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of approximately $1,235,374,000.00 in
taxable wagers were had and received.
That is over $3.5 billion in three years,
and Internet betting has increased sig-
nificantly in the last two years.

I would like to point out that signifi-
cant income taxes and excise taxes ap-
pear to be owed by numerous persons.
Collecting these amounts would be an
important component of the Adminis-
tration’s efforts to address the ‘‘tax
gap'n

Further, with such large sums at
issue, the IRS and the Department of
Justice should see if money laundering
is involved.

The State Department has expressed
strong concern that Internet gambling
operations could be used not only for
tax evasion, but also for other criminal
activities such as money laundering
and terrorist financing:

Internet gambling is particularly well-
suited for the laying and integration stages
of money laundering, in which launderers at-
tempt to disguise the nature or ownership of
the proceeds by concealing or blending trans-
actions within the mass of apparently legiti-
mate transactions. Due in large measure to
the volume and speed of transactions, as well
as the virtual anonymity offered by the
Internet, offshore gambling websites are an
area of considerable money laundering con-
cern. The Internet gambling operations are,
in essence, the functional equivalent of whol-
ly unregulated offshore banks with the
bettor accounts serving as bank accounts for
account holders who are, in the virtual
world, virtually anonymous. For these rea-
sons, Internet gambling operations are vul-
nerable to be used, not only for money laun-
dering, but also for criminal activities rang-
ing from terrorist financing to tax evasion.
(State Department, International Narcotics
Control Strategy Report, released March
2004.)

The Department of Justice has
echoed these concerns. At a hearing be-
fore the Senate Banking Committee,
John G. Malcolm, Deputy Assistant At-
torney General, Criminal Division, tes-
tified:

Another major concern that the Depart-
ment of Justice has about on-line gambling
is that Internet gambling businesses provide
criminals with an easy and excellent vehicle
for money laundering, due in large part to
the volume, speed, and international reach of
Internet transactions and the offshore loca-
tions of most Internet gambling sites, as
well as the fact that the industry itself is al-
ready cash-intensive.

It is a fact that money launderers have to
go to financial institutions either to conceal
their illegal funds or recycle those funds
back into the economy for their use. Because
criminals are aware that banks have been
subjected to greater scrutiny and regulation,
they have—not surprisingly—turned to other
non-bank financial institutions, such as casi-
nos, to launder their money. On-line casinos
are a particularly inviting target because, in
addition to using the gambling that casinos
offer as a way to hide or transfer money, ca-
sinos offer a broad array of financial services
to their customers, such as providing credit
accounts, fund transmittal services, check
cashing services, and currency exchange
services.

Individuals wanting to launder ill-gotten
gains through an on-line casino can do so in
a variety of ways. For example, a customer
could establish an account with a casino
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using illegally-derived proceeds, conduct a
minimal amount of betting or engage in off-
setting bets with an overseas confederate,
and then request repayment from the casino,
thereby providing a new ‘‘source’” of the
funds. If a gambler wants to transfer money
to an inside source in the casino, who may be
located in another country, he can just play
until he loses the requisite amount. Simi-
larly, if an insider wants to transfer money
to the gambler, perhaps as payment for some
illicit activity, he can rig the game so the
bettor wins.

The anonymous nature of the Internet and
the use of encryption make it difficult to
trace the transactions. The gambling busi-
ness may also not maintain the transaction
records, in which case tracing may be impos-
sible. While regulators in the United States
can visit physical casinos, observe their op-
erations, and examine their books and
records to ensure compliance with regula-
tions, this is far more difficult, if not impos-
sible, with virtual casinos. (John G. Mal-
colm, Deputy Assistant Attorney General,
Criminal Division, Department of Justice,
March 18, 2003.)

Again, there should be strong en-
forcement efforts to ensure that Inter-
net gambling entities are not violating
the law.

———

AMERICA COMPETES ACT

Mr. OBAMA. Mr. President, I con-
gratulate Senator BINGAMAN and Sen-
ator ALEXANDER for the passage of
America COMPETES, legislation which
they crafted carefully to enhance
American innovation and competitive-
ness. I also thank them for accepting
three amendments which I offered,
which will help expand the range of in-
novative possibilities by which Amer-
ica faces its competitive challenges.

Let me explain this. The president of
the National Academy of Engineering
once said that innovation is a pro-
foundly creative process, and that like
other creative processes, it depends on
the life experiences of the people in-
volved. If we include a more diverse
sample of our population, we will de-
rive more varied and more innovative
design options. We become more com-
petitive by embracing our diversity, by
involving a more representative cross-
section of our populace in science,
technology, and engineering endeavors.

To increase participation, I have of-
fered three amendments that have been
accepted into America COMPETES.
The first establishes a mentoring pro-
gram to support women and underrep-
resented groups as they progress
through science and technology edu-
cation programs, increasing the likeli-
hood of their success. I also propose
that groups representing women and
minority scientists and engineers be
involved as strategies are developed to
increase America’s competitiveness.

Also accepted was an amendment to
increase the math and problem solving
skills of young learners, by providing
summer learning opportunities for stu-
dents in elementary grades. This
amendment springs from legislation I
introduced earlier, with Senator MI-
KULSKI, the STEP UP Act, S. 116. This
legislation responds to evidence show-
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ing that students may lose several
months equivalent of math skills dur-
ing the summer, if not provided learn-
ing opportunities when not in school.
This is particularly important for chil-
dren of poverty, for whom summer
learning losses are greatest. Summer
programs combat this loss in knowl-
edge and skills, and well-designed pro-
grams can fuel the curiosity of chil-
dren, helping them become active prob-
lem solvers and learners when they re-
turn to school in the fall.

I thank my colleagues for their sup-
port of these amendments.

FOOD AND DRUG ADMINISTRATION
REVITALIZATION ACT

Mr. GREGG. Mr. President, the Food
and Drug Administration, FDA, plays a
major role in ensuring that the Amer-
ican people have access to the safe and
effective medicines that they need. In
fact, FDA-regulated products account
for about 25 cents of every consumer
dollar spent. At the heart of all FDA’s
regulatory activities is a judgment
about whether a product’s benefits to
users will outweigh its risks. These
judgments must be science-based to
allow the agency to provide the most
health promotion and protection at the
least cost to the public. As we work on
FDA legislation this year, we need to
keep that science-based mission at the
forefront of our decision making.

Last week, the HELP Committee re-
ported S. 1082, the Food and Drug Ad-
ministration Act, FDARA. The bill
couples must-pass reauthorizations of
the Prescription Drug User Fee Act,
PDUFA, and the Medical Device User
Fee and Modernization Act, MDUFMA,
with tour additional pieces of legisla-
tion that I am unable to support at this
time. It is my hope that we can con-
tinue to work in a bipartisan way to
improve this bill as it moves to the
floor.

The Prescription Drug User Fee Act,
PDUFA, first enacted in 1992, gives the
FDA the authority to collect user fees
from pharmaceutical manufacturers in
order to enhance their ability to ensure
timely access to safe and effective
medicines. By reducing the length of
review time required to approve a drug,
PDUFA has clearly been a success.

Following the success of PDUFA,
Congress enacted the Medical Device
User Fee and Modernization Act;
MDUFMA in 2002. Like with prescrip-
tion drugs, MDUFMA funds have been
essential to reducing the length of time
of the approval process and other im-
provements critical to the success of
the device review process.

This year, both the PDUFA and
MDUFMA reauthorizations have been
negotiated between the FDA and indus-
try and are worthy of support. In fact,
I believe these agreements improve
both programs and will improve the
safety of these products in the market-
place. If we do not renew these pro-
grams by September 30, we risk losing
this essential source of funding and pa-
tients will face longer review times and



S5178

diminished access to much needed
medicines and devices.

However, the Kennedy-Enzi language
also includes provisions on drug safety
and pediatric medicines and devices.
All are important issues, but each title
of the bill includes provisions that I be-
lieve could do more harm than good.

Originally, drug safety legislation
was intended to address legitimate con-
cerns many had about how long it took
FDA to identify unexpected complica-
tions after a drug was approved and to
provide FDA with additional authori-
ties to act in those instances.

The Kennedy-Enzi language attempts
to address the length of time it can
take to identify problems by including
language that directs the FDA to es-
tablish an active surveillance system.
This is essential to addressing any po-
tential problems with postmarket drug
safety. I strongly support this in con-
cept but feel the language needs to be
strengthened to ensure that the FDA
has the direction it needs to implement
a robust system in an expedited time-
frame. Information collected must be
standardized, and the overall system
should be validated. Without these and
other important benchmarks included
in my Safer DATA bill, we are essen-
tially setting the FDA up for failure.

While not going far enough on drug
surveillance, the bill goes too far on
providing FDA with new authorities.
The Kennedy-Enzi language imposes
new requirements on manufacturers to
develop Risk Evaluation and Mitiga-
tion Strategies, REMS, and gives the
FDA the authority to require them in
both the preapproval and postmarket
settings. Importantly, the standards by
which FDA can impose REMS are very
broad and lack specific requirements
through which this standard is trig-
gered. This gives the FDA excessive
discretion on imposing REMS on man-
ufacturers even when a drug has a low
risk profile.

While clearly the FDA needs new au-
thorities, it is critical to strike a bal-
ance, and I fear the Kennedy-Enzi lan-
guage has gone too far and will slow
the approval of new medicines and
thereby reduce access.

Instead, the language should be
modified so that REMS only applies
when the Secretary determines that
the new active surveillance system has
signaled a risk. At that point, FDA
should have the authority to require
manufacturers to judiciously minimize
risks without encumbering drug avail-
ability or interfering with drug re-
search, development, and delivery. Any
expansion of FDA authority should re-
spect this approach.

The Kennedy-Enzi language also
gives the FDA the authority to require
prereview of direct-to-consumer adver-
tising, specific drug advertising disclo-
sures, and a 2-year moratorium on di-
rect-to-consumer advertising. As draft-
ed, these provisions raise a variety of
first amendment issues, specifically
the 2-year ban on advertising. Much
can be done to ensure that consumers
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receive information that is not false or
misleading without banning patient ac-
cess to health care information.

The Kennedy-Enzi language also in-
cludes three separate pediatrics bills:
the reauthorization of the Best Phar-
maceuticals for Children Act, BPCA,
the reauthorization of the Pediatric
Research Equity Act, PREA, and the
Pediatric Medical Device Safety and
Improvement Act.

To encourage the study of more
drugs in the pediatric population,
BPCA as originally enacted as part of
the Food and Drug Administration
Modernization Act in 1997, and reau-
thorized in 2002, grants an additional 6
months of patent life to a product or
pediatric exclusivity in exchange for
the voluntary studies of prescription
drugs conducted on children. Since its
enactment, BPCA has been viewed as a
highly successful program and has pro-
duced at least 132 completed studies,
leading to at least 115 pediatric label
changes.

Under the Kennedy-Enzi language,
the pediatric exclusivity would be
capped at 3 months if annual sales for
all drugs with the same active ingre-
dient are over $1 billion in any year.
This cap for ‘‘blockbuster’ drugs un-
fairly segments patent protection re-
gimes by making more successful drugs
subject to reduced incentives. Our
health care system needs to enhance
research into children’s drugs, not re-
duce the incentives for manufacturers
that produce them. Simply put, the
current program is working, and im-
posing a ‘‘cap’” on the pediatric exclu-
sivity award will reduce the incentive
to conduct pediatric studies and, how-
ever formulated, would significantly
complicate the administration of the
program.

Enacted in 2003, PREA gives the FDA
authority to require pediatric studies
on the same approved indication of a
certain drug in adults. BPCA and
PREA work hand in hand to encourage
the further study of prescription drugs
in pediatric populations. It is because
of the great success of these two pro-
grams that I am pleased that the bill
requires both programs to be reauthor-
ized together in 2012. This joint sunset
date allows for further reauthoriza-
tions to continue to balance the incen-
tives and authorities that drive pedi-
atric study.

One troubling aspect of the BPCA
and PREA reauthorizations is the cre-
ation of an internal review committee.
Nobody would argue that pediatric pop-
ulations should not get special consid-
eration within the inner workings of
the agency; however, as drafted, the in-
ternal review committee conflicts with
the current staff functions of the FDA.

The Pediatric Medical Device Safety
and Improvement Act aims to improve
the process for approving pediatric
medical devices and encourages re-
search, development, and manufacture
of pediatric devices through dem-
onstration grants and incentives. It
modifies the human device exemption

April 26, 2007

for medical devices to allow manufac-
turers to earn a profit for HDE-ap-
proved pediatric devices but maintains
the requirement that a humanitarian
use device is limited to one that treats
and diagnoses diseases or conditions
that affect fewer than 4,000 individuals
in the United States. This is a good
policy, which will help foster the devel-
opment of pediatric devices. Unfortu-
nately, the bill also expands FDA’s au-
thority to require companies to con-
duct postmarket studies of adult de-
vices, even in circumstances in which
the manufacturer has no intent to mar-
ket the device to pediatric populations.

Forcing companies to conduct studies

on their products for unintended and

unapproved use diverts resources that
could be used for further innovation,
research, and development.

Of additional concern is that at this
time, many provisions of the bill have
never been scored by CBO. The provi-
sions in this bill have a significant im-
pact on the FDA and require a number
of changes at the agency that will re-
quire significant dollars. Because
PDUFA and MDUFMA are based on ne-
gotiations between industry and the
administration, any changes that im-
pact that careful compromise need to
be fully vetted and understood. Unfor-
tunately, at this time we do not have
that information.

It is clear to all that there are nu-
merous complicated issues involved.
Some provisions provide a great ben-
efit, while others may have graver con-
sequences than even the bill’s sponsors
would intend. It is my hope that as we
deal with these issues, we can do so in
a manner that is science based and fa-
vors patient access over regulatory
burden.

I ask that the following statement of
HHS Secretary Leavitt be printed in
the RECORD.

There being no objection, the mate-
rial was ordered to be printed in the
RECORD, as follows:

SECRETARY OF HEALTH AND
HUMAN SERVICES,
Washington, DC, April 17, 2007.

Hon. EDWARD M. KENNEDY,

Chairman, Committee on Health, Education,
Labor, and Pensions, U.S. Senate, Wash-
ington, DC.

DEAR CHAIRMAN KENNEDY: I am pleased to
share the Department’s views on the Chair-
man’s mark to S. 1082, the Food and Drug
Administration Revitalization Act. We ap-
preciate the commitment of you and the
Committee in addressing many of the crit-
ical issues facing the Food and Drug Admin-
istration. We support many of the provisions
of the bill and note the many changes made
in response to HHS comments. However, we
continue to have significant concerns with a
number of provisions and hope to work with
you to address these before the measure is
considered on the floor.

OVERVIEW

The Administration strongly supports the
reauthorization of the prescription drug user
fee and medical device user fee programs.
These user fee programs expire at the end of
the current fiscal year and their timely reau-
thorization is critical to the ability of FDA
to continue to speed new drugs, biologics and
devices to market to benefit the health of
the American people.
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We are pleased that the bill is consistent
with our PDUFA IV proposal by providing
the sound financial footing for FDA, enhanc-
ing premarket review, creating a new pro-
gram for review of television advertise-
ments, and significantly strengthening the
post-market drug safety system. However,
we are troubled by the proposal to fund drug
safety activities in Title II with user fees. In
our view, the amount that could be raised
through user fees may be inadequate, but we
are concerned with reopening the PDUFA IV
proposal.

We also thank the Committee for including
language that reflects the draft MDUFMA II
proposal. However, we want to work with
you to address any concerns once the public
comment process has been completed and we
are able to transmit the final package to
Congress.

There are other provisions in the bill that
raise serious concerns. In particular, both
BPCA and PREA have been very successful
in providing the necessary incentives for
drug companies to conduct pediatric clinical
trials to improve drug labeling for children,
thus enhancing the quality of their medical
care.

We support the extension of the Best Phar-
maceutical for Children’s Act. However, the
provisions in the substitute bill would reduce
the incentive to conduct clinical trials for
children, thus reducing the effectiveness of
the program and changes are made that
make the program virtually unworkable. For
these reasons, we favor a straight extension
of current law over the enactment of the
BPCA provisions in this bill.

In addition, the PRIA, as drafted, would
make this program burdensome for FDA to
the point that we would instead propose a
straight extension of current law.

Finally, as demonstrated by proposed in-
creases for drug safety in the President’s FY
2008 Budget Request and the drug safety en-
hancements in our PDUFA IV proposal, we
have a strong commitment to improving the
FDA drug safety system. In our view, the
core issues of drug safety are better tools for
surveillance of drug events, improved sci-
entific tools for evaluating drug safety prob-
lems, and better means of communicating
drug safety problems to providers and pa-
tients. However, the bill as drafted is overly
onerous in terms of process and structural
changes and could actually have the unin-
tended effect of slowing down drug approv-
als—while doing little to address the core
issues of drug safety. In addition, this would
be extremely resource intensive.

Now, I would like to turn to more detailed
comments on the substitute bill.

TITLE I—PRESCRIPTION DRUG USER FEES

FDA’s review of new drug applications
(NDAs) and biologics license applications
(BLAs) is central to FDA’s mission to pro-
tect and promote the public health. In 1992
Congress enacted PDUFA, intending to re-
duce the time necessary for new drug appli-
cation review, and subsequently has reau-
thorized it twice. As you know, the current
user fee program is scheduled to expire on
September 30, 2007.

PDUFA has produced significant benefits
for public health, including providing the
public access to 1,220 new drugs and bio-
logics. During the PDUFA era, FDA review-
ers have approved: 76 new medicines for can-
cer; 178 anti-infective medications (including
56 for treatment of HIV or Hepatitis); 111
medicines for metabolic and endocrine dis-
orders; 115 medicines for neurological and
psychiatric disorders; and 80 medicines for
cardiovascular and renal disease.

In addition, PDUFA implementation ef-
forts have dramatically reduced product re-
view times. While maintaining our rigorous
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review standards, we now review drugs as
fast as or faster than anywhere in the world.
The median approval time for priority new
drug and biologic applications has dropped
from 14 months in fiscal year (FY) 1993 to
only six months in FY 2006.

The most recent reauthorization of
PDUFA directed FDA to consult with the
House Committee on Energy and Commerce,
the Senate Committee on Health, Education,
Labor, and Pensions, appropriate scientific
and academic experts, health care
prefessionals, patient representatives, con-
sumer advocacy groups, and the regulated
inustry in developing recommendations for
PDUFA reauthorization. We have complied
with these requirements in preparing our
PDUFA IV proposal, and we are pleased that
the draft bill reflects the Administration’s
PDUFA IV proposal. We believe that the pro-
posal places PDUFA on a sound financial
footing, enhance premarket review, and cre-
ate a modern post-market drug safety sys-
tem that follows products across their life
cycle. Importantly, the proposal also sup-
ports new user fees to support the review of
direct-to-consumer  television advertise-
ments voluntarily submitted to FDA for re-
view prior to airing.

TITLE II—DRUG SAFETY
SUBTITLE A—RISK EVALUATION AND MITIGATION
STRATEGIES [REMS]

New drugs, biologics, devices, and
diagnostics present the greatest opportuni-
ties currently available to improve health
care and the way medicine is practiced. The
number of lives saved are prolonged by new
therapies outweighs the risks that the treat-
ments themselves pose. It is also true that
all such products pose potential risks. Thus,
a drug safety system of the highest possible
quality should not be confused with a system
in which drugs are risk free. Because there
are risks whenever anyone uses a medica-
tion, safety considerations involve complex
judgments by the healthcare provider com-
munity, patients, and consumers, who must
constantly weigh the benefits and assess the
risks before deciding to use a medical prod-
uct.

Attempts to address these risks must bal-
ance access and innovation with regulatory
steps to improve the approach to safety
issues. We need to make sure that such steps
do not impede access to new medical prod-
ucts that can be used safely and effectively
by patients suffering from unmet medical
needs today. Many of these bill provisions
seem fixed on process changes and structural
changes in government programs, and not on
making fundamental improvements in the
science of drug safety. Some changes pre-
scribe specific Agency action when the
science of drug safety may not require such
intervention, such as the requirement to
present all new molecular entities to advi-
sory committees for discussion. Such
changes could limit access to needed medi-
cines and slow down new innovations while
doing little to address the core issues of drug
safety.

Improved drug safety is not simply a mat-
ter of extending new legal authorities to
FDA or requiring the Agency to engage in
certain detailed activity. Indeed, extending
these interventions or expanding the use of
REMS is unlikely to result in improvements
in drug safety as desired by the bill’s spon-
sors.

The better overall strategy is to ensure
that FDA has appropriate resources and the
capacity to develop better scientific tools
and approaches to drug review, including (1)
improving information available to the
Agency; (2) improving its ability to evaluate
this information; and (3) improving how that
evaluation is communicated to the public.
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Accordingly, the Administration’s pro-
posed PDUFA IV recommendations support
improvements with respect to: the informa-
tion that the Agency receives, and with
which it makes drug-safety related deci-
sions, including the spontaneous reports we
get from sponsors and providers as well as
our ability to tap into epidemiological data
sets to probe more routine questions; our an-
alytical tools and approaches for evaluating
this information and turning raw data about
drug-safety related questions into practical
medical facts that can be communicated to
providers and patients to help them better
inform their decision making; and the way in
which we can effectively communicate these
findings, as well as communicate the Agen-
cy’s response once we draw a conclusion
about the data we have, or we are made
aware of a potential drug safety problem or
an emerging safety issue.

We support the addition of provisions for
an active drug safety surveillance system
that would be established through a public-
private partnership and we want to work
with you on this provision to ensure the
most effective implementation.

We continue to oppose the breadth of the
proposed requirements for risk evaluation
and mitigation strategies outlined in the
bill. We believe it is unnecessarily burden-
some on FDA and industry to require routine
active surveillance and periodic reassess-
ments for all drugs, as the legislation now
does.

Even as modified in the substitute bill, the
REMS approach would duplicate and overlap
elements of the extensive adverse event re-
porting system already required by FDA
(which includes incident-specific, quarterly,
and annual reporting). It would also dupli-
cate existing FDC Act labeling require-
ments, which provide for MedGuides, pack-
age inserts, and other materials which con-
vey information to physicians and phar-
macists (as well as patients) to address and
minimize risk. Moreover, FDA and industry
already engage in efforts with respect to im-
plementation of risk minimization action
plans (‘“‘RiskMAPs”’) for those products that
warrant such additional risk minimization
protocols. In addition, FDA already has au-
thority to require post-approval studies in
select circumstances. Codifying new author-
ity to these same ends is unnecessary and re-
dundant.

We are also concerned about the adequacy
of resources proposed for the significant in-
crease in work that the legislation would en-
tail (e.g., active surveillance, REMS-related
activities, the Drug Safety Oversight Board
activities, compliance work, and public
meetings). Moreover, we are particularly
concerned that the proposal would support
all of these activities by PDUFA user fees,
although this was not part of the industry
agreement. Reopening negotiations at this
time would risk the timely reauthorization
of PDUFA.

Finally, the Drug Safety Oversight Board
[DSOB] would be used to review disputes be-
tween the sponsor and the FDA concerning
REMS. Not only does the DSOB not have the
necessary expertise to handle dispute resolu-
tions, the bill proposes the disputes be raised
directly to the DSOB bypassing the existing
dispute resolution process specified in cur-
rent law [Section 562 of the Act] thus elimi-
nating the possibility of resolving disputes
at a lower level. Since the DSB would be the
primary source of dispute resolution, this re-
quirement would so overburden the DSB that
they will be unable to conduct their other
important functions.

SUBTITLE B—REAGAN-UDALL FOUNDATION FOR
THE FOOD AND DRUG ADMINISTRATION

This subtitle would amend chapter VII of

the Federal Food, Drug and Cosmetic Act to
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establish the Reagan-Udall Foundation for
the Food and Drug Administration, for pur-
poses of advancing the FDA’s mission to
modernize the medical, veterinary, food,
food ingredient, and cosmetic product devel-
opment, accelerate innovation, and enhance
product safety. We believe that the proposed
Foundation may accelerate the national ef-
fort to modernize product-related sciences
with some additional changes. Another
sel0us concern is the creation in statute of
the Office of the Chief Scientist. This is re-
dundant and the functions would duplicate
and conflict with the functions of the cur-
rent Chief Medical Office position. We look
forward to working with you to continue to
refine this section.

SUBTITLE C—CLINICAL TRIALS

Subtitle C would establish a publicly avail-
able database to improve opportunities for
enrollment in clinical trials and to enhance
access to clinical trials results for the ben-
efit of patients, health care providers and re-
searchers.

We support the goal and concept of enhanc-
ing access to information on clinical trials
and providing a mechanism to enable health
care professionals and the public to obtain
information about trial results. We believe
that such efforts should: emphasize trans-
parency; minimize costs and administrative
burdens and build on current efforts; utilize
available technology to streamline and mini-
mize the need for new funding; ensure that
such activities improve the public health;
and recognize legal or funding limitations of
the affected federal agencies.

In addition, we have concerns with the
mandated negotiated rule making process
which is time consuming and resource inten-
sive.

The draft language takes important steps
to addressing concerns previously raised by
the department, and we look forward to con-
tinuing to work with the Committee on
these issue.

SUBTITLE D—CONFLICTS OF INTEREST

FDA’s advisory committees play an essen-
tial role in FDA’s activities to protect and
promote public health through the regula-
tion of human and animal drugs, biological
products, medical devices, and. foods: It is
important that any legislation concerning
review of conflicts of interest for advisory
committee members and criteria for eligi-
bility for participation in meetings afford
FDA the flexibility to obtain needed exter-
nal expertise while minimizing the potential
for a conflict of interest. We appreciate the
improvements to the draft legislation to ad-
dress these important issues. We note that
some concerns remain regarding the scope
and applicability of the waiver provision, the
limitation on waivers if a member’s own sci-
entific work is under consideration,
prescreening requirements and the scope of
financial disclosures by advisory Committee
candidates and members. We hope to work
further with the Committee to address these
remaining issues.

TITLE III—MEDICAL DEVICE USER FEES

FDA’s review of medical device applica-
tions is essential to FDA’s mission to pro-
tect and promote the public health. In 2002
Congress enacted MDUFMA, intending to re-
duce the time necessary for new medical de-
vice application review. As you know, the
current user fee program is scheduled to ex-
pire on September 30, 2007.

Similar to PDUFA, FDA was directed to
consult with stakeholders in developing rec-
ommendations for MDUFMA reauthoriza-
tion. We have complied with these require-
ments in preparing our MDUFMA II pro-
posal, and we are pleased that the draft bill
is consistent with the Administration’s draft
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MDUFMA II recommendations as laid out in
the Federal Register notice.

As we announced on April 16, FDA is hold-
ing a public meeting on April 30 and pro-
viding the public with a 30-day period in
which to comment on the Administration’s
legislative recommendations in accordance
with Section 105 of MDUFMA. We look for-
ward to sending you the Administration’s
final recommendations shortly after the pub-
lic comment period closes.

TITLE IV—PEDIATRIC MEDICAL PRODUCTS

SUBTITLE A—BEST PHARMACEUTICALS FOR
CHILDREN

The Administration supports reauthoriza-
tion of the Best Pharmaceuticals for Chil-
dren Act. The incentive for pediatric studies
provided in this legislation has had a power-
ful impact on providing important safety, ef-
ficacy, and dosing information for drugs used
in children. It has created an environment
that promotes the study of drugs in children,
fostered an infrastructure for pediatric clin-
ical trials that was previously non-existent,
and enabled FDA to obtain important pedi-
atric information and numerous labeling
changes.

However, the substitute bill contains sev-
eral provisions that we believe will have a
severe negative impact on this successful
program. The incentive to conduct clinical
trials for children will be compromised and
the creation of an internal review committee
and other program changes will make the
BPCA virtually unworkable. For this reason,
the Administration would favor a straight
reauthorization over the enactment of these
provisions. I will now review some of our spe-
cific concerns.

First, as mentioned above, the current in-
centive of the 6 month period of exclusivity
has worked well and should be maintained.
Through this legislation, FDA has been able
to effect important labeling changes on 122
different products. Any weakening of this in-
centive can only have the effect of reducing
its effectiveness. Accordingly, the proposal
to shorten this incentive or to only provide
exclusivity to drugs with one or more year
left of patents and exclusivity life are of sig-
nificant concern.

FDA supports greater internal coopera-
tion; however, the draft bill’s creation of an
internal review committee is of concern for
a number of reasons. First, a legislative re-
quirement for what are primarily staff func-
tions is in direct conflict with the expertise,
flexibility and efficiency needed to ensure
rapid review of pediatric product develop-
ment. We have concerns about the structure
and composition of the committee. Second,
the proposal assigns the dual function of ap-
proving written requests and granting exclu-
sivity, which may result in conflicts between
the subjective intent of the written request
and the objective evaluation as to whether
the studies fairly respond to the actual
terms of written request. We recommend
keeping the two functions separate. Third,
we believe that tracking pediatric studies
are responsibilities more appropriately as-
signed to agency staff, since they are routine
functions that do not require a decision-
making body.

There are a number of critical technical
provisions which affect the submission of re-
ports, labeling changes, and disclosure of in-
formation which needs to be modified to en-
sure the process works as intended.

SUBTITLE B—PEDIATRIC RESEARCH
IMPROVEMENT ACT

As noted above, we support the efforts to
improve internal consistency and efficiency.
However, the bill’s creation of an internal re-
view committee for Pediatric Research Eq-
uity Act [PREA] assessments is also of con-
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cern similar to the reasons stated above. A
legislative requirement for what are pri-
marily staff functions is in direct conflict
with the expertise, flexibility and efficiency
needed to ensure rapid review of pediatric
product development. We do have serious
concerns about the structure and composi-
tion of the committee as well as the poten-
tial impact on the current process given the
number and extent of assessments.

There are technical provisions which affect
the submission of reports, labeling changes,
and disclosure of information which needs to
be modified to ensure the process works as
intended. As stated above with regard to
BPCA, we feel that the changes in the sub-
stitute bill will make the Pediatric Research
Equity Act program unworkable and the Ad-
ministration would rather have a straight
reauthorization of PREA than enactment of
the substitute bill.

SUBTITLE C—PEDIATRIC MEDICAL DEVICES

With regard to Subtitle C-Pediatric Med-
ical Devices, while we support measures to
stimulate the increase availability of pedi-
atric devices, we have major concerns with
these provisions.

In the area of pediatric device research,
NIH has a number of research efforts under-
way in this area and we believe it would be
more efficient and effective to utilize cur-
rent research initiatives at NIH rather than
embark on a new private sector initiative.
The funding of a private consortia would si-
phon off dollars for administrative expenses
[that could otherwise go for pediatric device
research. In addition, we oppose having a pri-
vate entity making the decisions on research
priorities.

The amendment to the Humanitarian De-
vice Exemption would remove the profit-
making restriction for HDEs approved for pe-
diatric indications on the theory that allow-
ing profit will stimulate the production of
more pediatric devices for limited popu-
lations. Allowing profits up to a sales cap is
an impractical policy tool. Our view is that
this amendment to the HDE exemption
would be administratively burdensome and
costly for industry and the FDA, and would
have a questionable impact on the incentive
to develop new pediatric devices.

CONCLUSION

In conclusion, this letter has cited many
problems with provisions included in this
bill—some we believe will not achieve their
policy objectives; some are unduly burden-
some on the industry and the FDA. Still oth-
ers appear to be unworkable or potentially
costly. In addition to these concerns, the Ad-
ministration may have additional concerns
in connection with this legislation.

We have raised many serious objections in
our comments above and it is our hope that
we can work with you and others to resolve
these before the bill is considered on the
floor. Our support of this legislation is con-
tingent on the satisfactory resolution of
these concerns.

OMB advises that from the standpoint of
the Administration’s program there is no ob-
jection to the transmittal of this letter. We
look forward to our collaboration with you
on this legislation.

Sincerely,
MICHAEL O. LEAVITT.

———

ANNUAL CRAWFISH BOIL IN
GILLETTE, WYOMING

Mr. ENZI. Mr. President, I would like
to speak about community spirit. In
the Senate, we work day in and day out
to pass good policy that will provide
for the safety, security, and health of
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