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Mr. Chairman, Senator Kennedy, distinguished members of the Committee, I 
thank each of you for the invitation to be here today and for the courtesies you have 
already extended to me in the confirmation process. I also want to express my 
gratitude to Senators Domenici and Bingaman for their friendship and support for my 
nomination. . 

It is an honor to appear before the Committee that has shown so much 
leadership on health care issues, particularly through the enactment of the Food and 
Drug Administration Modernization Act of 1997. I appreciate this opportunity to discuss 
my qualifications and commitment to lead the Agency's effort to implement the Act, and 
to promote the·public's access to safe and effective medical products. 

I am also grateful to President Clinton for nominating me and for his continued 
confidence in my abilities to serve as the next Commissioner of Food and Drugs. I 
have been fortunate to serve in the Administrations of Presidents Ford, Carter, Reagan, 
Bush and Clinton. My goal has' always been to promote the public health, and I am 
here again because of this opportunity to serve the public. 

As a medical onCOlogist with two decades of experience managing change in 
public health care,institutions, I am eager to meet the challenges that lie ahead for one 
of our nation's pre-eminent public health agencies. The Food and Drug Administration 
touches each American's life every day. And industries,that the Agency regulates-
food, cosmetiC, pharmaceutical, biotechnology; blood, medical device, and veterinary 
medicine -- are respected worldwide for their ingenuity, success, and, perhaps most 
importantly, for the quality of their products. 

American industries produce the finest medical therapies because of this 
nation's substantial investment in basic research and because FDA ensures that new 
medical products meet the American public's expectation that the treatments they use 
will be safe and effective. By ensuring the high quality of the products it regulates, FDA 
plays a critical role in promoting and protecting the public health. . . 

Mr. Chairman, if I am confirmed, my priorities will be very clear. First and· 
foremost will be implementing the FDA Modernization Act, both the letter and the spirit 
of the law. My desire to return to federal service is in large part ddven by the content 
and substance of the Act and the new philosophy that it embodies. I intend to build on 
this collaborative, constructive model by working closely with Congress, the regulated 
Industries, patients, consumers, and health care professionals. I am deeply committed 
tobuilding bridges of communication and breaking down the barriers that have kept the 
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Agency from being as effective andproductive as it should be.: 

, One key. element of-the new collaborative spirit embodied in the FDA 
Modernization Act is the reauthorization of' the, Prescription Drug User Fee Act. This, 
Act was the prototype legislation that I am proud to have helped develop during my 
previous tenure atFDA. It increased the Agency's resources and dramatically 
improved the Agency's performance, speeding safe, effective drugs and biologics to 
those in need. This Act also demonstrated the benefits that come when the Congress, 
FDA, 'industry and consumers, work together to achieve"acommon goal that benefits 
the public health. The FDA Modernization Act takes this philosophy further through 
innovative procedures, such as third-party reviews for devices that will expedite review 
times without compromising the public's health. In addition, the Act will provide 
companies an expedited process for making certain health claims,. ' 

I also intend to focus on other key r/3sponsibilities of FDA In particular, I share 
the commitment ofmembers of this Committee to make our nation's food supply' as safe 
as it can be. The safety of o,ur blood supply and preventing the harm that can come to. 

'our country's youth from tobacco use also are of great concern. I know that we can, 

and must, work together to assure the American public that we, as a government, are 

doing all we can,and stlOuld do, in these critical areas. ., , 


Finally, if I am confirmed 'as Commissioner, it wiU bea high pr.iority of mine to' 
strengthen the science baseofthe Agency., Recruiting and retaining the best scientists 
is key to FDA's success: Afirin scientific foundation is critical to assure the accuracy 
and timeliness ofour regulatorY activities. It should concern us all that; at the very time 
the public al")d private research enterprise in this country isflourishing, one of our 

, , essential regulat6ryagencies may have difficulty recruiting and retaining strong 
sCientists.Ce'rtainly not all scientists need to be engaged in active bench research, 
and there,may be many opportunities to develop alliances with other public agenCies, 
but together we must find ways and means:to keep the science base of the Agency 
from eroding. 

I am confident that these difficult and often complex issues can be managed 
efficiently and. effectively. But you also need to know why I am confident, and why I am 
qualified to lead this important public agency. ' ' 

I ama'physician and cancer specialistwho'has demonstrated strong 

, management and Jeadershipskills in a variety of large and complex health 

organizations. 
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FDA is an agency that I know well. For two years, I managed its daily activities . 
and recruited most of the extremely capable Center directors who now lead the Agency. 
I know its strengths; I know its limitations. 

Leading a science-based organization is not a new experience for me. The first 
nine years of my career were spent in federal service at the National Cancer IQstitute, 
where from 1980 to 1985 I served as Deputy Director. I have been privileged to hold 
leadership positions in large academic health centers, first at the University of Kansas 
and now as Vice President for Health Sciences of the University of New Mexico. As 
Vice President, I have led the organization by implementing significant change, both in 

, the way health care is delivered and in how the next' generation of health care 
professionals learn. One of the keys to success in our work has been the meaningful 
involvement of legislators, other policy makers, health care providers and payers, 
professionals. and patients. These voices from the community have been critical in 
assuring that we are meeting our state's needs. 

In carrying out my responsibilities at both the University of Kansas and the 

University of New Mexico, I have fostered an environment and recruited leaders that 

resulted in tremendous growth in our research efforts. . 


In addition to my responsibilities in an academic health science center, my 
current service on the Director's Advisory Committee of the National Institutes of Health 
and as President of the United States Pharmacopeia continues to give me an 

, appreciation and perspective of the strengths and needs of science -- and of the 
patients who benefit from its results. 

I also have had "hands-on" partiCipation in the scientific enterprise. During my 
early years at the National Cancer Institute, I was responsible for drug development 
activities as a drug monitor for investigational drug studies. Later, at the University of 
Kansas, I became a prinCipal investigator on investigational studies for the treatment of 
breast cancer. 

As you know, I now live and work in New Mexico, but much of what has shaped 
'my career is rooted in the small community of Woodburn, Indiana,a town of just 512 
people when I was a child. A woman who I admired in Woodburn was stricken with 
breast cancer, a disease that was only mentioned in a hushed voice in those days. 
She shared some of her struggle with me. As her cancer advanced, she opened 
herself to the possibility -- and risk- of what research could offer. It was her belief that 
if the experimental therapy did not benefit her, then her experience would at least help 
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others. This experience and her altruism influenced my choice of a career in medicine 
at a time when women often were not welcomed. 

There were many other le?sons to be learned in Woodburn. In our small 

community, resources were finite in terms of people and finances. Both were valued 

and used wisely. 


Some of you know first-hand the privilege of learning to live in a community 

where everyone - literally - knows your name and almost everything about you. In 

small towns, there are few places to hide; responsibility and accountability become 


. second nature. Consequently, I have never shied away from tough or uncomfortable 
decisions. I also learned first-hand that if decisions are to last, they need to be 
reached by consensus and collaboration. This is not to say everyone in our town 
thought alike, for as Walter Lippman once said, "if we all think alike, someone's not 
thinking." Expressing oneself clearly, and, more importantly, listening were placed at a 
high premium in our community. 

In Woodburn, people who knew and respeCted one another were able to build 
strength out of differing points of view and make wise and long-lasting decisions. It 
was in this community that I learned many fundamental lessons of leadership and 
management, I~ssons that I have applied over and over again in even the most 
complex organizations. The result is, I believe, an approach of being open, fair, 
forthright, and honest. It is my intention to bring this same discipline and integrity to the 
role I would assume as Commissioner. . 

I have been fortunate to enjoy a challenging career that, I believe, we" prepares 
me for the task at hand. I look forward to our discussion today and to our working 
together in the future. Thank you. 
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" ;<?
k , The Honorable Trent Lott 

~ Senate Majority Leader 
"') fY..\ S-230 Capito] Building 

t'd Washington, DC 20510-7010 

Dear Mr. Leader: 

I am writing to urge you to schedule a floor vote to confirm Jane Henney. M.D. as FDA 
Commissioner prior to your adjournment of the Senate at the end of this week. 

Genzyme is a U.S. biotechnology company that develops breakthrough treatments for 
patients with serious and life-threatening diseases whose medical needs are umnet by existing 
therapies. I believe that our industry and our Nation would be best served by an FDA that is fulJy 
committed to achieving early patient access to treatments that may save their lives and improve 
their health. . 

The biotechnology industry's highest legislative priority,. during my tenure as chairman of . 
the Biotechnology Industry Organization, was translating these principles into meaningful FDA 
reforms. Our industry has always been deepJy grateful for your personal commitment and 
leadership in enacting the FDA Modernization Act of 1997 (FDAMA) and know you share our 
eagerness for effective and expeditious implementation. 

In my personal opinion, the time1y appointment of a pennanent Commissioner who is 
c1early empowered to implement the new law is necessary to ensure that full implementation is 
achieved before the momentum that led to FDAMA's enactment dissipates.· I believe that, by' 
confirming a new Commissioner who is committed to greater collaboration and cooperation with 
regulated industries. we will succeed in demonstrating that this new law should be recognized as 
one of the l05th Congress' majorachievemenLS, one that will benefit millions of American 
patients and their families. 

I believe that Dr. Henney has demonstrated that she is absolutely committed to both the 
letter and the spirit of the FDA Modernization Act. This belief appears to be shared by the Labor 
Coll1I11.ittee, which voted to support her confirmation to be Commissioner of Food and Drugs. 

10/05/98 MON 14: 28 [TX/RX NO 9885] 141 001 
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We recognize that the Senate has many urgent matters to take up in the very short time 
that remains until adjournment. We respectfully request that you consider that it is also critical, 
for the 25% of the U.S. economy that is regulated by the FDA, that the Senate confirm a 
Commis~doner who respects Congress' intent in implementing a new law that has profound 
consequences for companies and consumers alike. 

I believe that the appointment of a permanent Commissioner is so critical that, if the 
Senate does not find time to consider confirming Dr. Henney prior to adjournment, my company 
and others may consider encouraging the President to make a recess appointment. While 
regulated industry has long respected the leadership's requ'es[ that we defer to your political 
judgment on whether and how to proceed on this norninee~ we are quickly reaching the point at 
which our industry's ability to market new productsJn a timely and appropriate fashion may 
become an even more compelling consideration. 

Thank for you considering Genzyme's views of this matter. Please call me at 617/252
7573 if I can provide further information. 

Very truly yours, 

~ 
/l-- \.£A~ 

enri ernneer 
Chairman and Chief Executive Officer 

TOTAL P.02 
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fQSSIBLR NEXT STEPSiFOR HENNEY NOMINATION 
. . '.' ' .' I ......'. . .' . 

, . I.rader;shjp Contact: 
I 
I 
l

A. 	 Senators (ponlac!): . cl • 

Domenic:i' (Lon..' does) 
. Frist (Lott, N~ckles) 
:Coa1s (Lott. N~ckles)? 
ColliJlS (Loti, ~ckles) 

Gregg (LJtt, ~ck1~)?' . ", ", 

Mack . .(~tt, ~ck1es - Post agreement on off-label) 


. . I " .' .. 
Dodd. Mikulski. B~~ui-ray letter to Lott. arid Nickles 

B. 	 ,p~mdustry Sy-worters:,1 " 
¥, . 	 . . 

BIb" 	 i 
'PFIZER I 
'~JOHN"I' . 
MERCK ! 

NOVARTIS I' 

.MEDTRONICS 
GLAXO ' 	 I

I 

GENENTECH /1 

" 
GENZYME 


I 

. . . ' . f 

C. ' Adminimntion (sontacOi . I 
, ", 	

VP' (Maclc~o~t agreement 00, offlahel)? 

Bowles (Lott)? I 

Shalala (Lott, N;ickles, DomeJ.'!,ici. Frist, .Coats) 

Stein (Hoppe)? 

Thornton· (Nickle$ staff) 

Childress (Mack ftd Staff) '. 

Tarplin (Lott ,dNickles staff) 


2. 	 GroUp~~s Activity '. I
I 

' 
Sullivan, Bowen calls to Lott, Nicldef '. 
LetterQ from endorsing o~SanizationsJO Lott, Nicldes 
Mississippi. and Oklahoma affiliates T'ntact Lo~. Nickles' 
Cancer groups contact 'Mack ,', . 
Press coruerence with supporting orgF:tions (with Domenici?)? 
Renew push for editorials and op-edslin Mississippi. Oklahoma, Florida 

i 

" " 
3.. 	 MiscelliWgus,Actiyjty " . ../ . 

Henney. meeting ",ith women senatolfl . 
Henney meeting with House Womenrscaucus 
Dodd/Domenici meeting with select fdustry representatives? 

I 
I 
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October 14, 1998 
The Honorable Trent Lott 
Majority Leader 
United States Senate 
Washington, D.C. 20510 

D S L ttear enator 0 , 

The Biotechnology Industry Organization (BIO), representing 
more than 800 companies, academic institutions and affiliated 
organizations in the U.S., urges the Senate to bring the 
nomination of Dr. Jane Henney to the floor, and to confirm her 
as Commissioner of the Food and Drug Administration (FDA). 
Her credentials as an oncologist and her previous experience as 
a key member of the FDA leadership, give Dr. Henney a . 
perspective of the FDA's needs and 'processes that will help her 
lead this critical federal agency into the 21st century. 

Dr. Henney has indicated throughout the confirmation process 
that she will adhere to both the letter and spirit of the recently 
enacted FDA Modernization Act (FDAMA), and continue to 
streamline and improve FDA opera:tions. Dr. Henney has 
testified that she is committed to an FDA which reviews 
biologics and drugs expeditiously without compromising 
patient or-consumer safety. 

We also commend Dr. Michael Friedman, the current Acting 
Commissioner of the FDA for the superbjob he has done in the 
interim. However, we believe the agency will benefit from 
having the leadership of a permanent Commissioner confirmed 
by the Senate. 

1625 K STREET. N.W.. SUITE 1100 
WASHINGTON. D.C. 20006-1604 

202-857 -0244 
FAX 202-857-0237 
http://www.bio.org 

http:http://www.bio.org
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The FDA Commissioner is the appointed federal official with 
the greatest impact on the biotechnology industry. More than 
250 biotech drugs and vaccines are under FDA review and 
millions of people are in need of the potential benefits of these 
new therapies. The FDA is also a key regulatory agency 
overseeing development of biotech food and agriculture 
products. BIO believes that Dr. Jane Henney offers great· 
promise to provide strong leadership to the FDA, and we 
respectfully urge the Senate to confirm her nomination. 

Sincerely, 

W\& 
Carl B. Feidbaum 
President 



P.2 9-1d-1997 d:12AM FROM 

October 9, 1998 

The· Honorable Don Nickles 
Assistant Majority Leader 
United 'States Senate 
Washington, D.C. 20510 

Dear Senator Nickles: 

. As you know ,I have been nominated by President Clinton to serve as 
Commissioner of the Food and Drug Administration (FDA). I appreciate the 
consideration that you and. your colleagues in the Senate have given to my nomination. 

I wanted to take this opportunity to clarify what I believe is a misconception. 
about my views concerning FDA's regulatory authority. First, let me say that I respect 
the role of Congress in defining the parameters of FDA's authority and the gOd and 
missiQn of the Agency. During my service at both the National Cancer Institute and the 
FDA, I worked hard tt:> maintain collaborative relationships with our committees of 
jurisdiction, and to ensure that our activities were in full compliance with the law and . 

. congressional intent. Indeed, in the context of my current nomination,' I have pledged 
that my top priority will be timely implementation of the FDA Modernization Act of 
1997 based on the letter and spirit of the law. . 

I also waut to clarify any misconceptions about my service at the agency from 
1992-1994 with respect to the FDA tobacco rule and the Agency's review of RU-486. As 
I stated in response to questions submitted by the Committee on Labor and Human 
Resources, I did not participate in the FDA's consideration of whether the Agency has 
authority under existing law to assert jurisdiction over tobacco products. If confirmed 
as Commissioner, I would obviously abide by any tmal congr~onal or judicial action 
on this matter. 

With respect to RU-486, I slated during my confirmation hearing and in response 
to the Committee's written questions that I was not involved either in the solicitation or 
the reView of the RU-486 application. . 

. I appreciate your Willingness to consider my nomination. I would be pleased to 
. ese or any other issues at your convenience. 



P.3 9-14-19974:13AM FROM 

Office of the Secretary DEPARTMENT OF'HEALTH &. HUMANSEAVICES 

Washington. D,C. 20201 

OCT I 2 1998 

The Honorable Don Nickles 
Assistant Majority Leader 
United States Senate, 
Washington, D.C. 20510 . 

Dear Senator Nickles: 

Thank you for the letter from you and Chairman Hyde concerning the Department's 
interpretation of the Hyde amendment as it affects federally funded abortions. As you know, I 
take very seriously the Department's obligation to fully implement the law as enacted by the 
Congress: Nancy Ann DeParle, the Administrator of the Health Care Financing Administration 
(HCFA). shares this comminn.ent. 

Let me assure you that in order for federal funds to be used to cover abortion, a phYSician 
must certify that a woman suffers from a physical disorder, physical injury, or physical illnes~, 
including a life-endangering physical condition caused or arising from the pregnancy itself. that 
would place the woman in danger of death unless an abortion is performed. 

We have no intention to instruct states on this issue other than to reiterate the statutory 
obligation that must be met to utilize federal funds for legally permissible abortions. 

I trust this addresses your concerns. Please let me know if! can be of further assistance 
in this matter. An identical letter has been sent to Chairman Hyde. ' 

Sincerely, 

Donna E. Shalala 
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Office of the Secretary /'1~'~" DEPARTMENT OF HEALTH .·HUMAN SERVICES 

( ~f-
<., Washington, D.C. 20201 

:-Z.t... ,a . 

The Honorable Don Nickles 

Assistant Majority Leader 

United States' Senate 

Washington. D.C. 20510 


. Dear Senator Nickles: 

Thank you for the letter from you and Chairman Bliley concerning abortion coverage 

under the Title XXI State Children's Health Insurance Program (S-CHIP). As explained in 

greater detail below, states do have the discretion to determine whether to provide coverage for 

permissibie abortion services in their S-CHIP programs.' . 


First. let me say that we have gone to great lengths to ensure that the Department's 
implementation ofthe S-CHIP program is consistent with congressional intent and flexible to 
meet the needs and circumstances of individual states. We have consulted frequently with 
Members ofCongress and staff on a bipanisan basis. and have worked with state. officials to 
facilitate the implementation of their programs. To date, we·have approved 42 state plans under 

. the. Title XXI program. 

. In addition to the Title XXI Medicaid expansion option, states have three options for 

insurance coverage under the S-CHIP program: Benchmark, Benchmark-Equivalent. or 

Secretary-Approved Coverage. States are free to exclude coverage for permissible abortion 

services in their Benchmark (provided a state's Benchmark plan does not cover abortions) or 

Benchmark -Equivalent options. '. 


To ensure as much consistency as possible in our approval process, we have limited the 
exercise ofour dIscretion under the third option, Secretary-Approved Coverage, to cases in which 
the benefits offeredunder a state's S:-CHIP program are the same as under its Medicaid plan. 
This provides states with the flexibility to use their existing Medicaid programs and structures 
without having to extend, an entitlement to new S-CHIP' enrollees. Given the substantial flexibility 
in designing their benefit packages that states enjoy under the Benchmark and Benchmark
Equivalent options, this limited approach to Secretary-Approved Coverage does not unduly 
constrain the benefit options available to states. . 

Please let me know ifl can be offurther assistance on these issues. An identical letter has 
been sent to Chairman Bliley. 

Sincerely. 

Donna E. Shala1a 
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o Urgent 0 As Discussed ·0· For your review 0 Reply ASAP o Please comment 

Chris, 

You may already have these, but.enclosed are letters from six PhRMA member companies 
supporting Dr. Henney's confirmation. (Bayer co-signed the Pharmacla& Upjohn letter.) 

Alan Holmer 
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Genentech.lnc. 

I DN.A WlJY 
St)llr'" San r:rat"lci~'O. (:A 940a(l.1990 
16so1 2;i!'i I r02 
FAX: 16501 u.s -J'JJ.') 

:Arthur D. '.t:IIJn~oli. I"'h,rJ, 
I'(U~ltll:mt ,tnd 
Chi~r Elfcc:.uwc omC.cr 

October a, 1998 

The Honorable Trent Lott 

Majority Leader 

United Statea Senate , 

Washington, D.C. 20510 


Cear Mr. President: 

I am writing to inform you that: Genentech. Inc" a leading biotechnology' 
company baaed In South San; Franalsco.supports the confirmation of Jane 

,Henney, M.D •• aa Commissioner of the Food and Crug AdministratIon (FDA). 

, t ' 

As the FDA moves forward wiJh implementation of the historic Food and Drug 
Admfnlstratlon.Modemlzation~ct (FDAMA). It Is critIcal that the Agenoy have in 
plaoe a dedioated. able Comf1\iuioner who Is committed to fulfilling the spirit 
and intent of FDAMA. As iIIus,trated at her confirmation hearing, Dr. Henney Is 
wall-qua.llfled to lead the FDA;and will pursue modernization of the Agency with 
tremendous energy and Integrty. ' 

Clearly, 8,' welf-functloning FD~ Is crltioal to the ongoing development and 
, availability of new Iif8'!'saving ~rugs and technologies. Dr. Henney's 

confirmatIon wlll help ensure t~at patlente C?onUnue to ,have access to the latest 
medical advanc8s~ 

Sincerely, ' 

ADL:rp 



Ganentech.lnc. 


I DNA WilY 
~ollth SIIn r-rlln~lj'c,. ·CA <)"O~O'l~90 
/6S0) 225 I 1 0' 
FI'X: 16~OII.)1:) ~9'9 

NTI"IUf 0, L\......lmull. Ph.O. 
t're~ld(""t ane; 
Chilir t:lt,"rll[i"~ Offlcl!-r . 

. .. October 8, 1998 

The Honorable 

WIlliam J. Clinton. 


'The White House . 

Washington, C.C. 20510 


Dear Mr. President; 

I am writing to Inform you that iGenentech, Inc., a leading biotechnology 
company based In.South San iFrancisco, supports the eonffrmatlon of Jane 
Henney, M.O',. as Commissioner of the Food and ONg AdminIstration (FDA). 
.' . [ 
As the FDA moves forward wi~h Implementation of the h1storic Food and Drug 
AdminIstration ModemizationAct (FDAMA),' it 1$ critical that the Agency have in 
place' a dedicated, able Comn}lss10ner who is committed to fulfilling the spirit 
and intent of FDAMA. As IlIU$~rated at her conflnnatlon hearing, Dr. Henney.Is 
well-qualified to lead the FDA ~nd will pursue modernIzation of the Agency with 

. tremendous energy and lntegr.lty. 

Clearly. a weU-functlonlng FDA Is criticat to the ongoing development and 
availability of new Ufe-saving ~rugs andtechn~logie8., Dr. Henney's 
confirmation will halp ensure tfilatpatlents contlnue.to have access to the latest 
medIcal advanoes. . . ;. 

Sincerely, 

~(~ 

. ADL:rp 

http:contlnue.to
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215 E.ut ~ftd Sere" 

New Yid, NY 1001'057&5 

TeU12 &13 1116 


'WIllIam C. the...., Jf'. 
OaltlD.aD of m. &arc! Mel 
ChI.Ir.:ltGanv. OIieu 

June 23. 1998 

The Honorable James M. Jeffords 

Seo.ale Committee 012 Labor and J:lum.aJi R.cso\U'ces 

728 Senate Han OffiCA: Building 

Washington,.D.C. 20S 10-4503 


Dear Chaimwl Jeffords: 

We are Mitini to express our suppon for the nomination ofDr. lane E. Henney for the 
position ofCommissioner ofthe Food and Dxug Administration (FDA). We are pleased 
that the Senate will be oonsiderlngsuch a qualified candidate to fill tbis important 

,poddon. . 

Dr. Henney'alea.derahip qualifications, manas~ent skills and scienc.e background' . 
combine tP make the risht mix to ensure that the FDA operates efficiently. protects the ' 
public 1:lealth, and patienta have timely accalS to health care treatments. The chall~gina 
health ure'issues we will face in the Comini years will be shaped, in part, by the next ' 
FDA Commissioner. We have confidence that Dr. Henney is an individual who can 
8U~d\lUy meet these challeD.gcs~ , 

We apprcciate the opportunity to ~ Pfizer's views about a person'as qualified as Or. 
Henney. and we hope you will act swiftly to, approve her appointmc.nt as FDA 
Com.missioncr. 

','~~tfk 
William C. Steere,lr. 

http:appointmc.nt
http:OaltlD.aD
http:PIi..,..Ja
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October S. 1998 ' 

The Honorable Tlent Lott . 
Sanate Majority Leader 

'5-2.30 Capitol Building 
W8Ihinpm. DC 20S10·7010 

Dear Mr.1Aa.d.er: 

Ci)EN;zVME COICfIDIiATION 
ONE ~1.1QUAR& 
~ MA Q2UQ.i562 
617.aN613 
FAX e17·a:i'H42S . 

HENRI A. TEAMsa 
~INANANP 
C:HlEJII!~TI'1f! OPJ!tcerc 

I am writing to urge youtC),acbI4ule afloar vote to conti!'" Iane HeJUlC)'.M.O. as fDA 
Commissioner prior to yOUr'adjournment of the Semite at the end of thiswc.ck. 

, " 

Genzyme is a U.S. biotcchuololY company that develop. breakw,;nol,h tee.anon!, for 
paticntl with serious ilnd Ufc-th.reatcniDl diaeases WbOM rne4lcaJ noedJl arcu~t by exi.tin, 
thuapielS. I believe £tlat our indUstry and our Nation would be beal SCl'Ycd by an FDA tb,tI. iJ fUlly 
committed to achievin, early pati&nt acc:&lS to treatxncnts that m!ly,ave their lives al2d h:tlprove 
th.ir haa1th. " . 

The biotacbnololY inc!.ustI)"l highest legislative priority. durin: my tonure liS c.haimlan of 
the Biotechnology ImtuJIl')' OlJanizllion, wu trlnslaUni thele principlcsinto meanin,rul FDA 
reforms. Our Indultl"y his always been deeply sracofu] far your personal commitment arid 
leadership ill enactinlthe FDA. Modernization Act gf 1997 (fDAMA) and knew you share our 
clliemcas for "ffective and ol(poCtlt1ous implC1lDtation. 

. In my personal opinion•. the ~n)~11 appointment of .. petJ1l3UDt Cornmjssioner who.ia 
cleuly empowered. &0 implement the DeW law i5 n.e~"sa:rY to cniurathaI tun implcmautllrjon is 
achieved before the momentum milled to PDAM,A'&enactmltlt d.iSSipa\Oi. I believe th&\; by 
c:anflnning a new Commissioner who is committed. to greatv ;ollaborati.ob and cooperatiE:an, with 
regulalcd indu&tl'iei, we wm IUCCccc! In demon.suatin,lhat thilllCW law sbould. be re~opiiled. IL& 

onc of lb.. lOS\b Congress' major achi.ev"menl$, onltha:t will bandit milUODI of American 
patients and. ihClir famiJi9. . 

1 believe th&e Dr. Hcnrua)' has dcm.onstratr:d thlltMe is absolutely committed to both the 
letter and tho: spirit of the FDA Modernization 'ACt. This belief appears lo be shared by ttll=: LabClr 
Committee. whh;h vorcd to IiUPP0rl her conr~ation to be Con=illioDII' of Food &nd. Dru,s. 

oJ ' 

10/135/81 liON 14: 2& [TX/Rl NO asas] IilOOl 

http:ollaborati.ob
http:thiswc.ck
http:Mr.1Aa.d.er
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We ~ecrniz.c that the Sefla~ has many urgcut matw'S to take up in the very .hort tim" 
that remain. until &djounuut:nl WI. ~pecttuUYNqU••t Ehlt ),ou consider thll it Is also critical. 
for the lS'Ib ot the U.S. oc;cmomy tbat 11 resuIltcd. bylbe FDA, that the Sena.te eonfitm I. 
CornrniSRionet' who respects Conpss· inmnt in impl~tiDI a IiDW law that baa profound 
c::onscquenc::es for~pmial,~.c~~.~ iUk.o. ' .'. 

, . 

. I believe that tb,e appointtnll1t of a pennanent Commissionor 11 80 mtieal that. ifrhe 
Senate does not find titne to consid.erconflrmini Dr. Hcmncy prior to adjournment, my l".ompaD)" 
and others may consider ClncoutlPnl the Pn:aidfmt to make a fC~SS Dppoilltnlont. WhIle 
fClgWaled industry has ,long RSpected the leaders'bip" request that we dafer to your political 
judsment an Whether ami how to proceed on tJUs hQminee~ weare quickly reach!nl Eho point at 
whtch our Inc!ustry·sabUity to mIlket new FOductsin I t:i.maly and appropriate fumon may 
bocom~ In eYon mar. cQmpellias coa.id.eraIion. ' 

Thank for yo,", considering Ocuzy.me's view! 01 this ma1t.Cr. P10ue call ma at 617/252
7573 if I C:1tI provide further information. 

,TOTAL P, 0,2 

1D/0&/S8 .ON 14:28 [Tl/RX NO eSSSl ijba02, 
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Sm.rhKI,lJe Beecham 

. 	Jan Lo~ehly 
ell/ul "l(ecu!i"~ ; 

September 25, 1998 

The Honorable Jim Jeffords 
, Chairman 
Committee on Labor and Human Resources' 
428 Dirksen Senate Building 
Wuhington. DC 2.0510 

Dear Senator Jeffords: 
, , 

We ~itc in support oOhe nOrllinalion of ))1'. Jane Henney as Commissioner oflhe Pood 
and Drug Administration, and we urge the Senale's expeditious ~ollfinnati()n oftb.i.s 
nomination. Rased upon Dr. Henney'sbackgroWld and experience~ as well as the record 
of your Committee's conf1rmation h~ngs.we are satisfied thal she is inunanently 
qualified and prepared for the position. . 

, 	 ' 

While we think that Dr. Friedman hi,s served very professiollal1y and responsibly d~rins 
his tcllure as Acting Corrunissioner, we also believe thit the aa"ncy is at a critical time 
itndlhe demands on it such that It dcservCi;s apel'manenl and politically accountable 
Commissioner. Timely and faithful implementation of the recently enacted Food and 
Drug Administration Modernization ACl.is a priority 10 us all.: We believe that with the 
suppon. ofthe Administration and tbe COIlgress.l>r. Henney as a confirTned 
COlllnussiow.T, represents the best opportunity to achieve this goal. . 

We greatly appreciate your consideration of nur views. 

With best reg~ds. 

Ono N.... HorllM$ Co101ft. S'Olnfcm:l. ,.1111111111411.. Twa !Ii':', IJ.K, TuloDMllu 181:015 7.1J0" rill 181·g75 2599, 
0110 r'Gflld l", PlaIa, 1'0,001' '9Z0.PhHR/lolll/lhlll; I'A HllQ1·'1!J2!), T(licphnM 1:t1~1 751 "Sr., Fax 1.21$1 7514446, 
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Genentech.lnc. 


1 DNAWay 
SOlJrh San Fr':,ncisco. CA 94080-4')')(J 
16501 225·1 J 07 
FI\X: (6150) 'J'l<)·?'N9 

Arrhlir U. Lcvlr'l~on. r'tll). 
Presidenr ;H.(.1 

Clli~f f:<~eCIJrivf" Oltin"r 

October 8, 1998 

The Honorable 
William J; Clinton 


The White House 

Washington. D.C. 20510 


Dear Mr. President: 

i 

I am writing to inform you that Genentech. Inc., a leading biotechnology 
company based in South San francisco, supports the confirmation of Jane 
Henney, M.D., as Commission~r of the Food and Drug Administration (FDA). 

I 

I 

As the FDA moves forward with implementation of the historic Food and Drug 
Administration Modernization ~ct (FDAMA). it is critical that the Agency have in 
place a dedicated, able ComrT'lissioner who is committed to fulfilling the ·spirit 
and intent of FDAMA. As iJlus1rated at her confirmation hearing, Dr. Henney is 
well-qualified to lead the FDA and will pursue modernization of the Agency with 
tremendous energy and integ(~. . . 

Clearly, a well-functioning FD~ is critical to the ongoing development and 
availability of new life-saving qrugs and technologies. Dr. Henney's 
confirmation will help ensuret~at patients continue to have access to the latest 
medical advances. . . 

Sincerely, . 

~(~ 

ADL:rp 


