formation about contaminated food. 
Our bill creates a registry and a re-
quirement to report food safety prob-
lems. Consumers will have information 
about recalls at their fingertips, and 
FDA’s response will not be slowed by 
antiquated and inefficient reporting 
systems. Our bill also establishes 
strong, enforceable quality standards 
for the food we give our pets, to guard 
against the problems of tainted pet 
food that we have seen in recent 
months. 

In this new era of the life sciences, 
medical advances will continue to 
bring immense benefits for our citi-
zens. To fulfill the potential of that 
bright future, we need not only bril-
liant researchers to develop the drugs 
of tomorrow, but also strong and vigi-
lant watchdogs for public health to 
guarantee that new drugs and medical 
devices are safe and beneficial, and 
that they actually reach the patients 
who urgently need them. Congress has 
ample power to restore the luster the 
FDA has lost in recent years, and this 
bipartisan consensus bill can do the 
job. I ask my colleagues to approve 
this needed legislation without delay. 

H.R. 3580, the Food and Drug Admin-
istration Amendments of 2007, does a 
great deal to improve the regulatory 
process and to strengthen FDA’s abil-
ity to enforce drug safety standards, 
particularly in the postmarket period. 
A recent study by the Institute of Med-
icine described FDA’s post-market 
drug safety authority as ‘‘aging and in-
adequate.’’ Currently, FDA’s ability to 
address potential health problems that 
become known after the drug has gone 
on the market is very limited. This is 
a serious weakness in the present sys-
tem that must be corrected. This legis-
lation will give FDA the authority, for 
the first time, to compel a drug com-
pany to add warnings of newly discov-
ered risks on the drug label. As a re-
sult, in many cases the health risks in-
volved in using potentially dangerous 
drugs will be disclosed to the public 
much sooner than they are today. 

At the same time, this legislation 
makes clear that drug companies will 
continue to have the same independent 
responsibility to update the warning 
labels on their drugs in the future that 
they have under current law today. If a 
drug company learns of new dangers 
that its product potentially poses to 
the patients taking it, the company 
has a legal responsibility to imme-
diately warn those patients of the risk 
of injury. 

By enacting this legislation, we do 
not intend to alter existing state law 
duties imposed on a drug manufacturer 
to obtain and disclose information re-
garding drug safety hazards either be-
fore or after a drug receives FDA ap-

proval or labeling. We do not believe 
that the regulatory scheme embodied 
in this act is comprehensive enough to 
preempt the field or every aspect of 
state law. FDA’s approved label has al-
ways been understood to be the min-
imum requirement necessary for ap-
proval. In providing the FDA with new 
tools and enhanced authority to deter-
mine drug safety, we do not intend to 
convert this minimum requirement 
into a maximum. The Institute of Med-
icine and others have found that FDA’s 
past performance has been inadequate. 
While we fully expect substantial im-
provement as a result of the enactment 
of this bill, we cannot and do not ex-
pect the FDA or this new process to 
identify every drug specific safety con-
cern before a drug manufacturer be-
comes aware or should have become 
aware of such concerns. Nor are the 
bill’s requirements that companies dis-
close certain safety information to the 
government intended to substitute for 
the disclosure requirements that may 
be required under state law. 

No one should be under the mistaken 
impression that the new authorities 
and resources provided under H.R. 3580 
lessen in any way the obligation of a 
drug company to scrutinize vigilantly 
the safety signals for their drugs and 
proactively study such signals or 
change their labels when the evidence 
supports such a change. This new 
postmarket authority for FDA is not 
intended to alter the drug companies’ 
independent obligation to promptly 
warn consumers of a drug’s risks. 
Under current FDA regulations, a drug 
company is required to add new warn-
ings to its labels as soon as it learns 
about new risks potentially posed by 
its drugs. The company must add the 
new warning even if FDA has not re-
quired a labeling change. 

It is worth putting the situation in a 
little perspective. The legislation in-
creases FDA’s resources for post-mar-
ket drug safety efforts significantly. 
FDA’s current resources of about $25 
million are increased by almost $55 
million in the first year, to nearly $80 
million. There will be increases in the 
next four years of $10 each year, so that 
FDA’s post approval drug safety budget 
will be at about $120 million in 2012. 
This is the entire budget at the FDA to 
collect and analyze post-market safety 
information and respond with appro-
priate regulatory action. FDA must 
use these resources to police every pre-
scription drug on the market—thou-
sands of drugs. 

By contrast, the drug industry had 
annual revenues in 2005 of over $200 bil-
lion. To be sure, significant portions of 
these revenues support research and 
development, profits, and marketing of 
drug products, but a mere 1 percent of 
these sales exceeds the entire budget of 
the FDA. It exceeds the agency’s budg-
et for postmarket drug safety by a fac-
tor of over one thousand. Many major 
brand drugs have annual revenues that 
exceed FDA’s annual budget for post-
approval drug safety. Consider the top 

200 selling drugs in 2006: Merck’s drug 
Fosamax Plus D came in 200th in 2006, 
with U.S. sales of $140 million. Sales 
from this one drug alone exceed the en-
tire $120 million FDA budget for drug 
safety in the last year of this program. 
The 100th drug, Abbott’s Kaletra, had 
2006 sales of $350 million, nearly three 
times the FDA’s annual drug safety 
budget for 2012. Thirtyeight drugs had 
U.S. sales exceeding $1 billion in 2006. 
The top selling drug, Pfizer’s Lipitor 
had 2006 sales of nearly $6.6 billion, an 
amount more than 50 times FDA’s an-
nual drug safety budget in 2012 under 
this legislation. 

Clearly, the resources of the drug in-
dustry to collect and analyze 
postmarket safety data vastly exceed 
the resources of the FDA, and no mat-
ter what we do, they will always have 
vastly greater resources to monitor the 
safety of their products than the FDA 
does. It is absurd to argue that the 
FDA, even with the enhanced resources 
and authorities provided by this legis-
lation, commands the field when it 
comes to postmarket drug safety. The 
drug companies have the capacity to do 
a far more comprehensive job. If we are 
serious about quickly alerting the pub-
lic to the health risks posed by drugs, 
the companies must be required to 
take the initiative in monitoring the 
safety of their products and imme-
diately warning the public of newly 
discovered risks. Drug manufacturers 
cannot be allowed to ignore their re-
sponsibility and wait for the FDA to 
act. 

To be sure, the legislation gives FDA 
the authority to command some of the 
resources of a drug company. FDA can 
order an epidemiological study or even 
a clinical trial, but this authority is 
not unlimited. Certain standards must 
be met before FDA can act to require a 
drug company to investigate a safety 
signal. 

Importantly, a drug company has the 
ability and the responsibility to con-
duct these studies or clinical trials on 
its own initiative. Nothing in H.R. 3580 
requires a company to wait and react 
to an order from the FDA for such a 
study or clinical trial, or to wait for 
FDA to order the company to change 
its label. The legislation retains the 
current, ongoing requirement, found in 
section 502(a) of the Federal Food, 
Drug, and Cosmetic Act, for a drug 
company to ensure that its label is not 
false and misleading. This statutory 
imperative is recognized in current 
FDA regulations. Section 901 of H.R. 
3580 cites these regulations in the new 
section 505(o) of the Federal Food, 
Drug, and Cosmetic Act. These regula-
tions obligate a company to propose a 
labeling change to enhance a warning 
or improve safety information without 
waiting to hear from FDA, and allow 
the company to implement the labeling 
change before the FDA has reviewed 
and approved the change. 

In most cases, a drug company will 
learn about new risks from its product 
before the FDA does. Usually, it is the 
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manufacturer that possesses the infor-
mation demonstrating a potential dan-
ger from the product. It is imperative 
that patients and health professionals 
learn about those new health risks as 
quickly as possible. For that reason, 
drug companies have, and must con-
tinue to have, an independent duty to 
warn drug users of the danger as soon 
as the company becomes aware of it. 
Otherwise, there will be long delays be-
fore consumers are alerted, and the 
number of injuries caused by the prod-
uct will multiply. 

What should motivate a drug com-
pany to investigate drug safety signals 
and take appropriate action to miti-
gate a safety risk? You can find the an-
swer in several places: from the simple 
moral duty to do the right thing; from 
the duty to one’s customers, who use 
one’s products with the understanding, 
often promoted by direct-to-consumer 
advertising, that the company’s high-
est interest is to bring safe and effec-
tive cures to the sick and ill of the Na-
tion; and from a duty under State law 
to offer products that are free of de-
fects, with adequate warnings about 
their risks. This legislation changes 
none of these duties, in any way, 
whether they arise from simple ethics, 
principles of contract law, or of tort 
law. Rather, the legislation provides 
FDA with additional resources and au-
thority to be better able to step in 
when a company fails to live up to 
these responsibilities. 

But some drug companies don’t want 
to fully inform the public about these 
risks to patients’ health, and they 
don’t want to be held accountable when 
patients are injured or killed by their 
drugs. They would have liked this leg-
islation to change the law to escape 
this responsibility. These drug compa-
nies wanted to convert FDA regulation 
from a safety floor into a ceiling, from 
a minimum safety standard designed to 
protect consumers into a liability 
shield designed to protect the drug 
companies. But Congress firmly re-
jected this approach. 

If companies were allowed to conceal 
safety information until the FDA or-
dered them to disclose it, consumers 
would continue taking these dangerous 
drugs without knowing their risks for 
months or even years after the risks 
were discovered. Then, when the public 
finally learned of the risk, the drug 
company would be immune from suit 
for failing to warn its customers. Those 
who were seriously injured by the drug 
would have no legal recourse, even 
though the company had concealed the 
risk. The company would completely 
escape accountability for its failure to 
warn consumers. That would be totally 
unacceptable, and is not what we in-
tend by this legislation. 

Regulation by the Food and Drug Ad-
ministration and product liability law-
suits against the manufacturers of 
harmful drugs work together to protect 
consumers. Both are needed to force 
drug companies to disclose health risks 
posed by their products as soon as 

those risks are discovered. Both are es-
sential to identifying dangerous drugs 
and getting them off the market quick-
ly. Effective regulation by the federal 
government and litigation by victims 
of dangerous drugs work hand-in-hand 
to keep patients safe and make drug 
companies more responsible. This leg-
islation improves FDA oversight of 
postmarket drug safety, and does not 
undermine or preempt the efforts by 
injured patients to seek redress under 
State product liability law. 

Congress has stated very clearly in 
the legislation that we do not intend 
the new authority being given to FDA 
to preempt common law liability for a 
drug company’s failure to warn its cus-
tomers of health risks. The legal duty 
of drug companies to warn consumers 
of the health risks of their products as 
soon as those risks are discovered is es-
sential to effectively protecting the 
public from dangerous drugs. Legisla-
tion designed to protect consumers 
from dangerous drugs must not be dis-
torted into a shield protecting drug 
companies from accountability. 

Mr. ENZI. Mr. President, I rise today 
in support of HR 3580, the Food and 
Drug Administration Amendments of 
2007. This comprehensive bill will en-
hance drug safety and provide key re-
sources to the Food and Drug Adminis-
tration. I am pleased that the House 
passed this bill yesterday, and that we 
have a chance to act on it today. It’s 
been a long road for this bill, and I 
strongly urge my colleagues to vote 
yes and endorse the most comprehen-
sive drug safety overt1aul in more than 
a decade. 

This key FDA package includes four 
reauthorizations that must be done 
this year, along with essential new au-
thorities for FDA to be able to react in 
a timely way to any safety problems 
that arise after a drug has been 
brought to market. With this new tool-
box, FDA has the ability to identify 
side effects after the drug is marketed 
through active surveillance. FDA also 
has the authority to request labeling 
changes in response to new safety in-
formation, as well as a separate study 
or clinical trial to learn more about a 
particular, potential safety problem. 

Not everyone got everything they 
wanted in this bill. That is as true of 
me as it is of anyone. I am deeply con-
cerned about the provisions related to 
labeling changes and liability, given 
that we do not fully understand the im-
plications of that language. This new 
rule of construction was part of the 
House-passed language and not some-
thing the Senate fully debated. If I 
would have drafted the bill, that lan-
guage would not have been included. 
But this is a compromise bill, one that 
provides important new authorities, 
while preserving the quality we have 
come to expect of the agency. The 
changes made in the drug safety com-
ponents of this legislation are critical 
to restoring peace of mind to Ameri-
cans who want to be assured that the 
drugs they purchase to treat illnesses 

and chronic medical conditions can be 
relied upon and trusted. By acting 
today, we are ensuring that nearly 2000 
dedicated public servants at FDA can 
continue to evaluate drugs and devices 
in a timely and thorough way, speeding 
these discoveries to patients while pro-
tecting the public health. 

These new authorities will assist the 
agency in quickly and effectively re-
sponding to potential safety issues, in-
cluding making labeling changes and 
requiring post-market studies to more 
fully examine potential risks. In addi-
tion, this bill expands access to clinical 
trials information for patients and pro-
viders and creates new methods to ad-
dress potential conflicts of interest of 
advisory committee members to ensure 
greater accountability and preserve 
scientific integrity. 

FDA currently has no mechanism for 
active, routine surveillance of poten-
tial safety problems. It cannot easily 
detect safety problems after a drug has 
been put on the market. This legisla-
tion fixes that challenge and ensures 
that FDA has the right tools to address 
drug safety after the drug is on the 
market. The legislation creates the ca-
pacity for routine, active, safety moni-
toring using large linked databases, 
what I like to call ‘‘health IT for drug 
safety.’’ I want to thank Senator 
GREGG for being the champion of this 
provision and ensuring that we crafted 
this provision appropriately. 

This bill also includes renewal of two 
key provisions focused on children—the 
‘‘Best Pharmaceuticals for Children 
Act’’ and the ‘‘Pediatric Research Eq-
uity Act,’’ which together ensure that 
drugs used in children are tested on 
children; as well as a proposal that will 
increase our ability to develop medical 
devices for children. 

There has been a lot of attention paid 
to medical products in this debate. But 
we mustn’t forget the ‘‘F’’ in FDA. 
This bill contains important food safe-
ty provisions to better protect our pet 
food supply, and track when food is 
adulterated. 

I want to thank my colleagues Sen-
ators ROBERTS and HARKIN for their 
tireless efforts to provide an appro-
priate balance for direct-to-consumer 
advertising. I would also like to thank 
one of my colleagues on the other side 
of the Capitol, Representative SCHA-
KOWSKY of Illinois, for her constructive 
involvement in these issues. It was not 
an easy task to reconcile some very 
different opinions, and I am so pleased 
that we were able to reach a resolution 
to this issue that we could all support. 

I would like to thank Senator ALEX-
ANDER, Senator ALLARD, Senator BOND, 
Senator DODD, Senator CLINTON and 
others for their leadership on behalf of 
kids. Finally, I would like to thank 
Senator HATCH for his work on the 
antibiotics and other Hatch-Waxman 
issues. 

On the other side of the Capitol, I 
would like to thank Chairman DIN-
GELL, Ranking Member BARTON, and 
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Representatives PALLONE and DEAL for 
shepherding this legislation through 
the process. 

I want to take a few minutes to 
thank the staff, who have spent count-
less hours over the past months negoti-
ating and drafting this legislation. 
This dedication to public service often 
overlooked. They spent many evenings 
and weekends away from their homes 
and their families. 

My health team worked overtime to 
get this bill to the floor and passed in 
the Senate. I would first like to thank 
my Health Policy Director, Shana 
Christrup. I also want to greatly thank 
Amy Muhlberg, for her work on drug 
safety, food safety and PDUFA. Her 
knowledge and drafting skills were 
central to this bill. I would also thank 
Keith Flanagan for his work on the 
children’s statutes in this bill and Dave 
Schmickel, our resident drug patent 
expert for his work on citizens peti-
tions and antibiotics issues. I would 
also like to thank Todd Spangler who 
provided the required backup that goes 
with moving a bill of this magnitude. 
Finally, I would like to thank my Staff 
Director, Katherine McGuire, whose 
steady hand and negotiating and com-
munication skills provided the cement 
for the entire process. 

I would also thank Ilyse Schuman, 
my chief counsel for her precision and 
attention to the details. Finally, I 
thank Amy Angelier Shank for her 
great work on the budget aspects of the 
bill and my press team Craig Orfield 
and Mike Mahaffey. My Chief of Staff 
Flip McConnaughey was great at put-
ting out brush fires throughout the 
process. 

Megan Hauck with Senator MCCON-
NELL’s office, David Boyer with the 
White House, Craig Burton and Vince 
Ventimiglia at HHS and Stephen 
Mason of FDA were key to helping 
with both policy and process issues 
throughout the negotiations. 

On Senator KENNEDY’s staff, I would 
like to thank: Michael Myers, David 
Bowen, and David Dorsey. Senator 
KENNEDY’s staffers were reasonable ne-
gotiators throughout the process and 
open and patient to hearing all sides of 
any issue. 

On the other side of the Capitol, I 
would like to thank Chairman DIN-
GELL, as well as John Ford, Virgil Mil-
ler and Pete Goodloe of his staff for 
their tireless work. Bobby Clark with 
Mr. PALLONE and John Little with Mr. 
DEAL were also instrumental in the ne-
gotiations. Ranking Member BARTON 
and his staff Ryan Long and Nandan 
Kenkeremath were outstanding. Yes-
terday, when this bill passed the 
House, Mr. BARTON reported that Ryan 
had been up all night working on the 
bill and was therefore wearing the 
same clothes as the day before. I would 
like to state for the record that all my 
staff showered today—I think. 

Warren Burke with House Legislative 
Counsel and Stacy Kern-Sheerer of 
Senate Legislative Counsel were tre-
mendous in handling a long and com-

plex bill with lots of moving parts. 
There would be no bill without their ef-
forts. 

I would like to thank Senator HATCH 
and his staff Pattie DeLoatche, Trisha 
Knight, Remy Yucel and Matt 
Sandgren for their efforts on the bill 
overall, but particularly on the Citizen 
Petitions, antibiotics, and enantiomers 
provisions. Leigh-Anne Ross of Senator 
COCHRAN’s staff and Landon Stropko of 
Representative CUBIN’s office were also 
key on these antibiotic provisions. 

With Senator GREGG’s office, and for 
their assistance with ‘‘health IT for 
drug safety,’’ I thank Dave Fisher and 
Liz Wroe. Stephanie Carlton, from Sen-
ator COBURN’s staff and Jenny Ware 
with Senator BURR were also integral 
to many parts of the bill. 

I would also like to thank my col-
league from Kansas, Senator ROBERTS, 
and his staff Jennifer Swenson, for 
their incredible work on direct-to-con-
sumer advertising. I also thank my col-
league Senator HARKIN and his staffer 
Janelle Krishnamoorthy for their hard 
work on this issue. Lindsay McAllister 
of Representative SCHAKOWSKY’s office 
was also integral to the success of 
these negotiations. 

I would like to thank Isaac Edwards 
and Amanda Makki of Senator MUR-
KOWSKI’s staff, Tyler Thompson with 
Senator ISAKSON, and Jennifer 
Claypool with Senator ALLARD for 
their hard work and dedication. 

Ellie Dehoney of Senator BROWN’s of-
fice was critical to reaching agreement 
on the Citizen Petitions and tropical 
disease provisions. Melanie Benning of 
Senator BROWNBACK’s office was also 
instrumental on the tropical disease 
issue. 

I would like to thank Mary-Sumpter 
Johnson with Senator ALEXANDER, 
Kelly Childress with Representative 
ROGERS, Jennifer Nieto with Rep-
resentative ESHOO, Ann Gavaghan with 
Senator CLINTON, Tamar Magarik and 
Jeremy Sharp with Senator DODD for 
their exceptional work on the pediatric 
provisions. 

And last, but not least, Cameron 
Bruett of Senator CHAMBLISS’s Agri-
culture Committee staff, Adela Ramos 
of Chairman HARKIN’s Agriculture 
Committee staff, and David Lazarus of 
Senator DURBIN’s staff were extraor-
dinarily helpful on the food safety pro-
visions in the bill. 

As you can see, this was a real team 
effort. I urge my colleagues to vote yes 
on this important bill. Patients are 
waiting. I yield the floor. 

Mr. LEAHY. Mr. President, I am 
pleased that today the Senate is poised 
to pass H.R. 3580, a bill regarding the 
Food and Drug Administration. This 
legislation addresses many important 
health care issues and I commend the 
Senate leaders and relevant committee 
chairmen for coming to agreement on 
this complex bill. I have been moni-
toring the ongoing negotiations be-
tween the House and Senate on this 
legislation because a slight variation 
in language between the two relevant 

bills could have affected the claims of 
thousands of injured American con-
sumers. 

Last week, I chaired a Senate Judici-
ary Committee hearing on the emer-
gence of regulatory agencies like the 
FDA asserting that its regulations pre-
empt all State laws, even in the ab-
sence of congressional intent to do so. 
At this hearing we received extensive 
testimony that the Bush administra-
tion has been using this approach to 
shield corporations from civil liability. 
This regulatory preemption model has 
been especially troubling in the area of 
pharmaceutical drugs. Several times in 
the past several years we have learned 
from whistleblowers and smoking gun 
documents that certain corporations 
knew of dangers in their medical prod-
ucts yet failed to adequately warn con-
sumers. Many consumers have been in-
jured as a result of this corporate mis-
conduct and it is certainly not con-
gress’ intent to shield such corporate 
decisionmaking. 

The legislation we are set to pass 
today contains a rule of construction 
making clear that Congress has again 
decided that we are not preempting 
State law regarding the responsibility 
of drug manufacturers to immediately 
notify consumers of dangers without 
waiting for the FDA to act. Drug com-
panies maintain the authority to cor-
rect their warning labels if they learn 
of any information that their products 
could harm consumers. These corpora-
tions can and must immediately cor-
rect any existing warning that has 
been issued and cannot hide behind the 
Byzantine regulatory structure of the 
FDA to shield them from liability for 
causing serious injury. To do otherwise 
would endanger all Americans who 
may be injured by their products and 
would remove the important incentive 
the corporations currently have to 
make their products safer and to ade-
quately warn consumers of potential 
dangers. 

Mr. HATCH. As the Senate completes 
its consideration of H.R. 3580, the Food 
and Drug Administration Amendments 
Act of 2007, I want to take this oppor-
tunity to commend publicly the Food 
and Drug Administration and espe-
cially to express support and apprecia-
tion to the dedicated FDA employees 
who work so hard to ensure the safety 
of our drug and food supply. They are 
led by a very capable and hard-working 
Commissioner, Dr. Andrew von 
Eschenbach. 

In our race to legislate and regulate, 
we often forget the impact of our ac-
tions on agency employees and their 
ability to safeguard American con-
sumers. And so I want to take this op-
portunity to thank them for their 
work. 

While I will not belabor the point 
here, as the legislation makes clear, 
the agency is operating under severe 
funding constraints. That is a pressing 
public health issue of great priority 
and the Congress must work to address 
it in a meaningful way. 
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With passage of this legislation 

today, we will end the protracted game 
of ‘‘chicken’’ that threatened the jobs 
of hundreds of FDA employees, the sta-
bility of the agency, and indeed the in-
tegrity of Congress, an institution 
which has been under public criticism 
for not doing its job. 

I am proud to support the passage of 
H.R. 3580. I want to applaud the efforts 
of HELP Chairman KENNEDY and Rank-
ing Republican Member ENZI. They 
have worked tirelessly to ensure this 
bill would be completed before the ex-
piration of the user fee programs at the 
end of this month. They have worked 
in a bipartisan way and they have 
worked very hard to embrace the views 
of each and every member of our com-
mittee. 

Let me highlight some of the impor-
tant components of the FDARA bill. 

First, it is imperative that we con-
tinue the drug and device user fee pro-
grams. This is true for one simple 
fact—the agency relies greatly on the 
funding from these programs, and with-
out it there would be unconscionable 
delays in drug and device reviews. 

This is particularly important for 
Utah, a State with the hallmark of in-
novation, a State which is the home to 
countless drug and device manufactur-
ers. 

And while there are some problems 
with how these programs have 
worked—problems I have been pur-
suing, and will continue to pursue, 
with the FDA—all in all it must be rec-
ognized that there is no alternative to 
the user fee programs being continued. 

The drug safety provisions that 
Chairman KENNEDY and Ranking Mi-
nority Member ENZI developed will be 
seen as an important hallmark in our 
Nation efforts to improve the safety of 
pharmaceuticals that Americans rely 
on. 

The food safety legislation that our 
colleague Senator DURBIN developed— 
again, that is a vital component. I am 
supportive of that language, and espe-
cially appreciative to my colleagues 
for including the three pieces of lan-
guage Senator HARKIN and I authored 
to make certain that the new food re-
porting system did not override the Di-
etary Supplement Health and Edu-
cation Act’s regulatory structure and 
that it did not supersede the serious 
adverse event reporting system for die-
tary supplements enacted last year— 
the Dietary Supplement and Non-
prescription Drug Consumer Protection 
Act. 

This legislation also includes many 
other laudable provisions. One par-
ticular provision in this legislation es-
tablishes a new and enhanced mecha-
nism for the prompt consideration of 
new safety-related information and 
sets forth strict timelines for the eval-
uation of such new data. That provi-
sion is designed to ensure that all po-
tential safety-related labeling changes 
are promptly raised and duly consid-
ered by the agency in carrying out its 
statutory duty to oversee the appro-

priate and accurate content of a drug’s 
labeling. 

This new procedure is designed to im-
plement a more thorough and regular-
ized methodology for the consideration 
and implementation of safety-related 
labeling changes and to ensure that 
FDA is the ultimate authority in mak-
ing certain that drug labels convey 
safety information in a clear and con-
sistent way. 

This provision, which adds a new sec-
tion 505(o) to the Federal Food, Drug 
and Cosmetic Act, is designed to ensure 
that both the agency and pharma-
ceutical companies are able to modify 
quickly with the agency’s approval 
drug labels so that physicians are 
alerted promptly to new or increased 
risks associated with a drug. The provi-
sion does not affect the agency’s gen-
eral policy on labeling or its current 
labeling rules and policy. 

Also, the legislation promotes phar-
maceutical and medical device ad-
vancements in pediatric therapies. The 
bill reauthorizes the Best Pharma-
ceuticals for Children Act and the Pe-
diatric Research and Equity Act which 
have been vital for important research 
used by doctors and parents. The final 
language on both these provisions is a 
good compromise between the House 
and Senate bills. 

Finally, it is my profound regret that 
the bill we consider now does not con-
tain the Biologics Price Competition 
and Innovation Act, legislation that 
Senators KENNEDY, ENZI, CLINTON, 
SCHUMER, and I have authored. This 
bill is intended to offer consumers ac-
cess to lower cost biosimilar products, 
copies of such important medications 
as insulin or human growth hormone, 
while preserving the incentives for re-
searchers, universities and manufac-
turers to develop and market the inno-
vator biologics. 

I am extremely disappointed that the 
bill could not be contained in H.R. 3580, 
but I recognize the importance of al-
lowing the House to develop its version 
in regular order. 

It remains my high priority, and I be-
lieve the priority of my colleagues as 
well, that this legislation be enacted in 
2007. 

Mr. DURBIN. Mr. President, today, 
the Senate will send a bipartisan bill to 
the President that will improve the 
FDA’s ability to assure the safety of 
drugs in our medicine cabinets and the 
food in our kitchens. 

The FDA is an essential guardian of 
the public’s health and safety. In re-
cent years, FDA’s reputation has been 
marred by drug safety incidents and 
questions about its scientific independ-
ence. 

In 2004, the public learned that tak-
ing Vioxx, a heavily marketed pain 
medication, increased your risk of a 
heart attack and stroke. The revela-
tion raised serious questions about how 
the drug manufacturer responded to 
signs of a problem and how FDA han-
dled disagreements among its staff. 

The Vioxx episode and problems with 
other FDA-approved drugs in recent 

years exposed significant weaknesses 
in our Nation’s drug-safety system. 

This year, Congress decided to do 
something about it. In addition to re-
authorizing user fee programs for pre-
scription drugs and medical devices, we 
have engaged in a serious effort to im-
prove drug safety. 

The bill gives the FDA more tools to 
detect the safety problems of drugs 
after they are available to consumers. 
It also creates an active surveillance 
system that will help detect problems 
that were not apparent during the clin-
ical trials conducted prior to a drug’s 
approval and it promotes greater open-
ness by requiring disclosure of clinical 
trials performed by drug companies. 
Lastly, the FDA is given greater au-
thority to require drug companies to 
add warning labels and to conduct safe-
ty studies. 

I note the provisions in the bill that 
give FDA the authority to compel a 
drug company to make changes to a 
drug’s labeling. That authority should 
not be seen as an absolution of the 
companies’ responsibility regarding 
drug labeling. Consumers should be 
made aware of a drug’s risks at the ear-
liest possible moment, and drug com-
panies remain responsible for ensuring 
that consumers are provided with 
prompt and adequate warning of a 
drug’s risks. 

We have noticed a creeping trend in 
recent years towards implied and agen-
cy preemption of state laws. Last 
week, a Senate Judiciary Committee 
hearing looked at techniques that Fed-
eral agencies, including FDA, have re-
cently used to assert that agency 
rulemakings preempt state liability 
laws. The drug labeling provisions in 
today’s legislation include a rule of 
construction that makes clear that 
Congress does not intend to preempt 
state requirements regarding drug 
companies’ responsibilities. Rather, 
this legislation recognizes that State 
liability laws, including liability laws 
for improper drug labeling, play an es-
sential role in ensuring that drug prod-
ucts remain safe and effective for all 
Americans. 

The bill addresses two other issues of 
particular interest to me, new restric-
tions on conflicts of interest for FDA 
advisory committees and important 
provisions related to food safety. 

I have been troubled by the large 
number of waivers of conflicts-of-inter-
est rules that FDA issues to members 
of its advisory committees. The public 
depends on these committees to make 
independent assessments about the 
safety and effectiveness of drugs. In-
cluding members with financial con-
flicts can erode the public’s trust in 
the process. 

When the Senate debated this bill in 
May, I offered an amendment with Sen-
ator BINGAMAN that would have limited 
the number of waivers to one per advi-
sory committee meeting. While the 
amendment was defeated on a 47–47 
vote, the House included the language 
in its FDA bill. 
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The final bill includes a 25-percent 

reduction in waivers over the next 5 
years. I would have preferred more of a 
reduction, but this compromise moves 
us in the right direction and I com-
mend the conferees for addressing con-
cerns raised in both chambers around 
conflicts of interest. 

On the issue of food safety, I am 
happy to report that the bill includes 
food safety language that I originally 
offered on the floor of the Senate. The 
language passed on the Senate floor by 
a 94–0 vote. 

The language creates a new reporting 
requirement for food companies that 
determine there is a significant adul-
terated food product in their supply 
chain. Previously, companies consulted 
trade associations and attorneys to de-
termine when to report significant 
adulterations to the FDA. Uncertainty 
about reporting requirements and an 
incentive to keep products on store 
shelves resulted in uneven, delayed re-
porting of significant incidents to 
FDA. 

Under this new policy, companies 
will now be required to report these 
types of incidents to FDA within 24 
hours of determining the presence of 
such an adulteration. These reports 
will trigger an FDA review and, de-
pending on the findings of the review, 
FDA would then have the authority to 
require further action from the com-
pany, including an investigation, sub-
mission of additional information, and 
the sending of notifications to affected 
parties in the supply chain. Companies 
would be required to maintain records 
of reports and notifications for a period 
of 2 years. Failures to report incidents, 
falsify reports, or comply with follow- 
up FDA requirements would be subject 
to civil and criminal penalties. 

The effect of this language will be to 
involve Federal regulators in the re-
view process earlier, resulting in faster 
recalls, alerts, and notifications 
through the supply chain. Contami-
nated products will be tracked and re-
moved from the supply chain earlier 
and faster. Recalls will be more tar-
geted to specific lots and batches of 
contaminated products. We will mini-
mize some of the uncertainty around 
the extent of contaminations once they 
are discovered. 

This provision is an important step 
forward for food safety. 

In addition to this provision, the lan-
guage directs FDA to establish pet food 
ingredient, processing, and nutrition 
labeling standards. Previously, these 
standards were completely voluntary 
and did not carry the weight of law. 
This section also directs FDA to estab-
lish an early warning and surveillance 
system to identify pet food adultera-
tions and outbreaks of disease. In addi-
tion, the language directs FDA to im-
prove its outreach and coordination 
with professional associations, univer-
sities, and state and local authorities 
during recalls. The agency is also 
asked to enhance the display of recalls 
on its website. 

The bill directs FDA to strengthen 
its coordination with states to ensure 
the safety of fresh and processed 
produce and requires the Department 
of Health and Human Services to sub-
mit more detailed reports to Congress 
on the number of inspections con-
ducted each year and the number of 
violations and adulterants discovered 
through inspections. 

Lastly, it includes sense-of-Congress 
language that commits this Congress 
to working on comprehensive food safe-
ty reform. 

On that note, I want to emphasize 
one thing—the food safety provisions 
in this legislation are only the starting 
point for more comprehensive efforts 
to improve our Nation’s food safety 
system. 

For too long we have gone without 
updating the resources and authorities 
for our food safety efforts, and a broad 
coalition of stakeholders understands 
that our system is broken. We need to 
close the gaps in our current system. 

Several months ago, Robert 
Brackett, Director of the FDA’s food 
arm said this in response to the pet 
food recall, ‘‘These outbreaks point to 
a need to completely overhaul the way 
the agency does business. We have 
60,000 to 80,000 facilities that we’re re-
sponsible for in any given year. We 
have to get out of the 1950s paradigm.’’ 

Also in response to this recall, Dr. 
Stephen Sundlof, Director of the Cen-
ter for Veterinary Medicine of FDA, 
implied the same when he said, ‘‘We’re 
going to have to look at this after the 
dust settles and determine if there is 
something from a regulatory stand-
point that we could have done dif-
ferently to prevent this incident from 
occurring.’’ 

I agree with their sentiments and 
look forward to making more progress 
on the issue of food safety. 

I would like to thank my colleagues, 
Chairman KENNEDY and Senator ENZI, 
for their cooperation and willingness to 
work on this language. I would also 
like to highlight the efforts of the fol-
lowing members of their staffs: David 
Noll; Amy Muhlberg; David Dorsey; 
and David Bowen. I look forward to 
working with the Senate HELP Com-
mittee on future food safety efforts. I 
would also like to thank Senators HAR-
KIN, BROWN, HATCH, and CASEY for their 
assistance with this language. 

In particular, I also would like to 
thank Chairman KENNEDY and Senator 
ENZI for their extraordinary leadership 
and hard work on this overall bill. 

Mr. ALLARD. Mr. President, today I 
wish to speak on an issue that is weigh-
ing on the minds of many Members of 
this body, employees of the Federal 
Government, and patients in the 
United States. 

Many people working for the FDA 
are faced with the possibility of receiv-
ing a reduction in force notice if new 
user fee legislation is not passed quick-
ly. The FDA needs the necessary re-
sources so that they may approve drug 
applications within a timely manner. 

Being able to access new drugs can 
allow patients to live fuller lives, and 
in some cases, save them from death. 

I am frustrated by what I have seen 
as a desire to have a partisan debate on 
an issue of liability. We have been 
working for some time now on a bipar-
tisan level to ensure that we have a bill 
passed by Friday. We should not be 
throwing partisan politics into the de-
bate during the 11th hour. Because I 
am committed to working on a bipar-
tisan level, I continue to hope that we 
will have legislation passed to ensure 
that patients can get the drugs that 
they desperately need. 

Some believe that the Senate posi-
tion on liability may have favored the 
pharmaceutical companies. However, I 
am of the opinion that the House posi-
tion favored the trial lawyers. Should 
we make any changes we should also 
ensure that any labeling change au-
thority would not provide for an oppor-
tunity for partiality by the courts. I 
strongly believe that every individual 
should be allowed to argue equally for 
their particular case in court. 

Currently the FDA regulation allows 
for labeling changes by accepting sub-
missions from companies, and the com-
pany may make a label change. This is 
referred to as ‘‘changes being effected’’ 
or CBEs. A company also has the op-
portunity to discuss the change with 
the FDA before making a label change, 
since the regulations have a particular 
bound on what sort of changes can and 
cannot be made under this regulation. 

The current authority may not be 
adequate to deal with all cases in 
which a labeling change may be nec-
essary. An example that is referenced 
frequently deals with a Vioxx label 
change in which FDA had been talking 
to the company for 18 months. This sit-
uation has led to many pending suits 
related to Merck’s ‘‘failure to warn’’ 
people that the drug had some poten-
tial side effects. 

In the user fee reauthorizations this 
year both the House and Senate de-
cided to give FDA the authority to do 
an expedited labeling change provision. 
In addition to this new authority, the 
House and Senate language included 
provisions that made it clear that the 
‘‘changes being effected,’’ CBE, regula-
tions should still stand. However, the 
House and Senate took different 
stances as to how that additional infor-
mation or regulatory option should 
play out in court. 

The Senate-passed language, which 
was done on a bipartisan level, would 
have established a new labeling change 
process. This language would have also 
implied that if a company was already 
in discussions with the FDA about the 
labeling issue, and attempting to deter-
mine if the labeling change was nec-
essary, then a future lawsuit would 
have to argue how the company was 
acting in an improper way. In this situ-
ation, the FDA regulation would have 
‘‘occupied the field’’ with respect to li-
ability for failure to warn. 

The House-passed language would 
have the opposite effect. Essentially a 
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company would not be able to use the 
argument that they were in the midst 
of discussion with the FDA as a de-
fense. In my mind, the House language 
is a huge boon to trial lawyers. It also 
makes it harder for companies that are 
working in the best interest of the pa-
tient to prove that they are doing so. I 
have long been a supporter of reducing 
the opportunity for frivolous lawsuits, 
and in my mind the House language in-
creases this. 

I would even be happy dropping both 
the House and Senate language regard-
ing liability. This would leave a situa-
tion in which either side would be on 
an equal playing field to argue a case 
on failure to warn. This situation 
would allow suits to be determined on 
a case-by-case basis. Congress would 
not be weighing in one way or the 
other. 

The legislation that is expected to 
pass uses the House language on liabil-
ity. It provides a source for bias in the 
courts and opens the floodgates for 
frivolous lawsuits. This is a definite 
boon for trial lawyers. 

As with many other instances in 
which Congress has addressed the de-
mands of trial lawyers, I am not will-
ing to risk the livelihood of the em-
ployees at the FDA or the health of my 
constituents who rely on the drug ap-
plications approved by the FDA. I will 
not hold up the legislation, but I want-
ed to take this opportunity to express 
my dismay at the partisan way that 
the liability issue was addressed. 

Mr. DODD. Mr. President, I rise 
today to voice my support for H.R. 
3580, the FDA Amendments Act of 2007. 
H.R. 3580 contains two bills which I au-
thored, the Best Pharmaceuticals for 
Children Amendments of 2007 and the 
Pediatric Medical Device Safety and 
Improvement Act of 2007. I believe 
these bills will go a long way toward 
improving the health and safety our 
Nation’s children. The bill will also 
make important changes to our Na-
tion’s drug safety system so that the 
FDA has clear authority backed up by 
new enforcement tools to ensure the 
safety of prescription drugs once they 
are on the market. 

As the original author of BPCA in 
1997 and its two subsequent reauthor-
izations, I am proud to say that no 
other program in history has done 
more to spur research and generate 
critical information about the use of 
prescription drugs in children than this 
one. In 10 years, nearly 800 studies in-
volving more than 45,000 children in 
clinical trials have been completed due 
to BPCA. Useful new pediatric informa-
tion is now part of product labeling for 
more than 119 drugs. In sum, there has 
been a twentyfold increase in the num-
ber of drugs studied in infants, chil-
dren, and adolescents as a result of 
BPCA since its enactment. 

Ten years ago when Senator Mike 
DeWine and I undertook this effort, 
only 11 drugs on the market that were 
being used in children had actually 
been tested and studied for their use. 

Prior to the enactment of BPCA 10 
years ago, pediatricians were essen-
tially flying blind because they lacked 
information regarding the safety and 
effectiveness of drugs they were pre-
scribing for children. But it was chil-
dren who suffered the most from tak-
ing drugs where so little was known 
about their effects. 

With BPCA, we have changed the 
landscape both for drug companies and 
the FDA with respect to prescription 
drugs and children. However, we still 
have much further to go because even 
with the progress we have made so far, 
still less than half of all drugs being 
used in children have been studied for 
their use. H.R. 3580 makes several key 
improvements to BPCA that will better 
inform parents, pediatricians, and the 
public about the safety and effective-
ness of drugs used in children. For in-
stance, H.R. 3580 will improve trans-
parency and accountability by making 
written requests for pediatric studies 
public and it will improve the accuracy 
and speed of labeling changes as a re-
sult of BPCA studies. 

However, H.R. 3580 represents a real 
missed opportunity to inject a measure 
of rationality into this program to en-
sure that it will continue to thrive well 
into the future. H.R. 3580 dropped a 
Democratic compromise provision re-
ducing the length of pediatric exclu-
sivity from the current 6 months to 4.5 
months only for blockbuster drugs, 
drugs with annual sales exceeding $1 
billion. Five years ago and again re-
cently, my colleagues on both sides of 
the Capitol dome have criticized this 
program over the 6-month length of the 
exclusivity that may be granted if the 
FDA believes a drug company success-
fully completed the pediatric studies it 
requested of them. 

Most recently, data released by re-
searchers at Duke University show 
that some companies receive as much 
as 73 times the amount they spent to 
conduct the pediatric trial under the 6 
months of exclusivity. BPCA has al-
ways been about balancing the needs of 
children with the cost to consumers. 
That is why I strongly supported the 
provision I authored in the Senate bill, 
S. 1082, which reduced the length of ex-
clusivity to 3 months for blockbuster 
drugs. 

I was proud to have brokered a com-
promise between the House and Senate 
of 4.5 months for blockbuster drugs be-
cause this agreement was the right pol-
icy. But I am profoundly disappointed 
that the decision was made to drop this 
compromise. When my colleagues seek 
to make similar changes to the length 
of exclusivity in 5 years, I believe that 
the deal the House and Senate cut in 
H.R. 3580 will only make doing so more 
difficult. 

I must also express my strong dis-
appointment that the final bill inserts 
a 5-year sunset on the Pediatric Re-
search Equity Act. As an original co-
sponsor of the reauthorization of PREA 
and a long-standing supporter of ensur-
ing FDA has the authority to require 

pediatric studies of drugs in certain 
circumstances, there should be no expi-
ration date on FDA’s authority to en-
sure the safety of drugs in children. 

The interplay between BPCA and 
PREA is changed slightly in H.R. 3580 
from the Senate-passed bill. It is my 
understanding that H.R. 3580 will not 
delay the FDA’s ability to utilize 
PREA’s authority to require a pedi-
atric assessment of new drugs that 
have not yet been approved should a 
company decline a written request 
under BPCA for such drug. 

Similarly, an exhaustion provision 
was retained in BPCA that would allow 
the Secretary to take up to 30 days to 
certify in the affirmative that the 
Foundation for the National Institutes 
of Health has sufficient funding to ini-
tiate and fund all studies in a declined 
written request before determining 
whether an assessment under PREA 
can be required. Although the Sec-
retary may take up to 30 days to make 
such a certification, the Secretary need 
not impose any delay before deter-
mining whether an assessment under 
PREA is warranted. As the Govern-
ment Accountability Office found in its 
March 2007 report on BPCA, contribu-
tions to the Foundation for the Na-
tional Institutes of Health by the drug 
industry totaled a mere $4 million 
since 2002. While I hope contributions 
to the foundation will improve signifi-
cantly, there should be no unnecessary 
delays when it comes to important 
safety information about medications 
prescribed to our children. 

Mr. President, BPCA has shown us 
that it is unsafe to simply treat chil-
dren as small adults. Children face a 
similar inequity with respect to med-
ical devices. Far too few medical de-
vices are specifically designed for chil-
dren’s small and growing bodies. Ex-
perts say that the development of chil-
dren’s medical devices lags 5 to 10 
years behind that of adults. That is 
largely due to the limited size of the 
market for pediatric devices. 

When a medical device suitable for a 
child is needed to save that child’s life 
but it does not exist, doctors are often 
forced to ‘‘jury-rig’’ adult versions of 
the device or, in some cases, perform a 
riskier surgery on the child. Ventilator 
masks, for instance, are far too large 
to fit over a baby’s mouth. Often, the 
only alternative is to run an invasive 
tube down the baby’s throat. 

Because of what we witnessed over 
the past 10 years with the market in-
centives provided under BPCA, I intro-
duced an initiative, the Pediatric Med-
ical Device Safety and Improvement 
Act, to create similar incentives for de-
vice manufacturers. I am pleased that 
this legislation is contained within 
H.R. 3580 and I believe it will produce 
tremendous improvements in chil-
dren’s health. 

This legislation streamlines the ap-
proval process for cutting-edge tech-
nology and establishes grants for 
matchmaking between inventors and 
manufacturers and the Federal Govern-
ment. It is my hope that the FDA will 
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utilize its Office of Orphan Products 
Development to administer these 
matchmaking demonstration grants. 

Balancing safety with reasonable in-
centives, this legislation closely mir-
rors recommendations made by the 
IOM in its 2005 report on pediatric med-
ical device safety to improve the seri-
ous flaws in the current postmarket 
safety surveillance of these devices. 
Specifically, the IOM called for and the 
legislation allows the FDA to require 
postmarket studies as a condition of 
clearance or approval for certain cat-
egories of devices and it gives the FDA 
the ability to require studies longer 
than 3 years with respect to a device 
that is to have significant use in pedi-
atric populations if such studies would 
be necessary to address longer-term pe-
diatric questions, such as the impact 
on growth and development. This pro-
vision should not be seen to encourage 
or promote off-label pediatric use of de-
vices that have been cleared or ap-
proved for adult use but for which 
there is no or limited safety and effec-
tiveness data concerning uses in chil-
dren. 

H.R. 3580 will also go a long way to-
ward restoring the public’s confidence 
in the FDA to protect them against 
harmful prescription drugs and foods. 
For too long, the FDA has lacked the 
clear authority to require labeling 
changes when new safety information 
about a drug arises. H.R. 3580 will 
change that. 

For too long, the pressure on FDA to 
approve drugs has outweighed the ne-
cessity to have a systemic, unbiased re-
view of the post-market safety of drugs 
whereby the FDA can take swift action 
should new safety information arise. I 
am pleased that the drug safety provi-
sions of H.R. 3580 will require contain 
requirements that the FDA’s office re-
sponsible for post-market safety of 
drugs have equal footing with the of-
fice responsible for reviewing drugs. 

As the author of S. 467, the Fair Ac-
cess to Clinical Trials Act, I am 
pleased that H.R. 3580 contains many 
major improvements to the clinical 
trials provisions. Physicians, research-
ers, and the public will now have access 
to a clinical trials registry with infor-
mation on results, making it tougher 
for companies to hide or skew undesir-
able clinical trial results data. 

I would like to thank Chairman KEN-
NEDY for his leadership on this bill and 
his willingness to work so closely with 
me to improve children’s health. I 
would also like to recognize the many 
staff who put in long hours and week-
ends working on this legislation. In 
particular, I would like to commend 
Tamar Magarik and Jeremy Sharp, of 
my staff, who worked extensively on 
this bill. 

Mr. President, the past several years 
have been marked with major drug 
controversies—Vioxx, Ketek, Avan-
dia—with millions of families affected. 
The public deserves better. The mission 
of the FDA, to protect the public 
health by assuring the safety, efficacy, 

and security of human and veterinary 
drugs, must be restored. H.R. 3580 pro-
vides the necessary reforms to restore 
the FDA as the gold standard for assur-
ing the safety of the public for many 
years to come. 

Mr. BURR. Mr. President, I stand 
here with a heavy heart. Congress had 
the chance to reauthorize many impor-
tant programs at the Food and Drug 
Administration and pass a targeted 
drug safety bill. Instead, we are passing 
a massive bill that triples FDA regula-
tion and responsibility, puts clinical 
data out in the general domain that 
may be misleading to patients, and 
contains conflict of interest language 
that could harm participation on the 
FDA’s advisory committees—a key 
part of the drug approval process. 

I will start with a good part of the 
bill. This bill reauthorizes many im-
portant programs at the FDA, includ-
ing the pediatric exclusivity program. 
The Best Pharmaceuticals for Children 
Act was originally enacted as part of 
the Food and Drug Administration 
Modernization Act in 1997, legislation I 
sponsored on the House side and was 
reauthorized in 2002. The goal of BPCA 
is to encourage the study of more drugs 
in the pediatric population. BPCA pro-
vides that incentive by giving drug 
companies an additional six months of 
market exclusivity to a product, or pe-
diatric exclusivity, in exchange for 
conducting voluntary studies of pre-
scription drugs on children. 

Since its enactment, BPCA has been 
viewed as a highly successful program 
and has produced at least 132 com-
pleted studies, leading to approxi-
mately 120 pediatric label changes. Ac-
cording to the most recent General Ac-
countability Office study on BPCA, 
issued March 22, 2007, prior to enact-
ment of the Food and Drug Adminis-
tration Modernization Act few drugs 
were studied for pediatric use. As a re-
sult, there was a lack of information 
on optimal dosage, possible side ef-
fects, and the effectiveness of drugs for 
pediatric use. Almost all the drugs— 
about 87 percent—that have been 
granted pediatric exclusivity under 
BPCA have had important labeling 
changes as a result of pediatric drug 
studies conducted under BPCA. Exclu-
sivity is working. 

Senator DODD tried to change the 
Best Pharmaceutical for Children Act 
by decreasing the exclusivity for some 
drugs. At a Health, Education, Labor, 
and Pension Committee hearing, wit-
nesses expressed concern about Senator 
DODD’s idea and speculated whether it 
would decrease the number of drugs 
studied for pediatric indications. I am 
pleased that the final bill does not in-
clude that misguided change to the pe-
diatric program. 

From the beginning of the HELP 
Committee’s consideration of the drug 
safety issue I recognized the need to 
clarify existing authority or provide 
the FDA with a few new authorities in 
order to improve the interaction be-
tween the FDA and drug companies on 

safety issues. It was clear that labeling 
changes and clinical trials and studies 
were two key areas in which Congress 
should act. 

To that end, I offered an amendment 
during the committee markup that 
provided the Secretary with additional 
authority and control over a drug or 
biological product’s approved labeling, 
including the authority to require the 
holder of an approved application to 
make safety-related changes following 
an accelerated labeling review process. 
Under the new procedures added by my 
language, if either the Secretary or the 
holder of an approved application be-
came aware of ‘‘new safety informa-
tion’’ that the party believed should be 
included in the labeling, the other 
party should be notified promptly, and 
discussions should be initiated regard-
ing whether a labeling change is needed 
and, if so, the content of any such la-
beling change. 

That construct made sense to me and 
it made sense to Chairman KENNEDY 
who passed the amendment by unani-
mous consent. Given that current prac-
tice today is for a company to call the 
FDA when they become aware of new 
safety information, I thought it was a 
good idea to put current practice into 
statutory law. I want companies and 
the FDA to talk to each other about 
drug safety issues. 

I support the safety labeling lan-
guage in H.R. 3580, which reinforces the 
FDA’s broad authority over prescrip-
tion drug labels. These provisions allow 
the FDA to mandate changes to a 
drug’s approved labeling whenever the 
FDA becomes aware of new safety in-
formation that it believes should be 
communicated in the labeling. Al-
though the FDA already has broad au-
thority over drug labeling and must ap-
prove all but the most minor labeling 
changes, this provision will enhance 
FDA’s authority and help to ensure 
that labeling changes are made expedi-
tiously using a process that facilitates 
dialogue between the drug company 
and the FDA. FDA has comprehensive 
authority over the regulation of drug 
products, particularly drug labeling, 
and this provision further accomplishes 
that goal. 

As I said earlier, I have three main 
concerns with H.R. 3580. First, the bill 
is a complex web of regulation. It is 
going to take months, if not years, for 
drug companies and the FDA to under-
stand all of the new regulations. I sup-
ported improving the FDA’s authority 
in two areas: safety labeling changes, 
and clinical studies and trials. This bill 
goes far beyond those two areas and 
sets up a structure called REMS—Risk 
Evaluation and Mitigation Strategy. 
The REMS does not add any significant 
new authority. The FDA currently uses 
Risk Maps which do the same things as 
REMS. Now Risk Map regulations, 
which have never been studied for their 
effectiveness, are becoming law. It 
means more paperwork, deadlines, and 
checkpoints for drug companies, with 
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no guarantee that it will improve pa-
tient safety. I do not support regula-
tion for the sake of regulation. 

Second, H.R. 3580 expands the scope 
of the Government’s current clinical 
trials website, www.clinicaltrials.gov, 
and adds clinical trial results. I under-
stand the desire of some members to 
make clinical trials transparent and 
the desire of scientists to have as much 
access as possible to clinical trial data. 
But I am very concerned that average 
citizens will not understand all of the 
complex scientific information being 
presented to them and instead of talk-
ing to their physicians to understand 
the data about adverse events, primary 
and secondary outcomes, and baselines, 
they will instead avoid taking drugs 
that could make them feel better or 
save their lives. I hope that the Na-
tional Institutes of Health and the 
Food and Drug Administration are 
very careful while implementing this 
title of H.R. 3580. If expanded improp-
erly, clinicaltrials.gov will frighten 
people, not educate and assist them. 

Third, this legislation changes the 
FDA process for granting waivers for 
participation on advisory committees. 
The FDA has 23 advisory committees 
that meet to discuss applications pend-
ing before the FDA and other issues. 
Currently, only four of those advisory 
committees have complete member-
ship. Serving on an advisory com-
mittee is not a glamorous job, even 
though we rely on those committees to 
guide the FDA’s approval and regu-
latory processes. Understandably, sci-
entists that serve on the committees 
have more to gain from doing their re-
search and making tenure, than work-
ing part-time for the Government. 
Given all of those issues, instead of cre-
ating incentives to work on the com-
mittees, this legislation makes it more 
burdensome and complex. People have 
expressed concern about biased com-
mittee members, but the facts dem-
onstrate that the FDA is quite vigilant 
about screening individuals to serve on 
the committees. And the FDA has been 
working on new regulations to 
strengthen the screening process even 
more. I hope that we do not see a slow-
down in the drug approval process due 
to an inability to fill the membership 
of advisory committees. 

Senator BROWN and I also worked on 
language that would help bring new 
antibiotics and generic versions of old 
antibiotics to market. At the last 
minute, that language was stripped out 
of the House bill in order to pay for a 
half month of pediatric exclusivity. I 
hope that Representatives DINGELL and 
BARTON hold to their promise of mov-
ing that antibiotics legislation in the 
near future. 

Overall, I am disappointed that nec-
essary FDA reauthorizations became 
vehicles for legislation that need more 
work, are overly broad, and will weigh 
down the FDA at a time when we need 
to be helping, not hurting, the FDA. 

Mr. COBURN. Mr. President, today 
the full Senate will probably agree to 

legislation—H.R. 3580, the Food and 
Drug Administration Amendments Act 
of 2007—that constitutes a massive 
overhaul and expansion of the Food 
and Drug Administration’s authorities. 
Up until a couple days ago, deter-
mining the scope and details of the bill 
was an open and bipartisan process. 
Unfortunately, all of that changed at 
the eleventh hour and we were locked 
out of discussions to determine what a 
final product would look like. Now we 
are forced to either accept what we do 
not fully agree with or cause thousands 
of FDA employees to lose their jobs. 
This is not the way to ensure that we 
‘‘get it right’’ with drug safety. 

While this bill achieves the impor-
tant and necessary objectives of reau-
thorizing the Pediatric Research Eq-
uity Act, the Best Pharmaceuticals for 
Children Act, the Pediatric Medical 
Device Safety and Improvement Act, 
the Prescription Drug User Fee Amend-
ments, the Medical Device User Fee 
Amendments, and establishing a sci-
entifically-based surveillance system 
for drug safety risks. There was still 
important work to be done to complete 
a bipartisan product. Because of unfair 
Democratic Majority tactics I and my 
colleagues have no opportunity to fur-
ther amend and perfect this legislation. 

Furthermore, I am frustrated that 
certain important provisions were re-
moved from the final language of the 
bill at the last minute. We lost a provi-
sion to provide incentives for devel-
oping new antibiotics—a disastrous de-
cision at a time when we are seeing a 
huge rise of antibiotic resistance in 
this country. Last minute negotiators 
also refused to recognize that patients 
desiring marijuana for medical pur-
poses deserve to know critical informa-
tion about whether or not marijuana 
can be safely used. Finally, the final 
bill did not contain an important Sen-
ate-passed resolution to protect Amer-
ican pharmaceutical companies’ intel-
lectual property rights around the 
globe. 

This legislation is a very delicate 
balancing act. No drug is completely 
safe—otherwise a doctor’s prescription 
wouldn’t be needed—but we do have to 
ensure that lifesaving medicines are 
able to get to patients. New authorities 
in the area of Risk Evaluation and 
Mitigation Strategies, REMS, labeling, 
and postmarket commitments should 
not be taken lightly. These new au-
thorities we are giving the FDA need 
to be used based on a measured assess-
ment of risk vs. benefit in the intended 
patient population. For instance, label-
ing changes should only be undertaken 
when reliable data clearly shows safety 
problems that are not already reflected 
in the drug’s label. If that data happens 
to come from a third party unknown to 
the application holder they should 
have the opportunity to review it along 
with the Agency so that appropriate la-
beling changes can be made based on 
sound science. 

Another new authority granted to 
the FDA in a REMS is possible restric-

tions on distribution and use. If used, 
this restriction has the potential to 
impede patient access to important 
therapies and therefore should not be 
imposed where less burdensome ap-
proaches are available. This concept of 
a ‘‘less burdensome approach’’ is an im-
portant one and it is essential that 
product manufacturers have the oppor-
tunity to present alternative proposals 
to the Agency that would accomplish 
the goal of safety without imposing un-
duly restrictive actions to products 
and ultimately to patients. This legis-
lation establishes that the FDA will 
not limit or restrict distribution or use 
unless a drug has been shown to actu-
ally cause an adverse event. We abso-
lutely need FDA to have all the tools 
necessary to ensure the safety and effi-
cacy of drugs, but doctors need tools as 
well, and one of those important tools 
is new drugs on the market. I appre-
ciate the significant changes that were 
made in this language of the bill be-
tween Senate HELP Committee mark-
up and full Senate consideration. These 
improvements remain in the final bill 
and are critical to ensure that physi-
cians—not the FDA—can make risk/ 
benefit decisions with their patients. 

This bill ensures that the FDA has 
broad and exhaustive authorities to 
make sure that drug companies are 
doing the right and scientifically-justi-
fied thing when it comes to drug safety 
and the labeling of their drugs. This 
authority is placed rightly in the hands 
of highly-trained scientists at the 
FDA. It is clear that Congress relies on 
the scientists at the FDA to assess 
safety risks and drug labeling and this 
should be squarely and solely the 
FDA’s role—that is why we have spent 
months and months trying to get this 
issue of drug safety right. The newly 
expanded role of the FDA does and 
should preempt State law when it 
comes to drug safety and labeling. In 
order to ensure scientific drug safety 
the last thing that we need is the regu-
latory nightmare of every State court 
being a mini-FDA. 

Let me be clear, the FDA is the ex-
pert Federal agency charged by Con-
gress with ensuring that drugs are safe 
and effective and that product labeling 
is truthful and not misleading. Appro-
priate preemption of State jurisdiction 
includes not only claims against manu-
facturers, but also against health care 
practitioners for claims related to dis-
semination of risk information to pa-
tients beyond what is included in the 
labeling. 

Product liability lawsuits have di-
rectly threatened the FDA’s ability to 
regulate manufacturer dissemination 
of risk information for prescription 
drugs. I note a recent case in Cali-
fornia, Dowhal v. SmithKline Beecham, 
where trial lawyers tried to assert that 
a drug company had failed to warn con-
sumers that nicotine-replacement 
products allegedly cause birth de-
fects—even though there wasn’t sci-
entific evidence to back that up. In 
this case, the FDA had previously told 
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SmithKline Beecham that they should 
not include such an unscientific warn-
ing in its label because it would clutter 
up the label’s warnings that actually 
were scientifically justified. A Cali-
fornia court asserted that more warn-
ings were always better. Subsequently, 
that assertion was overruled unani-
mously by the California Supreme 
Court as the FDA again asserted that 
its scientific judgment should prevail. 
The case was not properly before the 
court by operation of the doctrine of 
primary jurisdiction. Unless State law 
is preempted in this area, State law ac-
tions can conflict with the FDA’s in-
terpretations and frustrate the FDA’s 
implementation of its statutory and 
scientific mandate. 

Should the FDA’s scientific judgment 
on drug safety and labeling be set 
aside, we would risk eroding and dis-
rupting the truthful representation of 
benefits and risks that medical profes-
sionals need to make decisions about 
drug use. As a physician, I know that 
exaggeration of risk can discourage the 
important and right use of a clinically 
therapeutic drug. Superfluous liability 
concerns can create pressure on manu-
facturers to expand labeling warnings 
to include merely speculative risks and 
limit physician appreciation of poten-
tially far more significant contra-
indications and side effects. 

I note that the FDA has previously 
stated that ‘‘labeling that includes the-
oretical hazards that are not well 
grounded in scientific evidence can 
cause meaningful risk information to 
‘lose its significance.’ Overwarning, 
just like underwarning, can similarly 
have a negative effect on patient safety 
and public health.’’ In this bill, we 
have created a clear labeling pathway 
between the FDA and a drug sponsor in 
this bill to ensure that consumers get 
scientifically accurate and appropriate 
warning of drug safety risks. 

Furthermore, if not preempted in 
drug safety information and labeling, 
State law could conflict with achieving 
the full objectives of Federal law if it 
precludes a firm from including certain 
labeling information. If a manufac-
turer then complies with State law, the 
firm would be omitting a statement re-
quired under § 201.100(c)(1) as a condi-
tion on the exemption from the re-
quirement of adequate directions for 
use, and the omission would misbrand 
the drug under 21 U.S.C. 352(f)(1). The 
drug might also be misbranded on the 
ground that the omission is material 
within the meaning of 21 U.S.C. 321(n) 
and makes the labeling or advertising 
misleading under 21 U.S.C. 352(a) or (n). 

While it is true that a manufacturer 
may, under FDA regulations, strength-
en a labeling warning on its own, it is 
important to understand that in prac-
tice manufacturers typically consult 
with FDA before doing so. Otherwise 
they could risk enforcement action if 
the FDA ends up disagreeing. 

Some misunderstand the FDA’s la-
beling requirements to be a minimum 
safety standard and have used State 

law to force manufacturers to supple-
ment safety regulation beyond that re-
quired by FDA. I want to be clear that 
the FDA’s labeling requirements estab-
lish both a ‘‘floor’’ and a ‘‘ceiling.’’ 
Therefore, risk information beyond 
what is required by the FDA could be 
considered unsubstantiated or other-
wise false or misleading. Given the 
comprehensiveness of FDA regulation 
of drug safety, effectiveness, and label-
ing additional requirements for the dis-
closure of risk information are not nec-
essarily more protective of patients. 

Finally, I want to specifically com-
ment on language in H.R. 3580 that in-
cludes a new mechanism to further en-
courage the timely and accurate com-
munication of new safety information 
on prescription drug labels. That mech-
anism reiterates the FDA’s primacy in 
determining the content of prescrip-
tion drug labeling, including through 
the new power to command a safety la-
beling change. New section 505(o)(4)(I) 
also makes clear that this enhanced 
safety labeling mechanism does not af-
fect the obligation of a company to 
maintain a drug product’s labeling in 
accordance with FDA’s regulations, in-
cluding 21 C.F.R. § 314.70. This provision 
is meant to confirm the basic obliga-
tion of a drug’s sponsor to propose—or, 
in some cases, make—changes to the 
approved labeling to reflect changes in 
the conditions established in the ap-
proved application and/or new informa-
tion. Nothing in this rule of construc-
tion changes that obligation or FDA’s 
ultimate authority over drug labeling; 
nor is it intended to change the legal 
landscape in this area. That is because 
there is an overriding Federal interest 
in ensuring that the FDA, as the public 
health body charged with making these 
complex and difficult scientific judg-
ments, be the ultimate arbiter of how 
safety information is conveyed. In this 
manner, there can be confidence that 
uniform drug labeling conveys clear, 
consistent, and scientifically justified 
safety and medical information. 

In fact, the courts have repeatedly 
upheld FDA’s supremacy over prescrip-
tion drug labeling in cases brought 
under State law. Nearly 20 years ago, 
the U.S. Court of Appeals for the Fifth 
Circuit emphasized that ‘‘. . . manufac-
turers cannot change the language in 
the product insert without FDA ap-
proval,’’ and accordingly ‘‘[i]t would be 
patently inconsistent for a state then 
to hold the manufacturer liable for in-
cluding that precise warning when the 
manufacturer would otherwise be liable 
for not including it.’’ Hurley v. Lederle 
Labs. Div. of Am. Cyanamid Co., 863 F.2d 
1173, 1179 (5th Cir. 1989). As a more re-
cent Court expressed this bedrock prin-
ciple, allowing a State to decide what 
warnings are appropriate, and thus po-
tentially subject companies to liability 
for otherwise FDA-approved labeling, 
would upset the careful benefit-risk 
balance that FDA has struck in ap-
proving a product for market, and 
doing so would ‘‘undermine FDA’s au-
thority to protect the public health 

through enforcement of the prohibition 
against false and misleading labeling of 
drug products in the Federal Food, 
Drug and Cosmetic Act.’’ Sykes v. 
Glaxo-SmithKine, 484 F. Supp. 2d. 289, 
312 (E.D. Pa. 2007) (internal quotation 
omitted) . 

CITIZENS’ PETITIONS 
Mr. HATCH. Mr. President, I wish to 

take this opportunity to clarify one 
issue related to the language on citi-
zens’ petitions and petitions for stay of 
agency action which is included in 
FDARA. As my colleagues are aware, I 
was a cosponsor of the citizens’ peti-
tion amendment included in the Sen-
ate-passed bill, and I was pleased to 
work closely with my colleagues in the 
Senate—Senators KENNEDY, ENZI, 
BROWN, STABENOW, LOTT and THUNE to 
develop an acceptable compromise with 
the House. I understand the impor-
tance of making certain that generic 
drug approvals are not delayed unnec-
essarily, which is the intent of this 
amendment. 

Mr. KENNEDY. Indeed, that was an 
important objective of the Food and 
Drug Administration Amendments Act, 
and I agree the citizens’ petition lan-
guage is an integral part of the final 
legislative effort. 

Mr. HATCH. As my colleagues are 
aware, we had a number of discussions 
about this provision, and one issue we 
worked hard to balance was the need 
for the Food and Drug Administration 
to have adequate time to review any 
meritorious issues raised by a peti-
tioner against the importance of not 
holding up the Abbreviated New Drug 
Applications—or ANDAs—or applica-
tions submitted under section 505(b)(2) 
of the Federal Food, Drug and Cos-
metic Act. Our colleagues, Senators 
BROWN and STABENOW, were particu-
larly forceful in their arguments that 
there should be a deadline for FDA ac-
tion on a petition, but that the agency 
could have the ability to delay review 
of an application if it found that the 
petition raised a legitimate public 
health issue. 

My concern, which I want to discuss 
with the chairman, goes to the discus-
sions we had about the operation of 
that language. In particular, I want to 
discuss the ability of the agency to 
conserve its resources and not waste 
time acting on petitions that do not 
merit review. Indeed, the concept we 
discussed over the course of many days 
was that the agency would have the 
ability to deny a petition or a supple-
ment if the petition were based on 
meritless or frivolous issues. We all 
recognized, however, that defining 
‘‘meritless’’ and ‘‘frivolous’’ is impre-
cise at best. So, the final language con-
tained in the bill we consider today 
says that the agency may deny a peti-
tion at any point if the Secretary de-
termines that it was submitted ‘‘with 
the primary purpose of delaying the ap-
proval of an application and the peti-
tion does not on its face raise valid sci-
entific or regulatory issues . . .’’ 

MR. KENNEDY. The Senator from 
Utah is correct. 

VerDate Mar 15 2010 22:19 Mar 13, 2014 Jkt 081600 PO 00000 Frm 00066 Fmt 0624 Sfmt 0634 E:\2007SENATE\S20SE7.REC S20SE7m
m

ah
er

 o
n 

D
S

K
C

G
S

P
4G

1 
w

ith
 S

O
C

IA
LS

E
C

U
R

IT
Y



CONGRESSIONAL RECORD — SENATE S11841 September 20, 2007 
Mr. HATCH. One concern that I 

raised, which we all agreed would have 
been included in the conference report 
language had we filed such a report was 
a clarification about the meaning of 
‘‘scientific or regulatory issues.’’ It 
was our agreement during negotiations 
on FDARA about what is perhaps an 
obvious point: if the law requires a 
delay in approval of an ANDA or 
505(b)(2) application, for example be-
cause of a patent or an exclusivity, this 
new provision will not change that re-
quired legal result. The law is the law, 
and its effect should not depend on 
whether or not it was brought up in a 
petition to FDA. I would appreciate the 
chairman clarifying if that was the 
agreement we had. 

Mr. KENNEDY. I do agree. Let us be 
clear: The citizen petition provision is 
designed to address attempts to derail 
generic drug approvals. Those at-
tempts, when successful, hurt con-
sumers and the public health. The cit-
izen petition provisions are not in-
tended to alter laws not amended by 
the provision. I thank the Senator. 

MEDICARE CLAIMS DATA 
Mr. BAUCUS. Mr. President, today 

we have before us an important piece of 
legislation, the FDA Amendments Act 
of 2007. It has come to my attention 
that this bill includes a section that 
makes an effort to authorize the FDA 
to use and release Medicare claims 
data for use in postmarket surveillance 
of drugs approved by the FDA. I fully 
support the goal of making drugs safer 
for all Americans. 

As chairman of the Finance Com-
mittee, however, I am obligated to 
point out that any use of Medicare 
data is exclusively governed by title 
XVIII of the Social Security Act, and 
that the Finance Committee has exclu-
sive jurisdiction over title XVIII. I 
would ask the distinguished chairman 
of the Health, Education, Labor and 
Pensions Committee, Senator KEN-
NEDY, to acknowledge that the Senate 
Finance Committee has sole jurisdic-
tion over Medicare data and title XVIII 
of the Social Security Act and ask that 
he endeavor to consult us on matters 
before the HELP Committee that touch 
on the Senate Finance Committee’s ju-
risdiction. I make the same commit-
ment to him that he makes to me: I 
will commit to consult on matters be-
fore the Finance Committee that touch 
on the Senate HELP Committee’s ju-
risdiction. 

To avoid unnecessary confusion as to 
the jurisdiction of the Finance Com-
mittee or further delay in the consider-
ation of this important conference 
agreement, I would agree to accommo-
date your request to withhold any ob-
jection to the Senate’s consideration of 
it with the acknowledgement that the 
release and use of Medicare data are 
governed by title XVIII of the Social 
Security Act and are under the exclu-
sive jurisdiction of the Finance Com-
mittee. This does not represent any 
waiver of jurisdiction on the part of 
the Finance Committee on this subject. 

I would ask the chairman of the 
HELP Committee, Senator KENNEDY, 
whether he would agree to this request. 

Mr. KENNEDY. It is a great pleasure 
to work with my distinguished col-
leagues from the Finance Committee 
on this reauthorization of important 
programs at the FDA. I know they 
have a deep interest in seeing that the 
medicines that Americans take are 
safe and effective. 

Senator BAUCUS and Senator GRASS-
LEY have rightly raised a question re-
garding the interpretation of section 
905 of this bill. Section 905 adds a new 
paragraph (3) to section 505(k) of the 
Federal Food, Drug and Cosmetic Act. 
This new paragraph establishes a sys-
tem for FDA to query databases re-
garding information that may help de-
tect adverse drug effects. It is essential 
to detect drug safety problems early, 
so that they may be corrected before 
people are hurt and an electronic drug 
safety system is one important tool for 
doing so. 

The Medicare claims database is list-
ed as one of several possible sources of 
data in section 505(k)(3)(C)(i)(III)(aa). I 
want to assure my friends from Mon-
tana and Iowa that our intent is that 
Medicare’s participation will be deter-
mined by provisions of the Social Secu-
rity Act, over which the Finance Com-
mittee has exclusive jurisdiction. 
Nothing in this section is intended to 
infringe on that jurisdiction or to in 
any way preempt the ability of the Fi-
nance committee to act to specify the 
participation or nonparticipation of 
the Medicare claims data base in the 
system established under section 905. 

The matter before the Senate amends 
the Federal Food, Drug and Cosmetic 
Act. The section to which you have 
raised concerns authorizes use of Medi-
care data ‘‘as available.’’ I acknowl-
edge that under current law, that is 
not possible. 

Mr. BAUCUS. I thank the chairman. 
I intend to continue working with my 
good friend Senator GRASSLEY to ad-
dress the release and use of Medicare 
data by Federal health agencies and 
private researchers soon through legis-
lation written by the Finance Com-
mittee. 

Mr. GRASSLEY. I agree with my col-
league, Senator BAUCUS. I have been 
working a long time on legislation to 
permit the use of Medicare data to im-
prove drug safety. After all this is 
some of the best and most complete 
data available. In fact, Senator BAUCUS 
and I joined together to introduce leg-
islation to accomplish just that during 
the 109th Congress, S. 3987, the Medi-
care Data Access and Research Act, 
and this Congress, S. 1507, the Access 
to Medicare Data Act of 2007. Improv-
ing drug safety is a top priority of 
mine and the appropriate use of Medi-
care data will likely enhance drug safe-
ty. That will benefit all Americans. I 
look forward to completing our goals 
for Medicare data later this year and 
including this on legislation within the 
purview of the Finance Committee. We 

intend to clarify how Federal health 
agencies may use and release Medicare 
data and make the appropriate amend-
ments in the Social Security Act. At 
that point, it will be important that 
the use of Medicare data be appro-
priately tied into the drug safety provi-
sions of the FDA bill under consider-
ation today. We would hope that our 
colleague, Senator KENNEDY, would 
agree to make conforming amendments 
to the Federal Food, Drug and Cos-
metic Act as needed to make FDA law 
consistent with appropriate Medicare 
law. 

Mr. KENNEDY. I appreciate that 
conforming amendments in the Federal 
Food, Drug and Cosmetic Act may be 
necessary as you point out. I agree to 
work with the Senator in the future on 
this issue. 

Mr. KENNEDY. Mr. President, I ask 
unanimous consent that the bill be 
read a third time, passed, the motion 
to reconsider be laid upon the table, 
and that any statements relating to 
the bill be printed in the RECORD, with-
out further intervening action or de-
bate. 

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

The bill (H.R. 3580) was ordered to a 
third reading, was read the third time, 
and passed. 

Mr. KENNEDY. Mr. President, the 
New England Journal of Medicine, 
which is probably the most distin-
guished medical journal in not only 
this country, probably in the world, 
has made the comment that this legis-
lation is the greatest progress, in 
terms of drug safety, in a century. This 
ought to be reassuring for every family 
as to the safety of their prescription 
drugs and also in terms of their food. 

The PRESIDING OFFICER. The Sen-
ator from Massachusetts. 

Mr. KERRY. Mr. President, I con-
gratulate my colleague from Massa-
chusetts on another landmark piece of 
legislation that he has been able to 
shepherd through this institution. It 
adds to a remarkable string of legisla-
tive accomplishments. 

We are all pleased this important re-
form effort and advance is going to be 
made. It is a terrific step forward. I 
congratulate Senator KENNEDY, Sen-
ator ENZI, and others on the committee 
who worked so hard to make it happen. 

f 

NATIONAL DEFENSE AUTHORIZA-
TION ACT FOR FISCAL YEAR 
2008—Continued 

Mr. KERRY. Mr. President, I have 
been listening to my colleagues on the 
other side of the aisle, and sometimes I 
think we are talking past each other 
and about different legislation. 

The proposal in the Levin-Reed- 
Kerry and other Senators legislation 
says nothing about precipitous. I don’t 
know how one interprets ‘‘precipitous’’ 
when we leave the President the discre-
tion to decide how many troops he is 
going to have there for training, for 
prosecuting the war on terror against 
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