March 9, 2007

Via Electronic Transmission

Andrew C. von Eschenbach, M.D.
Commmissioner

U.S. Food and Drug Administration
5600 Fishers Lane

Rockville, M} 20857

Dear Commissioner von Eschenbach:

As a senior member of the United States Senate and as Ranking Member of the
Committee on Finance (Committee), it is my duty under the Constitution to conduct
oversight into the actions of the executive branch, including the activities of the Food and
Drug Administration (FDA). The Committee has exclusive jurisdiction over the
Medicare and Medicaid programs. Accordingly, the Committee has a responsibility to
protect the safety and well-being of the more than 80 million Americans who receive
health care coverage under Medicare and Medicaid to ensure that the drugs they receive
through these programs are safe and effective. Careful Congressional oversight of the
FDA is especially important to ensure that FDA upholds its responsibility to the public's
safety by properly regulating the nation's drug supply. The proper role of an agency
leader is to cooperate with legitimate Congressional oversight activities, not to impede
Congressional inquiries or conceal information from Congress. Interfering with
Congressional oversight hurts not only the agency, but ultimately the American public. It
is also important that an agency leader assure his employees that it is both acceptable and
within their rights to speak to Congress should they feel compelled to do so.

I was extremely troubled by the statements that The Star-Ledger reported you
made on February 21, 2007 at a conference sponsored by the Center for Medicine and the
Public Interest. The Star-Ledger reported that you expressed your unwillingness to
tolerate whistleblowers who go outside the agency just because they disagree with a
final outcome. You are further quoted as saying, "the people have to understand to go
outside that process is not constructive. It is actually destructive.”

Several individuals, both inside and outside of FDA, brought this matter to my
attention shortly after the article appeared. The commonly expressed concern was that
your statements are being interpreted to prohibit FDA employees from talking to
Congress and threaten FDA employees who choose not to abide by your decree. [ fear
that, if not rescinded or clarified, your statements would have a chilling effect on FDA
employees' sharing with Congress the information we need to do our jobs. Often
employees and other internal sources have crucial information to share and courageous
whistleblowers, including FDA employees, have played impertant roles in Congressional



inquiries in the past. Perhaps most importantly is the fact that had your statement been
made at an earlier time the many concerns regarding the internal operation of the FDA,
its cozy relationships with industry, and the severe cultural divisiveness that is rampant
within the FDA would still be "secret." Some may think that keeping such matters
"secret” is in the best interest of the American public. However, I disagree vehemently.

I am also troubled by accounts of some of your past statements to agency
personnel. For example, I have been informed that you ordered a meeting with all FDA
staff involved with the approval of the antibiotic, Ketek. This meeting was held after the
press reported information that was critical of how the FDA handled safety issues with
Ketek. As I understand it, and as FDA employees reported, you sent a clear message at
this meeting. I understand that you told the assembled staff that it was important to be "a
team player" and that if someone disagreed with the coach, they should keep their
opinions and concerns "inside the locker room.” You also said, according to those
present, that anyone who spoke "outside the locker room” might find themselves "kicked
off the team." Some suggest that your intent was simply to boost morale. But some
long-time FDA employees took your words more literally and I don't blame them. They
took your message to mean that their career is in jeopardy if they speak to Congress or
outside the agency. To me, it demonstrates poor judgment and intolerance for dissenting
opinions and an aversion to transparency.

As you should know, interfering with a Congressional inquiry is against the law.
I have attached a copy of 18 U.S.C. § 1505 to this letter for your reference. That law
states:

Whoever corruptly, or by threats or force, or by any threatening letter or
communication influences, obstructs, or impedes or endeavors to
influence, obstruct, or impede the due and proper administration of the law
under which any pending proceeding is being had before any department
or agency of the United States, or the due and proper exercise of the power
of inquiry under which any inquiry or investigation is being had by either
House, or any committee of either House or any joint committee of the
Congress--

Shall be fined under this title, imprisoned not more than 5 years or, if the
offense involves international or domestic terrorism (as defined in section
2331), imprisoned not more than § years, or both.

Additionally, denying or interfering with employees' rights to furnish information
to Congress is also against the law. 1 have attached a copy of 5 U.S.C. § 7211 to this
letter for your reference. That law states:

The right of employees, individually or collectively, to petition Congress
or a Member of Congress, or to furnish information to either House of
Congress, or to a committee or Member thereof, may not be interfered
with or denied.



Finally, and as you should also know, Federal officials who deny or interfere
with employees’ rights to furnish information to Congress are not entitled to have their
salary paid by taxpayers' dollars. I have attached a copy of P.L. 109-115 § 818 to this
letter for your reference. As enacted by continuing resolution (H.J. Res 20, P.1..110-5)
P.L.109-115 § 818 continues in effect. P.L. 109-115 § 818 states:

No part of any appropriation contained in this or any other Act shall be
available for the payment of the salary of any officer or employee of the
Federal Government, who -

(1) prohibits or prevents, or attempts or threatens to prohibit or prevent, any
other officer or employee of the Federal Government from having any
direct oral or written communication or contact with any Member,
committee, or subcommittee of the Congress in connection with any
matter pertaining to the employment of such other officer or employee or
pertaining to the department or agency of such other officer or employee
in any way, irrespective of whether such communication or contact is at
the initiative of such other officer or employee or in response to the
request or inquiry of such Member, committee, or subcommittee; or

(2) removes, suspends from duty without pay, demotes, reduces in rank,
seniority, stats, pay, or performance of efficiency rating, denies promotion
to, relocates, reassigns, transfers, disciplines, or discriminates m regard to
any employment right, entitlement, or benefit, or any term or condition of
employment of, any other officer or employee of the Federal Government,
or attempts or threatens to commit any of the foregoing actions with
respect to such other officer or employee, by reason of any communication
or contact of such other officer or employee with any Member, committee,
or subcommittee of the Congress as described in paragraph (1).

FDA employees, like employees at any other government agency, have the right
to talk to Congress. If FDA employees have concerns to share, it is not anyone’s place
to forbid them from doing so. Many of your employees are sophisticated enough to
realize that sweeping problems under the rug is not an effective long term solution. It is
better to admit the problems and strive to solve them. In fact, I am eager to help solve the
many problems plaguing the FDA, and as I have said before, I am happy to work with
you to accomplish this important effort-Americans expect no less.

Your actions to discourage FDA employees from talking to Congressional
investigators or otherwise "going outside the agency" or "talking outside the locker
room" make me wonder what it is FDA is trying to hide. Sunshine is the best
disinfectant. If there are problems at FDA, 1 assure you concealing them is not the
solution. It does a disservice to your employees, and ultimately to the public who entrust
their well-being to your agency's assessment of the safety and efficacy of the drugs in
their medicine cabinets.



I do not know if your statements were intended to prohibit FDA employees from
talking to Congress and threaten them if, despite your warnings, they exercised their right
to do so, but that is exactly how your statements were interpreted by some FDA
employees and others who heard your vigorous and repeated admonishments against
employees talking outside of FDA. If discouraging FDA employees from talking to
Congress was not your intent - you need to correct the misconceptions your statements
have caused and you need to correct that perception now. After all, it is well known that
what people perceive is often their reality.

Accordingly, if the perceptions are correct and discouraging FDA employees
from talking to Congress was your intent — | propose that you tell FDA employees you
have seen the error in such a policy. This can best be accomplished by notifying all FDA
employees that they are free to talk to Congress and you do not intend to interfere with
their right to come forward and share information with Congress. If your intent was
indeed to prohibit FDA employees from bringing their concerns to Congress then please
articulate that position in writing also.

I am also providing a copy of this letter to Chairman Kennedy and Ranking
Member Enzi, as well as to Chairmen Dingell and Stupak, and Ranking Members Barton
and Whitfield in light of the fact that you will be appearing before them in the near term.

Perhaps you can take that opportunity to clarify your position before Congress, the
American people and most importantly for FDA employees.

Thank you for your prompt attention to this matter. 1f you have any questions
please contact my Committee staft, Angela Choy or Julie Taitsman at (202) 224-4515.
Any formal correspondence should be sent electronically in PDF searchable format to
thomas novelli@finance-rep.senate.gov.

Sincerely,

Charles E. Grassley
Ranking Member

Enclosures:

Statutory text 18 U.S.C. § 1505
Stamtory text 5 U.S.C. § 7211
Statutory text P.L. 109-115 § 818
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1SUS.C.A.§ 1505

i
Effective: December 17, 2004

UNITED STATES CODE ANNOTATED

TITLE 18. CRIMES AND CRIMINAL PROCEDURE
PART I--CRIMES

CHAPTER 73--OBSTRUCTION OF JUSTICE

=3 § 1505. Obstruction of proceedings before departments, agencies, and committees

Whoever, with intent to avoid, evade, prevent, or obstruct compliance, in whole or in part, with any civil
investigative demand duly and properly made under the Antitrust Civil Process Act, willfully withholds,
misrepresents, removes from any place, conceals, covers up, destroys, mutilates, alters, or by other means falsifies
any documentary material, answers to written interrogatories, or oral testimony, which is the subject of such
demand; or attempis to do so or solicits another to do so; or

Whoever corruptly, or by threats or force, or by any threatening letter or communication influences, obstructs, or
impedes or endeavors to influence, obstruct, or impede the due and proper adminisiration of the law under which
any pending proceeding is being had before any department or agency of the United States, or the due and proper
exercise of the power of inquiry under which any inquiry or investigation is being had by either House, or any
committee of either House or any joint committee of the Congress--

Shall be fined under this title, imprisoned not more than 5 years or, if the offense involves international or domestic
terrorism (as defined in section 2331), imprisoned not more than & years, or both,

Current through P.L. 110-11 approved (3-07-07

Copr. €@ 2007 Thomson/West. No Claim to Orig. U.S. Govt. Works.

END OF DOCUMENT

€ 2007 Thomson/West. No Claim to Orig. U.S. Gevt. Works.
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SUS.CA.§ 7211

<

Effective: [See Text Amendments]

UNITED STATES CODE ANNOTATED

TITLE 5. GOVERNMENT ORGANIZATION AND EMPLOYEES

PART IH--EMPLOYEES

SUBPART F--LABOR-MANAGEMENT AND EMPLOYEE RELATIONS
CHAPTER 72--ANTIDISCRIMINATION; RIGHT TO PETITION CONGRESS
SUBCHAPTER H--EMPLOYEES' RIGHT TO PETITION CONGRESS

= § 7211, Employees' right to petition Congress

The right of employees, individually or collectively, to petition Congress or a Member of Congress, or to furnish
information to either House of Congress, or to a committee or Member thereof, may not be interfered with or
denied.

Current through P.L. 110-11 approved 03-07-07

Copr. © 2007 Themson/West. No Claim to Orig. U.8. Govt, Works.

END OF DOCUMENT

© 2007 Thomson/West, No Claim to Orig. U.S. Govt. Works,
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as well as any other space used primarily by the individual or the
wse of which ts directly controlledP byl' the individual.

Spe. 815. Notwithstanding secltion 1346 of title 31, United
States Code, or section 809 of this Act, funds made available for the
current fiscal year by this or any other Act shall be available for the
interageney funding of national security and emergency prepared-
ness telecommunications initiatives which benefit multiple Federal
departments, agencies, or entities, as provided by Executive Order
No. 12472 (April 3, 1984).

SEC. 816 (a) Nome of the funds appropristed by this or any
other Act may be obligated or expended by any Federal department,
agency, or other instrumentality for the salaries or expenses of any
employee appointed to a fasitian of a confidential or policy-deter-
mining character excepted from the competitive service pursuant to
seetion 3302 of title 5, United States Code, without o certification
to the Office of Personnel Management from the head of the Federal
department, agency, or other instrumentality employing the Sched-
ule C appointee that the Schedule O position was not created solely
or primarily in order to detail the employee to the White House.

(%) The provisions of this section shall nol apply to Federal em-
plovees or members of Lhe armed services detailed to or frorm—

(1) the Central Intelligence Agency;

(2) the National Security Agency;

{3) the Defense Intelligence Agency;

(4) the offices within the Department of Defense for the col-
lection of speclalized national foreign intelligence through re-
CORRAISSANCE Programs;

(%) the Bureau of Intelligence and Research of the Depart-
ment of State;

(6) any ageney, office, or unit of the Army, Navy, Air Force,
and Marine Corps, the Department of Homelandvgecurity, the
Federa! Bureeu of Investigation and the Drug Enforcement Ad-
ministration of the Departrnent of Justice, the Department of
Transpertation, the Departrment of the Treasury, and the De-
pariment of Energy performing intellipence functions; end

(7) the Director of National Intelligence or the Office of the
Director of Nutional Intelligernce.

SEC. 817. No department, agency, or instrumentality of the
United States receiving appropriafed funds under this or any other
Act for the current ﬁscaf year shall obligate or expend any such
funds, unless such department, ogency, or instrumentality has in
place, and will continue to administer in good faith, a written policy
designed to ensure that all of its workplaces are free f-om discrimi-
nation and sexual harassment and that all of its workploces are not
in violation of title VII of the Civil Rights Act of 1964 (Public Law
B8-352, 78 Stat. 241), as amended, the Age Discrimination in Em-
ployment Act of 1967 (Public Law 80-202, 81 Stat. 602), and the
Rehabilitation Act of 1973 (Public Law 33112, 87 Stat. 355).

SEr. 818. No part of any appropriation contained in this or any
other Act shall be available for the payment of the salary of any offi-
cer or employee of the Federal Government, who-—

{1) prohibits or prevents, or attempts or threatens to pro-
hibit or prevent, any other officer or employee of the Federal
Government from having any direct oral or written communica-
tion or contact with any Member, committee, or subcommitfee
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of the Congress in connection with any matier pertaining to the
employment of such -other officer or employee or pertatning to
the department or agency of such other officer or employee in
any way, irregpective of whether such communication or contuct
is ot the initiative of such other officer or employee or in re-
sponae to the request or inquiry of sich Member, commitfee, or
subcommitiee; or

{2) removes, suspends from duty without pay, demotes, re-
duces in ranh, seniority, status, pay, or performance of effi-
ciency rating, denies promotion to, relocates, reassigns, trans-
fers, disciplines, or diseriminates in regard to any employment
right, enfitlement, or benefit, or any lerm or conditicn of em-
ployment of, any other officer or employee of the Federal Gou-
ernment, or aftempts or ihreatens to commit any of the fore-
going actions with respecl to such other officer or employee, by
regson of any commurnication or contact of such other officer or
employee with any Member, cormmittes, or subcommittee of the [
Congress as described in paragraph (1), .

: g made available in this or any

other Act ray be obligated or expended for nny employee training

that—

(1) does not meet identified needs for knowledge, skills, and
abilities bearing directly upon the performance of official duties;

(2) containg elements likely to Induce high levels of emo-
tional response or psychological stress in some participants;

(3) does not require prior employee notification of the con-
tent and methods to be used in the training and written. end of
course ecaluation;

(4) contains eny methods or content associated with reli-
gious or guasi-religious belief systerns or "new age” belief sys-
terns as defined in Equal Emplayment Opportunity Commission
Notice N-915.022, dated September 2, 1988; or

(5) is offensive fo, or c[gs' 1ed to change, participants’ per-
sonal values or lifestyle outside the workplece.

(b} Nothing in this section shall prohibit, restrict, or otherwise
preclude an agency from conducting training bearing directly upon
the performance of official duties.

20, 820. No funds appropriated in this or any other Act may
be used to implement or enforce the agreements in Standard Forms
312 and 4414 of the Government or any other nondisclosure policy,
form, or agreement if such policy, form, or agreement does not con-
tain the following provisions: “These restrictions are consistent with
and do not supersede, conflict with, or atherwise clter the employee
obligations, rights, or licbilities created by Executive Order No.
12958; section 7211 of title 5, United States Code (governing disclo-
sures fo Congress); section 1034 of title 10, United States Coda, as
amended by the Military Whistleblower Protection Act (governing
disclosure to Uongress by members of the military); section
2302(b)(8) of title 5, United States Code, as amended by the Whistle-
blower Protection Act (governing disclosures of illegality, waste,
fraud, abuse or public health or saézq threats); the Intelligence
Identities Protection Act of 1982 (60 U.5.C. 421 «t seq.) (governin,

disclosures that could expose confidential Government agents); an

the statutes which protect against disclosure that may compromisc
the national security, including sections 641, 733, 794, 798, and 952




