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NIH INVESTME~~ IN RESEARCH AND RESEARCH 
PROGRAMS RELATED TO rUNORITIES 

The NIH inv~s:tmel}-t il}- research ~nd r 7search trail}-insi' prog~ ~eJ.tu..­
related to the m1nor1ty populat1ons 1n the U.S. 1S about 1. 
billion. Of this, abOl!t $115 million supports research t a1ning . 
in the preparation of minorities for careers in biomedical 
research. Examples are: 1) the Minority Access to Research 
Careers Program for undergraduate student training in research 
and minority and predoctoral faculty fellowships; 2) the Bridges 
to the Future Program for students to make the transition" from 
two-year to four-year colleges and from Master's degree granting 
to doctoral degree granting programs; 3) support for minority 
high school/ college/ graduate and postdoctoral students by 
supplemental funds to regular research grants; and 4) a program 
within NIH for loan repayment scholarship funds for 
undergraduate/ graduate and medical students/ as well as 
postdoctoral trainees studying AIDS. 

Support for research activities performed by minority 
investigators and their students totals about $136 million. 
tinder .the Minority Biomedical Research Program/ research is 
performed by faculty and students at academic institutions having 
a significant number of minority students [Historically Black 
Colleges and Universities (HBCUs) i Hispanic Serving Institutions 
(HSIs) having an enrollment of at least 25% Hispanic students; 
and institutions in inner cities and some other ·geographic areas 
in which a large number of minority students are enrolled] . 

Support for Research Centers at Minority Institutions is about 
$32 million and includes special funds for construction at these 
institutions. The total funds provided to HBCUs will be about 
$86 million and to HSIs about $69 million in FY1998. 

Funds for research related to diseases or conditions that 
inordinately affect the minority populations of this country are 
provided by the Institutes and Centers and total over $2 billion. 
These funds are particularly directed to studies of breast/ 
prostate and lung cancer/ cardiovascular disease/ hypertension, 
diabetes/ stroke/ sickle cell disease/ sudden infant death 
syndrome and infant mortality. 

The Office of Research on Minority Health serves as a focus of 
coordination of the activities of all the NIH Institutes and 
Centers and is described in the attached Fact Sheet. The Office 
is responsible for the Minority Health Initiative/ which proviqes 
about $70 million a year for projects supported by the Institutes 
and Centers. These include perinatal studies and interventions 
to improve infant mortality rates/ the effects of alcohol on the 
fetus/ adolescent alcohol use/ lead poisoning in children/ 
research on HIV infection in adolescents/ studies of asthma in 
minority children/ auditory and visual impairments in minority 
children/ and many others. 

The NIH is committed to ensuring that all Americans have equal 
access to good health and that all scientists have the 
opportunities to compete fairly for research funds. 

PHOTOCOPY April 1998 
PRESERVATION 
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Background 
The President has been invited to participate in the ground breaking ceremony for the new Clinical 
Research Center (CRC) (state-of-the-art research hospital)'on the campus of the National 
Institutes ofHealth (NIH) in Bethesda, Maryland. This new building, by an act ofCongress, is to 
be called the Mark O. Hatfield Clinical Res~arch Center, in honor of Senator Hatfield, who served 
for 30 years in the Senate and as Chairman ofthe Committee on Appropriations for 8 years. 

The Messages 

This is an opportunity for the President to: 


• 	 Take credit for initiating construction of this building, which symbolizes the Clinton 

Administration's investment in the future and its commitment to improving the health of 

the Nation. 


• 	 Underline the Administration's promise to provide quality health care for all Americans. 

Medical research involving patients, conducted in this building, will pave the way for 

treatments and cures for patients everywhere. 


• 	 Cite an activity ofthe Federal government-- investment in medical research-- that has bi­

partisan, enthusiastic support in the Congress and is overwhelmingly popular with the 

American public (as shown by regional and National surveys). 


• 	 Point out that while government is downsizing, this new building is symbolic ofwhat the 

public wants from government and the Clinton Administration is providing--a means of 

developing treatments and cures for devastating diseases. 


• 	 Remind the public that the long-term support of NIH (including by this Administration) 
has brought advance after advance in the laboratory that are ready to be translated--in this 
new building--into better diagnosis, treatment and even cures for difficult and dreaded 
diseases. The new building will speed translation ofdiscoveries from the laboratory to the 
patient. 

• 	 Make the point that medical research has progressed at an unprecedented rate in the past 

decade. We are now on the brink of applying these advances to treat and cure a host of 

diseases from arthritis to childhood cancer and heart disease to diabetes. 


The Photo Opportunity 
At the ceremony, the President could meet patients with Alzheimer's disease, genetic disorders, 
AIDS, cancer, and other diseases who are participating in NIH studi~s. These patients (as 
described in the attached Washingtonian magazine) come from all across the country to seek help 

. and participate in research (thereby helping countless others): 

The agenda will include a former patient who will talk about how NI.H ( and its clinical research) 
brings hope to individuals who volunteer to participate in the research and to sick people 
everywhere. 

The first two rows of the audience for the event will include patients--especially children and 
young adults--from around the country. 

September 30, 1997 
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.'. .. Twenty-five million Americans have osteoporosis -- 80%, are women . 

{)rol{~J Rs' 


• One outo 0 women over the age of 50 will have an osteoporosis-
related fracture ring her lifetime. -----:-~ 

.. 


• 

• 	 16 million Americans have diabetes. More than one*third have not been 
diagnosed. There are 800,000 new cases of diabetes diagnosed every 
year.. 

• 	 . Nearly 20 percent of Americans over the age of 65 have diabetes. (6.3 
million). (6.3 million and over 3 million have been diagnosed)~ 

• 	 People with diabetes are more likely to suffer from heart disease, high 
blood pressure, and strokes. People with diabetes are 2 to 4 times more 
likely to suffer from cardiovascular disease, and 2 to 4 times more at risk for 
a stroke. High blood pressure affects nearly two-thirds of people with 
diabetes. 

• 	 Diabetes is the leading cause of end-stage renal dis:ease (ERSD), non­
traumatic amputations, and blindness~ .Diabetes accounts for 36 percent· 
ofnewERSD cases (kidney disease) -- about 20,000 cases each year. In 
addition, 54,000 amputations are performed on diabetics each year, and up to . 

..• 24,000 adults are blinded each year from diabetes. . 

·-~-----,-----·-···.---r-··~~'- -. 



• 	 It is estimated that we spend $92 billion per year, on diabetes care. Of 
the total, costs directly attributable to diabetes total $45 billion, while 
indirect medic'al co~ts, such as work loss, disability, and premature death 
total $47 billion. . 

• 	 Medicare pays for ERSD for the non-elderly population as well. About 
20,000 Americans develop this disease through diabetes each year, and 
Medicare expenditures on kidney dialysis for each of these people averages 
nearly $40,000 annually. . 
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List of Speakers 
\ \)~~'--

(V;{l..rcJ: ..SandyPuczynski 

Her daughter, Michelle, is 13 and has diabetes. Michelle has· been faced with plany hardships 
due to the disease, including numerous injections and fingerstick blood tests, a structured meal 
plan, and constant fear of persistent high blood sugar levels which CQuid lead to death. She is 
thankful for the commitment by the President towards a researc~ initiative that would hopefully 
find a cure for diabetes. 

Mrs. Mary Delaney 

She is an elderly, African-American woman that has a history of diabetes in her family and 
suffers from the disease. She cannot afford many of the treatments and medicine she needs in 
order to combat diabetes. She thanks the President for the Medicare benefit that will help older 
Americans get the health care they need to manage diabetes. 

Chief Joyce Dugan 

She is the Chief of the Eastern Band of Cherokee Indians. She is concerned with the way 
diabetes has become an epidemic in Native American communities recently. She is thankful for 
the education and prevention initiatives, in the form of a Dialysis Center and Wellness Center for 
her community, and for the establishment of a special diabetes program for Native Americans. 

U~ 
~)r- ~. A .. Other VIPS Meeting with POTUS 

\tJOOI.A.V\ ~cJ~~OlJ\ 
Stephen J. Satalino, Chair of the American Diabetics Association 

Mary Tyler Moore, the Juvenile Diabetes Foundation International's International Chairman 

Other Valida tors 

Dr. Richard Kahn, Medical Director of the American Diabetic Association 

703-299-2065 


Dr. Philip Gorden, Head of the National Institute of Diabetes and Digestive and Kidney 
Diseases 
301-496-5877 

Eric Schutt, Juvenile Diabetes Foundation 

202-371-9746 
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MILLER &- CHEVALIER 
CHARTERED 

655 FIFTEENTH STREET, N.W.. SUITE 900 

WASHINGTON, O.C. 20005-5701 


(202) 626-5800 FAX: (202) 628-0858 


CLARENCE T. KIPPS, JR. 
(202) 626-5840 September 19, 1997 
CKIPPS@MILCHEV.COM 

HAND DELIVERED 

Mr. Christopher C. Jennings 
Special Assistant to the President for Health Policy 
Office of Policy Development 
212 R Old Executive Office Building 
1600 Pennsylvania Avenue, N.W. 
Washington, D.C. 20500 

Re: 	 Increased Funding for Parkinson's Research in the Senate Labor, 

HHS, and Education Appropriation 


Dear Mr. Jennings: 

Pursuant to our March meeting with Dr. James Bennett, Jr., Dr. Curt Freed, Ms. Joan 
Samuelson, and Mr.Paul Smedberg, I promised to update you on our progress towards seeking 
increased funding for Parkinson's research. Due in large part to the valiant efforts of the 
dedicated Parkinson's grassroots organizations, the Senate Labor, HHS, and Education 
Appropriation (as passed on September 11, 1997) contains a $100 million appropriation for 
increased funding for Parkinson's research. 

With the approaching passage of the House's version of the HHS Appropriation, the 
Parkinson's community is seeking the President's support for retention of the Senate funding 
provision in conference. I have attached a copy of the Senate Appropriation language for your 
review. If there is any additional information that I can provide you, please do not hesitate to 
give me a call. My number is 202-626-5840. 

Pursuant to your earlier advice, I am simultaneously sending a letter to OMB's Acting 
Associate Director for Health Care, Joshua Gotbaum. On behalf of the nearly one million 
Americans that suffer from this disorder, I would like to express their gratitude for your time 
and your concern. 

Sincerely, 

ce.."It--r.41 . 
Clarence T. Kipps, Jr. ~ 

Attachments 

mailto:CKIPPS@MILCHEV.COM


Mr. Christopher C. Jennings 
September 19, 1997 
Page 2 

cc: 	 Mr. Daniel C. Tate, Jr. 
Dr. Dr. James Bennett, Jr. 
Dr. Curt Freed 
Ms. Joan Samuelson 
Mr. Paul Smedburg 
Ms. Angela Barbee Styles 
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AlVmNDlVIENT NO. _ 	 Calendar No._ 

Purpose: To provide for the establishment of a program 
for research and training with respect to Parkinson's 

, disease. 

IN THE SENATE OF THE UNITED STATES-I05th Cong., 1st Sess•. 

S.1061 

Making appropriations for the Departments of Labor, Health 

and Human Services, and Education, and related agen­

cies for the fiscal year ending September 30, 1998, 

and for other purposes. 


Referred to the Committee on ___________ 
and ordered to be printed . 

• Ordered to lie on the table and to be printed f/::J\~, 
AMENDMENT 	 intended to be proposed by lYIr. WELLSTONE . 

(for himself and Mr. McCAIN) 0.. '--:£ . S 'DlJ\ V,j, n h& 
])0(1'\. 1 . , , . ). 

VIZ: 	 \) I AN'- etta I Pxf4.ux: 
1 At the appropriate place, insert the following: M05~V-&GU(l, 

2 SEC. _. PARKINSON'S DISEASE RESEARCH. S4.1\+-~ 


3 (a) SHORT TITLE.-This section may be cited as the ·3~LC::O" 


4 "Morris K. Udall Parkinson's Research Act of 1997". 


5 (b) FL.'IDL'TG.A!'ID PURPOSE.­

6 (1) FINDING.-Congress finds that to take full 


7 advantage of the trem~ndous potential for finding a 


8 cure or effective treatment, the Federal investment 


9 in Parkinson's must be expanded, as well as the co­

! 


I 



I 

i 
P:'\BAl\BAl97.742 S.L.C. 
, 


2 


1 ordination strengthened among the National Insti­

2 . tutes of Health research institutes. I 

3 (2) PuRpoSE.-It is the purpose of this section 

4 to provide for the expansion and coordination of re­

5 search regarding Parkinson's, and to improve care 

6 and assistance for afflicted individuals and their 

7 family caregivers .. 

8 (c) PARKINSO:X'S RESEARCH.-Part B of title IV of 

9 the Public Health Service Act (42 U.S.C. 284 et seq.) is 

10 amended by adding at the end the following: 

11 "PARKINSON'S DISEASE 

12 "SEC. 409B. (a) IN GENERAL.-The Director of 
I , 13 NIH shall establish a program for the. conduct and sup-
I 
i 14 port of research and training with respect to Parkinson's 
I 
I 15 disease (subject to the extent of amounts appropriated 

.1 

16 under subsection (e». 

17 U(b) INTER-INSTITUTE' COORDINATION.­

18 "(1) IN GENERAL.-The Director of NIH shall 

19 provide for the coordination of the program estab­

20 lished under subsection (a) among all of the national 

21 research institutes conducting Parkinson's research. 

22 ' "(2) CO:N'FERENCE.-Coordination under para­

23" graph (1) shall include the convening of a research 

24 planning conference not less frequently than once 

25 every 2 years. Each such conference shall prepare 

26 and submit to the Committee on Appropriations and 
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1 the Committee on Labor and Human Resources of 

2 the Senate and the Committee on Appropriations 

3 and the Committee on Commerce of the House of 

4 Representatives a report concerning the conference. 

5 "(c) MORRISK. UDALL RESEARCH CE.NTERS.­

6 "(1) Ix GENERAL.-The Director of NIH shall 

7 award Core Center Grants to encourage the develop­

8 ment of innovative multidisciplinary research and 
" 

! 
9 provide training concerning Parkinson's. The Direc­

10 tor shall award not more than 10 Core Center 

11 Grants and designate each center funded under such 

12, grants as a Moms K. Udall Center for Research on 

l:f Parkinson's Disease. 

14 "(2) REQUIREMENTS.­

15 "(A) IN GENERAL.-With respect to Par­

16 kinson's, each center assisted under this sub­

17 section shall ­

, I 18 "(i) use the facilities of a single insti­

19 tution or a consortium of cooperating insti­

20 tutions, and meet such qualifications as 

may be prescribed by the Director of the 

22 NTII; and 

23 "(ii) conduct basic and clinical re­

24 search. 

21 
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"(B) DISCRETIONARY REQtlRE~rENTS.-

With respect to Parkinson's, each center as­

sisted under this subsection may­

"(i) conduct training programs for 

scientists and health professionals; 

"(li) conduct programs to provide in­

formation and continuing education to 

health professionals; 

"(iii) conduct programs for the dis­

semination of information to the public; 

"(iv) separately or in collaboration 

with other centers, establish a nationwide 

data system derived from patient popu­

lations with Parkinson's, and where pos­

sible, comparing relevant data involving 

general populations; 

"(v) separately or m collaboration 

with other centers, establish a Parkinson's 

Disease Information Clearinghouse to fa­

cilitate and enhance knowledge and under­

standing of Parkinson's disease; and 

"(vi) separately or in collaboration 

with other centers, establish a national 

education program that fosters a national 
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1 focus on Parkinson's and the care of those 

2 with Parkinson's. 

3 "(3) STIPE?-''1)S REG.ARDI~G TRtU:S-ING PRO­

4 GR.:Lvls.-A center may use funds provided under 

5 paragraph (1) to provide stipends for scientists and 

6 health professionals enrolled in training programs 

7 under paragraph (2)(B). 

8 "(4) Dt"RATION OF SUPPORT.-SUpport of a 

9 center under this subsection may be for a period not 

10 exceeiling five years. Such period may be extended 

11 by the Director of NIH for one or more additional 

12 periods of not more than five years if the operations 

13 of such center have been reviewed by an appropriate 

14 technical and scientific peer review group established 

15 by the Director and if such group has recommended 

16 to the Director that such period should be extended. 

17 "(d) MORRIS K UDALL AWARDS FOR ExCELLENCE 

18 IN P.ARKINSON'S DISE.ASE RESE.ARCH.-The Director of 

19 N1H shall establish a grant program to support investiga­

20 tors with a proven record of e.~cellence and innovation in 

21 Parkinson's research and who demonstrate potential for 

22 significant future breakthroughs in the understanding of 

23 the pathogensis, diagnosis, and treatment of Parkinson's. 

24 Grants under this subsection shall be available for a period 

25 of not to exceed 5 years. 
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1 "(e) AUTHORIZATION OF APp OPRL\'TIO~S.-For the 

2 purpose of caITj;ng out this sectio there are authorized 

3 to be appropriated $100,000,000 for fiscal year 1998, and 

4 such sums as may b necessary for each of the fiscal years 

5 1999 and 2000. 

T 
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Morris K. Udall Parkinson's Research & Education Act of 1997 

Senate Bill Number: S.535 

Principal Senate Sponsor: Senator John McCain 

Senate Co-Sponsors: 65 

Facts: 	 The Udall Parkinson's bill was attached by amendment to the Senate Labor, HHS 
& Education Appropriation (S. lO62). The Amendment (# 1 074) was passed by a 
recorded vote of95 to 3. The Appropriation bill passed by a vote of92 to 8. 

House Bill Number: H.R.1260 

Principal House Sponsor: Congressman Fred Upton 

House Co-Sponsors: 251 

Facts: 	 Although majority of the members of the House of Representatives, amajority of 
the members of the House Commerce Committee (30 of 51), a majority of the 
members of the House Commerce Subcommittee on Health (20 of 29) and a 
majority of the members of the House Appropriations Committee (30 of 60) have 
cosponsored this bill, the bill has not passed the House, nor will the bill be called 
up as an amendment to the House Labor, HHS & Education Appropriation. 



Parkinson's Research Funding Facts 

• lout of every 263 Americans are known to have Parkinson's 

• 70% of the people afflicted with Parkinson's are over the age of 50 

• The Federal Government spends only $26 per patient for direct Parkinson's research 

• The Federal Gov>ernment spends $1,069 per HIV/AIDS patient for 
research 

• The Federal Government spends $295 per Cancer patient for research 

• 	 The National Institutes of Health have a annual budget ofmore than $11 billion, but 
can't find the money to fund Parkinson's research 

• 	 The scant $26 per Parkinson's patient has been spread between four 
different National Institutes ofHealth 

With Adequate Funding a Cure Could Be Found Within FIVE YEARS 

• 	 Leading Scientists have predicted that with adequate funding, a cure is within reach in 
FIVE YEARS 

• 	 There is no other neurological disease about which we have so much information and 
no other area in neuroscience that is as fertile. 

• 	 Leading Scientists agree that funding should be focused on diseases that are the 
THRESHOLD of a CURE, but NIH has refused to divert money away from basic 
research and has vigorously opposed efforts in Congress to earmark money for 
Parkinson's. 

• 	 With Adequate funding substantial new treatments could be available within TWO to 
THREE YEARS. 

Finding a Cure Could Save An Estimated $26 billion per year 

• 	 According to Dr. Ole Isacson ofHarvard, Parkinson's is estimated to cost America 
$26 billion per year. 

• 	 According to Dr. KurIan of the University ofRochester, even a 10% slowing of the 
progression of Parkinson's will save $327 milli~n per year. 

• 	 The costs of treating Parkinson's have significant effects on the overall costs of 
MEDICARE and MEDICAID. 

2 




• 	 WHAT IS PARKINSON'S???? 

• 	 Parkinson's results from degeneration ofcells in the brain that produce dopamine that 
controls motor function of the body. 

• 	 Parkinson's starts with tremors and falling, progresses to freezing of muscles and 
uncontrollable body movements, loss ofmemory, confusion and depression, and 
degenerates into total incapacity, including loss of speech. 

• 	 lout of every 263 Americans are known to have Parkinson's. Widely known victims 
include Rev. Billy Graham, Mo Udall, Muhammad Ali and Janet Reno. 

3 
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MILLER.&- CHEVALIER 
CHARTERED 

655 FIFTEENTH STREET, N.W., SUITE 900 

WASHINGTON, D.C. 20005-5701 


(202) 626-5800 FAX: (202) 628-0858 


CLARENCE T. KIPPS, JR. September 19, 1997 (202) 626·5840 

CKIPPS@MILCHEV.COM 


HAND DELIVERED 

Mr. Joshua Gotbaum 
Acting Associate Director for Health Care and Personnel 
Old Executive Office Building, Room 254 
725 Seventeenth Street, N.W. 
Washington, D.C. 20503 

Re: 	 Increased Funding for Parkinson's Research in the Senate Labor, 

HHS, and Education Appropriation 


Dear Mr. Gotbaum: 

In March of this year, Chris Jennings met with me and two leading Parkinson's disease 
research doctors and several active members of the P::rrkinson's disease support community to 
discuss the promising future for breakthroughs in Parkinson's research. At that meeting, Mr. 
Jennings recommended that I work with your office to ensure that White House stays abreast of 
funding issues that effect the Parkinson's community. 

Due in large part to the valiant efforts of the dedicated Parkinson's grassroots 
organizations, the Senate Labor, HHS, and Education Appropriation (as passed on September 
11, 1997) contains a $100 million appropriation for increased funding for Parkinson's research. 
With the approaching passage of the House's version of the HHS Appropriation, the Parkinson's 
community is seeking the President's support for retention of the Senate funding provision in 
conference. I have attached a copy of the Senate Appropriation language for your review. 
Attached also are brief background statements on Parkinsons disease and the relevant 
legislation. 

If there is any additional information that I can provide you, please do not hesitate to 
give me a call at 202-626-5840. I am a partner at the Washington, D.C. law firm Miller & 
Chevalier and am actively involved (on a pro bono basis) in the efforts of the Parkinson's 
community to increase funding for Parkinson's research. 

Sincerely, 

~.,,--r:-~
Clare~e T. Kipps, Jr. 

.//\ a-
Enclosures 

mailto:CKIPPS@MILCHEV.COM
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Mr. Joshua Gotbaum 
September 19, 1997 
Page 2 

cc: 	 Mr. Christopher C. Jennings 
Mr. Daniel C. Tate, Jr. 
Dr. Dr. James Bennett, Jr. 
Dr. Curt Freed 
Ms. Joan Samuelson 
Mr. Paul Smedburg 
Ms. Angela Barbee Styles 
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001. fax 	 Perry Cohen to Office ofChris Jennings re: Attendee at Meeting with 6/8/98 P6/b(6) 
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Perry D. Cohen Ph.D. 
391ft Harrison Street HW 
Washington DC 20015 
202-686-9ft30 (voic:e/fax) 
pdc:ohen@alum.mit.edu 

FACSIMILE COVER PAGE 

Date: 6/8/98 
Time: 17:34:22 
Page: 1 

To: Donna, clo Chris Jennings Office 

3~14I-jarrie;on st..NIN'· . 
Wa;hingt-011 DC 2001!:H93B, 

V6ice:202-6B6-9430 , 

f <IX! 202-600-9430 

El11ail: pdcohetl@alum.tl1it.edu 


National Parkinson Foundation, Inc. Company: The White House 
Fax#: 456-5557 

From: Perry Cohen Lawrence S. Hoffheimer 
Address: 3914 Harrison st. NW Wash ington Counsel 

Washington, DC 20015 
USA 

Fax#: 202-686-9430 . 
Voice #: 202-686-9430 

Message: 

In addition to Mr. Hoffheimer and myself Mr. Paul Smedberg of APDA will attend this 
Wednesday's, 2 pm meeting with Mr. Jennings. Mr. Smedberg is a US citizen. 

Thank you and we look forward to seeing you then. 

Perry Cohen 

CLINTON LlBRl~f1V 
PHOTOC()PY 

'" '''',1''\", I I POAOV PHOTOCOPY 
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National Parkinson Foundation, Inc. 

1250 24th Street. N.W.' Suite 300. Washington, D.C. 20037 


Telephone: (202) 467-8313 • Fax: (202) 466..()585 • Internet E-mail: hoffheimer@aol.com 


AN INTERNATIONAL ORGANIZATION 


National Board 

ofGovernors 


Bob Hope • 
Honorary Chairman 

Muhammad All 

Steve Allen 

Henny Backus 

Nathan Blaser 

Dick Clark 

Robert Coppenrath 

Phyllis Diller 

Eric Emanuel 

Betty Ford 

President Gerald R. Ford 

Kenneth O. Gilmore 

Abel Holtz 

David Laventhol 

Roger Levin 

Edwin A. Levy 

Hank Meyer 

Dr. Peter A. Morabito 

Dr. Sidney L. Olson 

Paul F. Oreffice 

U.S. Senator Claiborne Pell 

Richard B. Stolley 

Nicholas L. Tetl 

U.S. Congressman Morris Udall 

Norma Udall 

U.S. Congressman Henry Waxman 

U.S. Senator Paul D. Wellstone 

Lawrence S. Hoffheimer, Esq. 
Reasons for Fundin!! the Washington Counsel 

Morris K Udall Parkinson's disease 
Research and Education Act 

Parkinson's disease is a debilitating neurological disorder that effects more than 
one million Americans today. 

• 	 It's already the law. The Udall bill, (S.535), passed the Senate last year by a 
vote of 95 to 3! H.R. 1260 enjoyed the cosponsorship of more than 255 
members of the House of Representatives. The same authorizing language 
was signed into law by President Clinton on November 13, 1997. 

• 	 A CURE is close. (some say within 5 years). Neurologists and 
neuroscientists agree that we know more about Parkinson's than any other 
neurological disorder. Also, learning more about what causes Parkinson's 
will provide unique insight into the causes of other neurological disorders like 
Alzheimer's, ALS and stroke. 

• 	 It's cost effective. Spending $100 million/year for 3 years to save $25 
BILLION* in annual costs to society, is an incredible return on investment. 
*(Societal cost as determined by Dr. Ole Isacson, Harvard University, 1995). 

• 	 The "Baby Boomers" are coming. As our nation's population continues to 
age, and more and more people approach the average age of diagnosis, 57, the 
burden on our economic and family structure will be staggering. If 
extraordinary steps are not taken now to find a more effective treatment 
and/or cure for Parkinson's, not to mention other age-related disorders, there 
will be absolutely nothing we can do to control health care costs. 

• 	 Parkinson's is consistently under-funded. Despite a new level of 
demonstrated commitment from both Congress and the Clinton 
Administration to significantly increase the federal investment in biomedical 
research through NIH, "direct" Parkinson's disease research continues to 
receive relatively conservative rates of increase that are disproportionate to 
total rates of increase for NIH as a whole. In fact, in terms of annual per­
patient funding for the different disease groups, Parkinson's dise8;.se ranks at 
the bottom consistently. 

For America's more than one million Parkinsonians, time is running out. 
Scientific momentum un-funded is scientific momentum lost. 

A Listing of National Parkinson Foundation'S Centers of Excellence 
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AN INTERNATIONAL ORGANIZATION 


Udall Act Background 
Lawrence S. Hoffheimer, Esq. 

Washington Counsel 
On November 13,1997, President Clinton and Vice President Gore held a 
signing ceremony in the East Room of the White House to sign into law the 
Labor, Health and Human Services, Education and Related Agencies 
Appropriations Act for FY 1998. Included as an amendment to that bill 
was the Morris K. Udall Parkinson's Research and Education Act of 1997. 
The Udall bill authorized Congress to direct "up to $100 million for 
research focussed on Parkinson's disease," through the National Institutes 
of Health. However, although the bill has been passed and is now law, the 
additional funding authorized has yet to be appropriated. 

In attendance at the signing ceremony was Mrs. Norma Udall, wife of the 
former congressman, a delegation of executives from the National 
Parkinson Foundation, and other leading Parkinson advocates, all of who 
had worked for years to garner the bipartisan support necessary to pass the 
bill. In their remarks, both the President and the Vice President recognized 
Mrs. Udall and presented her with one of the ceremonial pens. At that time 
the urgency to find a cure for Parkinson's disease was stressed. The 
abundance of attention that the Udall Act received at that ceremony was 
seen by the Parkinson's community as both a testament to their years of 
grassroots activism, and a sign of commitment from the Administration 
and Congress that ParJ.;:inson's disease research would not continue to go 
under-funded. 

President Clinton also mentioned Parkinson's disease specifically in his 
State of the Union Address earlier this year. He used the recent discovery 
of a gene that actually caused Parkinson's in a large Italian family to 
highlight recent medical breakthroughs and to stress the importance of 
significant increased federal investment in biomedical research. Once 
again the Parkinson's community rejoiced. Surely this was a sign that a 
specific line item to seek funding for the Udall Act would appear in the 
President's FY '99 Budget Request. This was unfortunately not the case. 

There is a certain level of accomplishment in getting so many in 
Washington to even pay lip service to increasing funding for Parkinson's 
research. The true victory, however would be realized if the authorized 
funding levels outlined in the Udall Act were requested as a priority of the 
Administration to appear in this year's FY '99 Appropriations measure 
from Congress. NIH calculates that it spends $35 million per year on 
"direct" Parkinson research, while the Udall Act authorizes up to $100 
million be spent in this area. 

A Listing of National Parkinson Foundation's Centers of Excellence 
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As referenced earlier, the Udall bill enjoyed widespread bipartisan support 
in both houses of Congress. Last year, the bill (H.R. 1260) was 
cosponsored in the House by more that 255 Members, and passed the 
Senate by a vote of95-3 (S.535). 

This is a pivotal time. As the House and Senate Labor HHS 
Appropriations Subcommittees are considering what funding to include in 
their respective bills, an indication of priority from the Administration 
could be the final push that finally secures funding for this legislation. 
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DDAR'l'MENT 0' HlALni &. HUMAN SERVICES .' Pvblic:: "'taltn Service
(' 

NatiONt Inatitula of ...tt.. 
Belhesda,..~ 20892. 

May' 21,. 1998 

!be Honorable 101m. McCain 

Uzzited. States Sem=' 


, '. Wa.shipgtm.D.C. 20510 	
, : 

Dear SeDatar McCaiD:, .. 

H=:Iosed .. is the WnnDariQll'Yourequested on the actualaadprojecmd ,direct fimcfing 

afPa:dc:insoll's disease resean:h, as 'Well as infofmaIicm an funds expeuded on.Iclae:l· 

reseuch by the Naticma1 IDsti~ ofHealth (NIH) tlu:ough the period ira:luding fiscal· 

yearsJ994 t.brougb. 1999. 	 ' . '. . 

i 

Weare very pleasod with tba dPetio.u-at ~on..P~Sd.iseascisgomg, 

bcnbJn UDde.tstaudiitg the basis ofthCdisorder ami oithe mCC'lJaaismsby 'Which 1he 

~ pxgcess OCCU!3. A'munber of.=w initiatives have 'begunorare­

pJaaud; am.ong tbcmost pmmsiz2gare establishment ofPadciasm'sDiseaa R.eseach, 

Cc:m=s of~ tbat'WiUbegiati=irco~~1iaary~ this, 


. year. We betieve that.. m.tbc near tenD, thesesauiies will.tCsul.t insuCces$l. 

int.er'w:ati.cm mr those sutrering from. its debilitating effecrs. 


.	'1':baDii you for your,imen=st in the NIH _ouretrm1s to uadeaomd audfind. a cure 

1br"ParicimJon~ disease. . ' " " . 


I 

I , 

http:int.er'w:ati.cm
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. PARKINSON'S DIS~£ . 

,BACKGROUND. Parls:iason.'s diseaSe (PD) i$ a pmgTemve, J1~VC disordea 

marl<rA by the losS oftbt d.opaniine.praduci:ag eells ofthe lUbstmb.a ~ 'Dopamine is a,' 

J1CWOtRmmitta' "":"'Ouc ofsc:n:ral chemic::ds that seve as commtmicalioza sigaalabetweal.aerv .. 

ceDs-~ 10 mauy PLoecssa in cJ= bi:a:iu. including ~ cona:oi ofmovcmimt.. Wb= 

tile lcwi ofdopamjl'l~Jlg =.u., iJ:1 tb8 substaD~nigra fills below a critica11hresbold. of 

abaut20 pe.n:e:at" syrDpt.oJ:l'l5 oftbe disease appear. ~ include tta:D.ol'~ ,tbepdualloss of 

voluatary movew=t, rlgidity.postttralil'!ltability. aad gait abnozmautjes. These ~ aLe 


prog!eSIive. ultimately leMing to total disability a:a.d. da.tb.. While !here is nO CUte tor' , 

Parkimcmls disaSe. aad the caus:e(s) ofthc disease,1'8DI3iD.uUknowu,recemly the genetic; origins 

ofa fmpljal fODD ofP-alimsoD'.s bas boen d.iscavered. ~cs,~ agiDg. aad scveal', 

~ ptCCCSSCI all 'IlJZ/ CODUibuto to tile development ofPar'9mms.'s'diseue..' ParkiDsOu­

like sympa:ms may also oc:car as a mwt ofcacbml,infedioA. lepeazeci oe:ebra1 traUm.a (e.g." 


,boxiDg). ami as a compliC:&timl ofmedicuionS ~ illiCit chUgs., ' .' 

, At Plesent. most people With Paricmson's disease receive ckugsdesigned to replaca or mimic " " 
dnpmine in the br.dD..Standaxd.tber.qry, fur ParlciDson's disase c:oa.sists pzimaDly of 
administering tb.e drug levodopa. a S\1bslmlCe COll"IU'lI:d to dopaa:Iine by tbebain;. tbat,01i= i& 

, .eombiDedwith omll' apats ta eabam:c ita etreCt; None of1hecuzrea.t1y available drags stops the 
~ degeneu&iOD as:scciaG=dwith Pa:dc:izmon's.1b.e efficIs ofdmg tbe:apy obwaroff 
0Wl'time, and they oftmha.veuupie:as:mtsidc efti:rwtL R.aearcb.a are DOW a:perimendzzg with, 
• IlUI:Dber'ofatJ.v.moed surgica131ldmm.-sm:giad ,approacbes to treUiD.g ParkiDsOl'I'Sy and. houe 
tbattbese neW therapies will help patim1ts whodo DOt baiefit tom ctU:ZelItdmgs. pethaps evea. " 

slowing the cO\UX oft=disease. ' " . ' 


EPJDEMIOLOGY &.ECONOMiC coSTS..' AppruximateJy 500,000 AlDeric:au,or about 

1 pen:ut of.tu popalatioa·over SO, suffer tromPD. hrkiasou's disease aifedS botll sa:cs 


, '3IUl occus all 0'YeI" the wo.rid.. Because tile dGeasem.ostC'omnionty dedi people ill .laie:r 
lii'e, the a1lDlbel' of people·witIa ParidDsm.'s disease ad theassociatcd. casu will 'groW 2S tile 
average age ottlle "mmella popu1aUoa iDcn:ases. The total auuJ. direct.au iDdirect 
cost ofP2rkia.soa's diSease wu estimated to be $6 biUlou iulm (DlnIaslf-Spedfic 
~ o/DiTJN:l amilItdirea <Aaofnlnen tmd. NIHSupport, Novembec 1995) " . 
, . I" " ' ' 

(NOTE: Therepon:s ofpnMllcz:eer.ue.fnr Paririnson's cb:asebaw intba past varied Widely as a 

result ofcomm:umty-based studies over the years. retleetiJlg population ditfcem;cs and _moDS 

in study mcdloth...RrIiew oftbl::se somees, ~.~ idmuified. tbat,themcst widely 

cited reputable SOUJ.'CCS (K:umke, 1983 and the OfticeofSc:ience aDd. TedmoLogy Policy, 1991) , 

Nponed the preva,lcm:c at Soo,OOO. Most m::ci:&t1y~ a ncwly published. oase-c:oattol smdy by Ot$. 

Caioline Tanner and Samud Gol~ utilizing recognized. st3ndard epidemiological tec.tmiqua 

has confumed the level at approXimately-500.000.(Mep.rology Clwa,14 (2) May 1996, pp. j 1,7 

- 336)1 ' 
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RECENT ADVANCES 

One eonclusion ofan NIH-spomored intemaiioual. Parkimon's Disasc PJamling WOrXsQop ib. 
, August. 1995 was that gme£ might play moce oia role in PD than~ous1y teCOgDizcd, and 
, that finding the gales that c:wse inherited foxms oilO coWdpwridl;c:rucia1 clues toWazd. 

UDdarstanrling what triggers aU fotms oithe disease. A collaOoation spoasored by the NacioDa1 
IDsdtmc ofNeurologica1 Disorden.and 81mb (NINDS) aad the Natioaal Hmnaa. Gc:iome . 
ltesardllnsti!Dte (NHGRI) for the fust tUne showed. that'a sh1gic gem; altlntion on' 
cbmmosome 4 could cause PD. A team ofsc:ieuJ:ists, ~NIH imnwm:tal investigazoa and 
ex:tt:awwal gmntt:es tb.eD cb::oven:d the precise defect ina specific genedmt cmases some cases 
ofiraheritedPD. The gene cauies tae blu.epriDt for a pftJttU caUec:lalp.ba-synude:i:a... 'Synucleill 
eidlerhad b=u. idemi1iccl as om: of1hecompoueats oi"amyloid. p1aques." the abnotmal clumps 
ofproteiDs in the brains oiAl%bI:imerspaQCIlts. U.cder NINDS aclNHGlUspcmsor:sbip, , 
scicatiatsarc now tryiDg to discoftl' the role ofsynucieium.PD and to find. od=: defective gCDeS 
tbUmay contribute to PD in otha' families. A major study to map the gme(s) that pn!dispose to 
tho MII11!!QII. !DIm oiPD is also begiiilling . 

Inane fImlOIlZ3ging follow up stady. sc:iemiats demc:mstramd. that syauea is !ound. mLswy 
hodia ofthe most commcm, ':aon-iDAerir.ed form of PD. !.ewy bodies aM abummal clumps of 
material in. ccitaiD parts oCtile brain that are II hal1mukofPD _8 also 1iNmiinccnain ocher' 
diJeases· .1"hi.sfind ing suppom 1he idea that inherited PO may provide insights about the more 
common:tOrms ofth= disease, The finding also complemems a growing boGy of~ that 
abnormal ~of~.sudi as those fouml ~PD~ AIt:beilUer~s disase., met 
HuntiDgtonla disease are .actively damaging the bJ:aiD. StoppiDg orslowiq1be fOr.matioD·ofthese 
qgEegattons may preseIlt an cmixeiynew approach to.pmraatiDg tile dcarh oflxaia cells in 
raeurodegener.ttive diseases. NlNDS ami NIA me adiwly $UpPOfti:u& r:esearctl in this ama. 

NINOS--suppoztcd scimrim &d their co.lJ.aboraroa have sbowa' that a growth factor dc:ri.ved..1i'Om 
glial (sapponing) cells of the ~~ (GDNF) supports md. ptotect:s dopamine neumn.s. 
They have also dem.onstrated that rec:ombiDanl GDNF has $milareffec1s.. This growth fader 
preserves cells from de$trw:tive effDcm and. repairs cells aft« damap. NlNDS will support 
farther studies ofGDNF and similar compoucd.s·in rodent models ofl1~ve disorders 
and in gz:atted tissue to d.ebl:rmine the mechanism ofaction. " 

OVER.VIEW OF RESEARClIPROGRAM 

To capitalize 011. the recent zcsearch success inParkiDson's disease. three areas are'baD, pursuee: 
FU'St, the'searcil for new genes is ctmrinuiDg. While some families 'With inherited tbrms of 

, Parldn.stm's di.xase are I1O\V k:nown to have an abDmmal gea.e on cbrom.osome 4, it is clear that 
. 	ill otber families with fonDs ofParkiDson'J disease, other genes will be involved. In 1997 . 

NINDS amlounc;ed a Progzam Amtouncement (pA) on the genetics ofParkilJSOU's .dise:ue. 'The 
response to this PA bas began alld this research will continue through 1999. 

A second ll1ajor approach focuses 011. the study of cell biology. To caJritalize on the genetic 
~ wbole new areas ofresearCh techniques are being used by NINDS grantees. inclw:iir.tg 
making traosgeme mice that often mimic the clinical disease. using yeast two-bybrid. systems to 

, . 	 ' 

,"" 
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> ideatify interacting proteiDs, and i~CD ofpathoiogical1Unctions or telated. proteins in 
simple organisms. Further work to clari!y the role ofalpha-synuclein and other proteins and to 

detawiu.e theirre1atiOl1 to the ~~ beginning 

1ldrd. lria.I$ ofsmp:cy (pallidoromy).decp brain eiedrlcaisrimularioa, aDd odler clinical studies 
aN beiDg pmmec1. Pallid.otomy is a. pxocedure that auempta to re-balm:e the brain cin:uit.ry 
d:ismpred by dUcase., Although surgery W'aS tric:d in the pastwiiflmixed :esulls,. 'JJtC1W S1.JZi'=ODS 
can usc the bcbavior ofiJxii'V'idDal brain cc~ It:COtded. 'With microell:ca:oda. to DAd. precise 
loGati.oDs ill the br.ain for surgical intervemion. The positivezesulu from these improved. surgiC3l 

, tb.aapies haw led to a. sysU:matic cl.i:Dical tz:W. Attempts to tep1acCdopamiae cells by 
ttmspjamatiDll offetal tissue are,also cmgving;, this proc:dun: baa provided beaefits to at least, 
same parieats. TI3DSplmts ofcultami cell lines aDd. StIm. cc11i ahou1cl eveutually replace fetal 
Ussae wit4 fi.lrtbt:l'study. BCC3UiC of'd1c time involved. in bmlgiDg a 1J#N treaI'JrteDllO $Uccesmu.' 
elinion trial, NINDS mcxnzrages auimaltesting,and pilot stUdies ~ bumaDs ofbothexisting ideas 
fix treatment (e.g. 'new mti.-oxidauts; cell'tr:msplams) and those tm1 we hope will develop from 
tbtueccal gaIdic findiap. , 

NlNDS is ~ iDvestigalolS seeking to cmy oV.tpilotstudilsofc1iDical resa:a::h i:a., 
pz:epllRtiou :fDr' 2. djmr.al tDai in pm;uum~s c1isc:asc to make use oftbS "NlNDS Pilot Cliaicai, 
Trla1. Grant Por Neurologic Disease" as desaibed in 8 PAissued August 29~ 1997. 'Close 
calJabomti0ll8lld iDt.egratioD bes:wcei1 ~ Cc:rm:r. activities and. climca1 trials is encouraged.. 

NINDS bas also recmitecl a'DIIII a1aff peacm with primary respcmsibiUI:y for lJeUrOd~e 
ctisorders' wbich indnde PartiDson s. Hnndngum s. d:ysrm:Iia. ami similar disoJdms. 

, ' 

!mramural~NINDS sciem:ists'are isolating the iDdivic1ua1 bmiD zeccprors for dapazztiDe using 
molc:ca1ax: gem:tic techDiques.. "lbc ability to prodw:c these zecc:ptoa on cells gtVW11 in ~ 
will allow more effieem scaeaiDg' ofaperimemaI drugs for PllidDson's diseue;re:sulting in 
mo;re effective ttta[wmll:S with fewer side etredS. NINDS intAmunlscientists are smd.yiDg , 
severaL ~ agonists to develop a drug that would mimi(l the actiODS ofdopamine, targeting 
tbc specific dopa:miltercceptOlSt involved. inPD" but avoidiDg the teClptors invobe:d in the 
nqative side effects now experienced by nearly balf'ofthe patients Iec:iviDg levodopa. The 
NINDS .Ina3mw:ai Division is nOW' conducting several c1iDical studies on Parkiasou's disc:asc. 
The NINDS :Experim.rJ.1Ql1'her.apewics Branch is cond.ucling a two-year clinic:al trial to 
,ilm=;tigate the eff=t ofa new drug. OPC..14111. which may reta:nI the death ofncrve c:eUs. 

PROGRAM ACTIONS' 

WORKSHOPS AND COUABOR.ATIONS , . 
• Recently, the NINDS and NHGRI sponsoted a ~workshop on the genetics of 
Pmmson's disease inDecember~ 1997 at Cold Spring Harbor tbat has continued to spade 
ceseatCh interat. Additional work will lOCUS on ~.thep~ucu and processes thal· 
are affected by the genes involved in familial. and perhaps other. forms ofParicimonts disasc. 

, . 

/' 
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.' In 1997. NlNDS sponsom:l a p8nd ofexperts to critically aanrine me mmy clinical a:ad. 
pa1Dological eir::rnems involved ill~g Pa.tk:iDsou's discasc.. The resu1t cf their, 
deUberaJioaS wiU be publishcd in a report, "Diagaosis ofPllliiDsoll's Disease.... expected in 1998. 

• In aU the NIH research p.rog:ram 011 Pm:k;.'SOIl's di:sease tepieseuts the work ofeight NIH" 
Institutes aDd CernI:I$." Those mosudive iD:PmtiD&oD·s resarchhave formed. a. staffcommittl:e· 
to mouitor're:sem:h dbctioDs aud. to ideatify Oppoitaoallies for co-6mding mel joiat iDitiatiVes• 

• ' NINDS it. fcnmiDg a collaboration with t:bt: Depa:rtmem ofVctea:Ds .A.ff3irs to, ideDdfY 
timilies 'With ParkiD'SO"+'s aDd Parfsixmm's-n::lamd. diseases to help deYelapepidemiologi.cal 
smdic:s. 'Ibis effon wOuld allowm.oIe a:curatc estimata of~eace, aDd a.Uow inveatipdan 
ofgeaetic =-1 environmeata1 risk tacfms.. Because the idea ofa gmetic wmponalt fOr 
PariimoD's d.iseuc is new, tbe co1lectian offamilles has b=n$pORdic ad.poorly coord.iDaud. 

. SOUaTAnONS 

The 1995 iuott&I1IliODalWodaIlOp in.Augustl99S spawned smn1 iDitiarives. iDc1udiDg two new 
Pm..~ems. 1be:se ca1l, for applic:ations intho areas ot'"Gczu:tic:s ofParirin0D.'s 
Disease" mel th.e'"M.er.b:misms ofCell Deati1ami IDjUl)' inN~Dismdea.... the: , 
1attIJra1so spcmsoredby1he NadoDll IDstitUtt: on AgiDg" the NationallDsUtDtD ofF.IrJiromnealal 
Hcal'th ~ aDd theNatioDal IDsUb.U£ ofMemal Bealtb.. 

, ~ 

Parkj,'9ll's Dise;ye.R.esearc.h c;mters ofRxccUcnce. In November 1997.. tbe,NINDS issued a. 
Request forAppUc:atiDu.siD.'ritiDg gram applic:aticms mFY 1998 for Pazkimon's Disc:ase / 
Resarc:h Cezlters ofExc:eUezu:e. This prctglarn is intended to fDsmrmu1tid.isc:ipliDary reseazch in 
Pmmsnn's disease a:ad reiat.eclll~ discmtcm. Itis antiQpated that each Ct.ab:r ' 
will i'aeludc both basic and climcal ~ in pwpmticas_ are appzoptiata fino MtWc;h 
objectives de:siped to acbieve c:oss-fUtilizaliouaud.collabcmaIiOD. lD FY 1998 the NINDSlwill 
aIlOQte up to S5 milliouto $uppo1't up, to dlrcc Rcsecch CCDte:s Cor up to five yeatS ofsuppcxt 
ForappJicat:ioDs nceiwd from. groups with high potatia1 but are mit fUlly developed. as' Cc:aI=$, 
a dcgelopraental c:eztta' pitt for up to $350,000 in direct costs per year~ be ~~ed. 

, ' 
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PlANNED JNlTIAnvES . ' 

NlNDS piads to iasue an am7.01IIlCCmI:Dt cal.l.ing for WOlX. 011 the Cell biola&y of . 

~w disease. This initiative will complc:m=taPA issued last yar OIl the 

Medmrisms ofCellDeathami Iajuxy in Neutadegem:rati.ve Diaa.se that is COD.timring to 

stimulate applic:ariom 

\, . '.. . 

,Ppi~logyad.Ge:zlatica.CommtiDm. The NINDS Ii_.to estIbl.ish a small coailoEtium of· 
h:m:scipms ami c1iDiciaDs to de¥elop aad implement ~ofa. daTJtbaao for PakiDson's ami 
Padr:iDsaa:'S'ftlareci diseaa. bodr. sporadic aad. familial ' !his 'WOUld. pmida a stmdazdized 
fmmal for ascctainment of&miJies aDI1 collectionofmaJaialr. Uudc:rtbe apptapriatc pri.vacy 
"~ the data and materials would be made available to tbe.emire reseudJ. cammUDity. 

Special ~'SDisease llIsardI AdtYities by Fiscal Yar.· 

FY1997 FYl998 FY1999 
oRFA- Iteseuch Cemem 
ofBxcelleDa::e to be Funded 

., R.esal:ch.Cemea-of 
!.xodlem::c .I. . 

-~ 

o P.A:--CJiDic;al Trials· 
oP~of 
Pari:in$OD'S Disease 

, 0 Clinical Trials (I . 
o LI:wy bodyl P%Vtein 
4 Studies 

o ClinicalTDals (' 
o Ge:Ds:ics _Cell 
BiololEYStudies 

o·CollabozativeGcaelic· 
Studiesaud.-' 

o Cold Spring BaEbor,
W1 '.0 

o EpidemiOlogy aad. 
Galetics Coaortium· 

oP~ofCdl, 

DeattlinN~' 
Disordmf 

o Multip1cSystem Al:rtrpb;y. 
Wotbhop· 

o PA-cellBioi08)' of 
N~ve 
Disoniea: (Pezhaps with. 
NIA. NIMH. NIEBS. 
NICHO. and Nn-m.) 

,­

./ 
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FYI991 CongressioiW: Appropriatious .Report LaDguace. 

Conference ltgzorr. . "'!he corrfer:e:uce agmmlent includes mmodUied fOtm (section 603) 
lazlgaap comamed in die Seuan, bill .authorizing ftmding for Partrimon's aisease research at1he. 
Natiooa.i InstiDJb ofliealth (NIH). The agreement dIops Sa:udc language directing NIH to 
sappoItparticula;r mearch mtA:bazJisms and author:izes up fDSlOO,ooo.OOO in fisc:3J. year 1998 
aDd. sucb sums thcteafter mr1b.ese resea:rch activities. The House biUcmtt.ained no similar 
pzoYis:icm..1be c:cmf==s acknowledge the impaIta:ace ofPmlW!SOD's disease n::scm:h... but are 
eoD:'I:JlIM thati=lusiau oftbi.s 1aDguage may set au UDfoJ:umate pnaedeu.t for using the 
a:pp:opriatio:a bill as a vt:b.ide wheltever the autborizizlg cOmmittea fail to ad. While =mmtJ.y 
thera is 110 CUI\: tbr Pvki:I:l:;ou:$ disease, the conf~ are cnc:ou:rupc1 by ~ sci.eadtic , 
aclYIDccs. Scicatists have for the fitst 1imcidemifieda gene aJmon:aa1ity tbal causes some cases 
'ofParVm$4N1~ disease _ wbidl ngges'tS au importaDt mrw liAIcbetweeuPa:dci:rJsoD's aad 
A.lzI:1eimcr's.. Due to these promjsing il=$carch disCoveries and the tbreat oflJ:I.OJ:e individuals 
being diapsed. with P1rii1tsou'$ disease in 1\:tture years. the ccmti:lees urp NIH to place 
~em.pbasis on Iesarcb. in UUsarea:." 

~. '"The Conmrittee xeeognizcs the persoDal mi ccn:aomie COSIS zesuIliDg.fium Parld:ason's 
disease, iIillOUDti:ag to nady S2S billion a~, _ also DOtes tb:pmmisiDg xesearch in. this. 
ti8kL!heCommittee w.as plased to m::eive very moviag ami eompelliD,-testimcmy from: 
Mnbm:amad ami LomUe Ali about the need ibrmore t1mdiug tor Pal'¥;nsan's raem:tL 
AcccrdiD.glY. the QmmrittH; 1UgeS the Imtitu.te to intensify its c£bttto idCZdifY the f3cbm 
ccmtz:ibati11g to me ~ofPamasoats d.iscasc, to <lcmdop new m.c:dIDds of1reC:ag.. 
dcIayiDc. orpnwerdtDg tbis devastarmg illncs;. :mel to·stre:agtben its resccucJJ. pordblio on 
PadiDson's.. !heQj~ n:commeads that NINDS l1fi1izIe all available mer:b!'risms" as 
apprapiiate, im;Jnding ~ :teqUeSIS for applicatioDSt pmgngn aaaauucemc:ats. md ex=.ded 
fimdiag·of$8lectr:d~ Dow workirlg mthetie1d...'l'bI:CcmmiUM also eneourages the· 
Institute to explore aras ofpto'l22ising rescan::h idcatified in the 1995 UatrmaDomd. warlcshOp. to 
assist in ~apmgnew ideas in Parkinson's n:search. and to stimu.1atc mVCSliga1ms in different,. . 
bat related. fields to. foca.s on this disease..9 

• 

!. ­

Senate.. '"'!he Cowwittee coatinucs to seelc inremified 8ud. apmded eff'cn:ts" by the Iastitatc to 
ua.d.e:tstami the pathophysiology ofParldnson's disease aDd devetop effectiw thaapies for this 
devasta%iDg disc.rdI:r.·The Committee wu plca&Gd. to ltam of importmtaclvaDces in the genetics 
oiPadd:ascml

$ di:soue, resultiDg from collaboratiousdeveJoped after the inrematiOD3l WOIksbop 
spoDSOied by the NINDS in collaboration with the NIA. tho NIEHS. and. the NIMH.. Oth.. 
liIstitute iuit:i.atives, iDclnding two receat prognau anuGu:acemcts. have stimaLmd additional 
reseaxch thI.t 'Will pmvidc importmtinsigiUs into tbis dc:Yutatiug disorder. However, much 
remains to be cio:ae to UnpIOve the outlook for patients arid their families !he Committee 
recommeu.dation in.cluda snfiicie1t funds mr the Institwe ta ~and fwzd.ingfor re:seuoh. in 
Parld'Qpm's disease. This will allow 3. balanced program ofbasic aDa cliDica1 research.. including 
cente.rs., clinic::a1 trials,. and fu.n:hc:r wade in. the genetics and. c:cU biology of ~ve 
disease.. The Committee DOtes that the Institute has made,usc ofexploratory center grants and is 

. developing a similar mccl1a:aism toencourap the design.ofhigb. quality eliDicU trails. The . 
Institute. is eDI:Ourageci to use these and other innovative meeha:aisms to stimuJate the field.. sucb. . 
as a consortium ofil1vesttgators focusing on the gcneticsand epidemiology ofParlQnson's 

) 
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disease aDd the ceater~tbDutwaDs approadt tbatpmveci suo=ssfbl. fin'Hjmrjrqpnu'sdisease:: 
u,sellth..1'ht:Commi tteeloOksforwmi.tobe:aringabouttheprogressoftbcsee:fbtntthC'tiscaL, 
yec.1999heating·'IbtOJlmnjItM.Iuacouzages the fmtitute to coasidertbe.crealiOllofa 
posilicl1'1i:.r:l seaiarlJl"DCE1lll ofliccrwttb specific:respoasibilityforthccaord;ni1firmoftht.NlH-· 
widaParfdll1i'lZts xaearc:A.pzogiam.:'" . 

1iie:""t1da1lBnraut.bmiz:II:ioDpRrvisicasiD.Sec:tial16Q3·ofP.L..IOs·1&doDOtpunridemy- ., 
1difirimial1iD:mkPa rlc:iana'5 _dL 'l'h.ctSectiottaurhoriza appmpdariOll offimd.s:a 
pa,tjilU1"SI_dudivitiesp,batfimdingaulboritywa3h:eadyp!V¥ickd.iII&aic::NlHstaautes;. 
huhc NINDS sectiClllofdpun:pJ.,.""., ~RqJOrtI.aacuaF ~1he' 
=suJtfngAppLopdadODl'Act (H.B.2264; P'.L...1OS,.78'), the ~e:s" tbatdmyuudi:rstaod:.. 
tbat.."sgfl1Ciml' fimds·..avail:ablcnriCbia..the.aDI.ouIdspa:aridcd..__~·(iD:dut:.. 
appropcaQans)tDapmrI.lI:I'CIlCb.QIlPaztiDson·s~ lit.ficr;wid:rNINDS:a:mlothfr 
iDi.ti:aIi"tes,tllf:NDt1OllllNdptesrfmata fodwkinSQIL's diSC3lcneseazdufe Dal:1D theSlOO 
mjmcm JDIIkfarEYl?}1 {D8.;4·MJ aDd.well above it1br FY'lm (Sl06~8M:).. Whilttthe-.· 
CSUdalr'legislaD.cu'WOllklspcci(JkfimdiDglPd.fDr··~caataoa1y..1BNlKis_Uta.. 
positioa toexoP.xllrlhm:ils:6mdi11gesfii"atea~cbaI:aIoANiUdu.~toPaaJciuson's 
_lsewsm.:e~of1lal:basic;.fiiD'lwllHrtal·~~~1he· 
lI'.IeChald.smso£&=-seis.'ricauyim:pcxtaD.ttD"fi:aaJ1yfhuUDga~.orc:a:nL 
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Background on Parkinson's Disease 

Parkinson's disease is a degenerative disease that impacts approximately 500,000 
Americans, mostly over the age of ~O. The National Institutes of Health estimates that the total 
annual direct and indirect effect of Parkinson's disease in 1992 was $6 billion. The symptoms of, 
this disease are tremor, gradual loss ofmovement, and rigidity. These symptoms are progressive 
and ultimately lead to disability and death. 

While there is no known cure for Parkinson's, researchers have made encouraging strides 
on this disease. Last year, scientists made unprecedented progress in understanding the genetics 
ofParkinson's disease. Researchers are also focusing efforts on the biology of this disease, as 
well as possible surgical procedures, including brain stimulation, that might prove to be more 
effective than current drug therapies. " 

Since the President took offIce, there has been a nearly 50 percent increase in funding for 
Parkinson's at the NIH ($71 million in FY 1993 and $106 million in FYI999). NIH recently 
sponsored a new workshop to collaborate on genetic research in this area, and the Institute is 
currently collaborating with the Department ofVeteran Affairs to identify families with 
Parkinson's and Parkinson's-related diseases to develop epidemiological studies~ 

Udall Authorization Bill 

Despite ipcreases in research at the NIH, the advocates (one of the most vocal disease 
advocates) do not believe there has been enough research in this area and have been long 
pressing hard for large budget increases. Last year, they were successful in attaching the Udall 
legislation (which Ptey have been pushing for several years) onto the Labor-HHS Appropriations 
bill. This Udall bill authorized that at least $100 million be spent on Parkinson's disease. 
Senator Wellstone is considered one of the main advocates for this bill, although it received 
broad bipartisan support in the Congress. 

The NIH was not supportive of this legislation, because they oppose earmarking for 
research for any particular diseases. They have been quite effective at discouraging their , 
appropriators froin earmarking "disease by disease" and ensuring that the science determines 
funding for particular diseases. 

The problem with this legislation is that it was passed as an authorization for more funds; 
it did not appropriate any additional funds for Parkinson's research. There is currently a 
differen~e ofopinion as to whether the Udall bill provided for $100 million additional in funding 
for Parkinson's disease on top of what NIH already spe~ds or Whether there just has to be $100 
million in research spent in this area. 



NIH argues that since this legislation was an authorization rather than an appropriation, 
they only are required to fund $100 million in total. They have been through similar cases and 
believe that the legal interpretation in this area clearly backs their position. However, NIH says 
they are sympathetic and extremely supportive of research on this disease. They did a thorough 
examination of promising research on Parkinson's disease for the President's FY1999 budget and 
allocated an $8 million or about an 8 percent increase in funding in this area. The advocates are 
no doubt frustrated with the outcome, as they expected a much larger infusion of dollars from the 
legislation. 

While we would recommend that you would, of course, convey great empathy for Mrs. 
Udall and her priorities; we believe that it would probably be advisable not to make a 
commitment on this legislation. Doing so would set a precedence for many other similar disease 
advocates, many of ,:"hom also can make strong arguments for the urgency of their cause. We 
have noted an increase in these requests following the diabetes research set -aside that was· 
included in the Balanced Budget Act last year. 

We can commit to pushing NIH to be more Bensitive and responsive to the great 
potentials of research in this area. Chris Jennings has been receiving calls on this issue as well 
and is meeting with some Parkinson's advocates next week. You may want to see if Mrs. Udall 
would want to attend or send representatives to this meeting. 
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EXECUTiVE OFFICE OF THE PRESIDENT 
.. OFFaCE OF MANAGEMENT AND aUOQST 

WASHINOToN. Q. c. aosoa 

" Auguat 23, 1"6 

. 
SUBJECT: 	 Update 011 NIH's P1aDs fbr Achieviq the Presidcn.t'. Commitment to 

lit.CroIse FY 1996 Funding f'o.r Spinal Cord Research 

OnMay IS 1996~ Christophu Reeve met with the President to express CODCem that NIH 
tbndins for spinal research 1¥U insuflicient. We understaud that at tb.o meedng theP.reIidem 
committed to • NIB fimdina: for spinal cord research by ,lip to $10 million inFY 1996. 
Christopher Reeve ed to. the press that the Presid=t had pxo.misecl to work with NlH"to 
find $10 million 'Will go to spinal cord research.'" NIErs.iDitialFY 1996 plan included $49 
mDlion for spinal rei research. 

Given the ••• oftbis issue, we asked BBS to provide a NIH spinal cord research 
pIan for achieving President", request. TheNlBpill appears to be coasisteDt with the 
President's • em. The thfce elements ofthe plan anr. . 

• that bfItWeen DOW and September it will filnd 12 s;ra.nts and tour awards to 
1llV'~l8tOrs that wguld DOt have been supported otherwise. Thus, this means NlH 

diDS an addjtional n rn11Uon ov« the $49 million it QrisfnaJIy intended to 
spend 011 • cord research in FY 1996. This increase appears to achieve the 
Pte$ident". commitment to spend up to an additional $10 million on spinal cord research 
~&~ . 

• 	 In additio NIH int8DdJ to 1Dt.:reuc ill plarmed FY 1991 tbndins tor spfDal cor4 research 
by $10 which win raiJC FY 1997 NJH spinal cord research fUnding by 20%, &om 
SSO • to S60 J11iIIioa.. 

• uality spinal cord research snmt applications and encourage rescarmen to 
ofspinal conl.1rUmy reseateh. NIH p1a:as to hold a conf'ereoce on spinal 
at the enel ofSeptember. . 

.Ifyou hav lAY additiontl questions or CODCenlS about NIB: spinal cord 1"e8carch, or if'we 
$hould supply this informatlon to anyone etsc.. please let me bow. 
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NATIONAL INSTITUTES OF HEALTH 

SpinaJ Cord Injury Research 

QUESTION: 

Followi~g the President'. visit with Christopher Reeve and hie 
pledge to ir.crease spending for 8pinal cord regenerat~ve 
re••arch, w1'lat has been d.one? 

ANSWER: 

~ fJ.'he NIH, \lnder Dr. Varrnus' leadership, is current.ly
accessing the expansion of potential projects whicb are 
focusea 011 regenerative research• 

• 	 ~R bad p%ojected spending $49.4 million in FY 1996 on this 
field of Ie.earch. with t.he President's pledge, NIH is at 
work developing additional projects. The President promised
that we wo~ld spend up to $10 million more than was in our 
previous pp'an for P"l 1996. . 

HIB Spinal Cord injury Re,.argh 

(Dollars in m~lliocs) 

1.99; 1997 p.a. Change 'Cbg. 

$47. ) $50.4 +$1.0 +2.0'" 

.. Follow1ns Presidane Clinton' a meee1ng with Chri8tcpher Reeve, the NIH 
will be Ipending up to an. 1,4dJ.tional $:1.0 million on spinal ""01"4 
injury research. 

ADDmONAL lNFORMATION: 

• 	 Funding: N~H expects to spend about SSQ million in 1997 on 
research on spinal cord injury. Within NIH. this researeh is 
supported p~imarily by tbe National IIl8titute of Neurological
Disoraers aj~d Stroke (NINDS) and the National Institute of 
Child Healt'~ and HUman Development (NICHD). 

• tILIIT: Advocates of spinal cord injury research, led by
actor Ch~istopher Reeve, are waging a public campaign to 
.eek. an 2 dditional $40 million in NIH for tbi. purpose.
Both Senitors Spect.er and Harkin, following the President's 
visit with Christopher Reeve, pledged to filld the Ilecessary
additiollE 1 funding.] 

• n.l.NLI~ Resea'rch: NINDS supports .evera.l large, multiproject 
centers devcted to clinical and basic research on spinal cord 
injury. 'Th~ projects range from fundamental studies of 
cellular re,ponses to. injury to clinical atudies of movement 

PreQared bv t~. Office of Budoet/ASMS 
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in chronic spinal cord injury. Specific examples include; 

• 

• 	 are being developed tore.tore nervous 
system f nction., such as sensation or movement. Already
this pro ram has yielded: 

• 	 A han -grip prosthesis that enables paralyzed people to 
pick p objects or to grasp a cup and drink without 
assis anoe; 	 . 

- Tiny lectrodes, measuring about one-third the ~iath of a 
human hair, that can be implanted inside the body and 
used 0 stimulate muscle or narve cells; 

- New u derstanding of the nervous system and its pathways
that ill help scientists place future prostheses in the. 
most ffective location; and 

• 	 Artif cial sensor. that may help paralyzed patients to 
bette control D\QVement. 

• ~~~~~~~~~~: 8ecause DNA damage is present in 
central ervous system (CNS) injury and defects in repair 
mechani&I are also associated with neurodegenerative
eliseasa, NINDS supported a ~orkshop, "DNA Pamage and 
Repair, II in September 1995, to brin~ together scientists anel 
clinic! s with expertise in DNA inJUry and repair with 
investig tors in CNS trauma to foster research in this new 
area of ciance. 

~~~~~~~~~~~~: In March 1996, NINDS issued a• Request or Proposals to investigate the use of implanted
progenit r calla to· treat central nervous system trauma. 
Recent d scavery of the presence of progenitor cells within 
the 8dul nervous system has suggested another potential

replacement tissue for the injured eNS. 

.. 	 fUr.:~4~l.Si3I~~: The National Center for Medical 
Rehabilitat 
emphasizing
independenc
cord injury 

on 	Research (NCMRR, a component of NICHD) is 
the support of researcb to promote the 
, productivity, and health of people with spinal

Included in that researob are studies seeking: 

• 	 Better w ys of preventing ~r1nary tract infections and skin 
problems to ~hich people with spinal cord injury are prone;

• 	 xmprovem nt8 in uses of eomputer.oontrolled electrical 
atimulat on to make walking possibler and 

• MOre eft ctive means of dealing with the chronic pain that 
many of hese people experience • 

.. 	 About 200,0 0 Americans are now per.manently confined to 
wheelchairs because of spinal cord injury. 
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• Bach year, out 10,000 more people are injured, suffering
paralysis a d loss or sensation. About two-thirds of these 
people are der the age of 30. 

• Specialized care for people with spinal cord injury costs our 
Nation as ch as ala billigpCPsh yea.. 
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, NATIONAL INSTITUTES OF HEALTH 
Spinal Cord Injury 

(Dollars in thousands) . 

1897 '1998 1999 
Ie ,D Actual Estimate Pres. B. va.9S 

NINI )S .... 
NIC.~D.... 
NEI. II •••••• 

NIMI ~...... 
NIO} ., ••• It. 

NINF ~...... 
NCRR..... 

$46,541 $49,471 $53,~1 
4,648 5,500 5,800 
6,825 7,910 


997 

7,321 
1,035 1,117 

500 
 550 

0 


' 464 

0 


1088° 1188 1386 


+$4,010 
+300 
+589 
+82 
+50 

+0 
+198 

%Chg 

+8.1% 
+5.5% 
+8.0% 
+7.9% 

+10.0% 
+0.0% 

+16.7% 

Tota $60,563 $85,015 $70,244••• t •• +$5,229 +8.0% 
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Questions and Answers for 12/2 hearing 

November 30,1998 

• 	 What are humaD embryonic stem cells and are they related to human embryo 
researcb? 

Because the term "emb:(),onic stem cell" can be so easily confused. with the embryo itself, 
it is preferable to refer to these cells as "pluripotent stem cells. II The teml"embrygl!lic 
Stem GalIn was GGR'Q·.vee frem llWuse tesearet'i, wlii-elrd:erived stem: cells fioii1 mouse 
erB8f),e'S: Human pluripotent stem cells are cells of an organism which have an unlimited 
capacity to divide, and the ability to tum into many ofthe cells or tissues in the body. 
They are related to human embryo research in that one of the ways pluripotent stem cells 
can be derived is from the human embryo. These stem cells are not themselves embryos 
and would not develop into a fetus or result in a live birth if implanted into a woman's 
uterus. Pluripotent stem cells can also be derived from human fetal tissue. It is believed . 
that pluripotent stem cells can also be derived from cells created by somatic cell nuclear 
transfer. 

•. 	What is human embryo researcb? 

Human embryo research involves studies ofhuman fertilization (entry of sperm into a 
mature egg) and the subsequent several cell divisions that occur in a laboratory dish. This 
research is also called human in vitro fertilization research. The research is only 
conducted at these very early stages ofdevelopment. At these stages, the embryo is also 
referred to as a preimplantation embryo because it is not yet to the point at which it would 
have finished implanting into the wall of the uterus. Human embryo research does not 
involve human embryos (or fetuses) developing in the uterus. It does not involve 
abortion or aborted human fetal tissue. 

Unfortunately, the widely used term "embryo research" has caused a misperception about 
the nature of this work. In fact, the research is conducted with the one-cell product of 
fertilization and the subsequent few cell divisions that follow fertilization. 

• .What are pluripotent stem cells? 

Pluripotent stem cells are cells from an organism that have an unlimited capacity to 
divide and the ability to tum into many different types of cells or tissues in the body. 
These stem cells are not themselves embryos and would not develop into a fetus or result 
in a live birth if implanted into a woman's utef\.l.S. They can be derived from embryos, 

1 
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from fetal tissue germ cell tissue, and possibly by using somatic cell nuclear transfer 

technology. . \ 

• 	 Are piuripotent stem cells embryos? Do they bave the potential to become 
embryos? 

Pluripotent stem cells are not embryos because they do not have the capacity to develop 
into a fetus if implanted into a woman's uterus. On their own, pluripotent stem cells do 
not have the potential to become embryos. 

• 	 Do the regulations that govern human subjects research cover embryo research? 
Do they cover fetal tissue research? Would they cover embryonic stem cell 
research? ' 

Human embryo research is covered by DBHS regulations, 45 CFR 46 Subpart B entitled, 
"Additional DHHS Protections Pertaining to Research, Development. and Related 
Activities Involving Fetuses, Pregnant Women. and Human In Vitro Fertilization." The 
regulations require that. before being initiated~ research involving human in vitro 
fertilization must be reviewed and approved by an institutional review board. In addition. 
research involving human embryos or fetuses developing in the uterus is regulated by 45 
CFR 46.201-46.211. Human embryos, however, are not considered human subjects 
under the HHS hUIl'U1Il subjects regulations. Although NIH is currently prohibited from 
supporting IVF and pre implantation embryo research due to a Presidential directive and 
Congressional ban, this research would be permitted under the human subject regulations. 
The 1994 Presidential directive prohibits the use ofFederal resources to support the 
creation of human embryos for research purposes. In addition, in FY 1996 appropriations 
law (P.L. 104-99), DHHS was prohibited, for the first time, from conducting or 
supporting human embryo research. This annual prohibition in appropriations law has 
been repeated in every subsequent year since. The current appropriations law is P.L. 105­

. 277. The language prohibits DHHS from supporting research in which a human embryo 
or embryos-organisms derived by fertilization, parthenogenesis. cloning, or any other 
means from one or more human gametes or human diploid cells:-are destroyed,' discarded 

·or knowingly subjected to risk of injury.or death greater than that allowed for research on 
fetuses in utero under 45 CFR 46.208(a)(2) and section 498(b) of the Public Health 
Service Act (42 U.S.C. 289g(b». . . 

These regulations would not cover research on the pluripotent stem cells derived from 
either embryos or fetal tissue, since the stem cells themselves are not embryos. 

Hwnan fetal tissue research-the study of tissues and cells from nonliving fetuses-is also 
addressed in Subpart B of the HHS human subject regulations (45 CFR 46.210), requiring 
that such research be conducted only in accordance with any applicable State or local 

2 
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laws regarding such activities. Furthermore, the regulations require that individuals 
engaged in research involving fetuses, pregnant wome~ and human IVF will have no part 
in any decisions as to the timing, method~ and procedures used to tenninate the pregnancy 
(45 CFR 46.206(a)(3)(1». Nonliving fetuses are not considered human subjects Wlder the 

. regul!1tions. In addition to these regulations governing human fetal tissue research, 
section 498A of the Public Health Service Act (42 U.s.C. 289g-1) pennits HHS to . 
conduct or support research on the transplantation of huIrian fetal tissue for therapeutic 
purposes, but such tissue may be used for research only ifa number of statutory 
requirements are met. 

• 	 Has NIH ever funded human embryo research? Has NIH ever considered funding 
human embryo research? 

The NIH has never funded human embryo research. From 1980 to 1993, Federal funding 
ofhuman embryo research was subject to a de facto administrative moratorium. In 1993, 
'Congress passed legislanon( P.L. 103-43) that effectively nullified this moratorium, 
making it possible for NIH to consider funding human embryo research. The NIH did not 
proceed, however, without first broadly considering the moral .and ethical questions 
raised by such research and developing guidelines for its review and conduct. 

During 1994, therefore, the NIH organized a multi -disciplinary panel of experts­
composed of 19 people from outside government With diverse background in science, 
ethics, law, sociology, theology, public heal~, and public policy--to study the ethical, 
scientific, medical, and public policy implications ofFederal funding of this research. 
The work of this panel was carried out in open forums, involved substantial public input, 
and led to the formulaHon ofrecommendations for stringent guidelines that would govern 
the review and conduct ofany future research that might be considered for funding by the 
NIH. The panel also recommended areas ofresearch that were acceptable for Federal 
funding. were not acceptable for Federal funding, and areas that required further 
consideration. 

• 	 Has NIH ever fuoded research on human plUripotent stem cells? 

The NIH has not funded research involving human pluripotent stem cells from either 
·sources ofthese cells, human embryos or fetal tissue. However, NIH does fund research 
on human stem cells that are derived :from sources such as adult blood cells. These stem 
cells can go on to differentiate into several different kinds ofblood cells. Although they 
are also considered pluripotent. they have limited capacity to nun into other cells of the 
body. 

3 
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• 	 IfFederal funding of human embryo research were allowable, would NIH institute 

any limits to tbat funding and what standards would be applied to decide which 

research to fund? 


When this matter was initially under consideration in 1994, the NIH carefully considered 
the ethical, legal, scientific, and medical issues before moving forward and, with the help 
of a group of diverse outside experts, defined areas that should and should not be 
supported with Federal funding. The panel recommended that special guidelines be 
applied that would go beyond what is required ofother areas of research and that an ad 
hoc review body be established at the Federal level to provide further oversight of the 
research., Had subsequent funding bans not been instituted, the NIH would likely have 
proceeded with the development ofguidelines ,and the establishment of the review body. 

• 	 IfFederal fUDding ofplUripotent stem cell research were allOWed, would 'NIH 

institute any limits to that funding and what standards would be applied to decide 

which research to fund? 


Gi yen the ethical and legal considerations as well as the need for clarification about 
Federal funding restrictions in closely related areas, the NTII would develop guidelines 
for the conduct of this research. As always, research proposals would be.peer reviewed 

, and funded on the basis ofmerit. 

• 	 What are the argumeuts for the Federal investment in this research? 

Federal funding of this work would engage the attention ofmany more people and would 
bring more oversight to this area. For example, more investigators would likely enter the 
field and the pace of this critical work would be enhanced. In addition. Federal· 
govemment involvement in this research area would also provide important scientific and 
ethical oversight. Federally supported research goes through rigorous ethical and 
scientific review. including detailed discussions at local institutional review boards (lRB) 
meetings, peer review groups and National Advisory Council meetings. This would 
encourage openness, ensure that researchers could use these important research tools, and 
assure public access to research information and to the practical medical benefits of this 
research. This would also increase the opportunities for collaboration in this research 
arena and sharing ofdata. ' 

4 
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" 

• 	 Is Federal funding of human fetal tissue research anowed?' 

Federalfunding ofhuman fetal tissue research is allowed, and the NIH is funding studies 
that involve both basic and clinical investigations. Between 1988 and 1993, an 
administrative moratorimn was in place that prohibited: reSearch involving clinical or 
therapeutic transplantation ofhuman fetal tissue. Congress overturned the moratorium 
and added provisions to the Public Health Service Act that spelled out stringent rules that 
would have to be followed by Federally funded investigators. These rules include 

, 	 . . 

detailed infonned consent procedures and a prohibition on commercialization of fetal 
tissue that would need to be followed if the research were to be Federally funded. 

• 	 How does curreot law apply to research on tbe derivation of pluripotent stem cells? 

Th~ stem cells isolated in Dr. Thomson's research were derived from spare embryos 
donated by couples who had undergone infertility treatment. Public Law lOSr277 
prohibits Federal funding of research in which an embryo is destroyed or hanned, 
therefore this work clearly falls within the Congressional ban on human embryo research. 

Dr. Gearhart derived his pluripotent stem cells from fetal tissue. The Public Health 
Services Act includes a restriction on fetal tissue research. The Secretary, HHS, may 
conduct or support fetal tissue research and research on the transplantation ofhuman fetal 
tissue for therapeutic purposes, but such tissue may be used in research only if a number 
of statutory requirements are met. ThUS, as long as Dr. Gearhart followed these Federal 
statutes and regulations, NUl could support his recent work. TIris research was~ however, 
supported from other non-Federal sources. 

The work allegedly carried out by Dr. West's company involved fusion ofa skin cell 
from an adult with an enucleated egg from a cow. It is not clear that the product of this 
fusion is an embryo, and if so. w~ether it is a hmnan embryo. Therefore, how current law 
applies to this research is not clear. 

• 	 Would curreot law prohibit Nm from funding research on pluripotent stem cells 

derived from humao embryos or fetal tissue? 


The DHHS Office of General Counsel has advised that Federal funding ofresearch that 
utilizes the cells and cell lines that resulted from Dr. Thomson' s research is not 
prohibited. Pluripotent stem cells are not embryos since the cells that are necessary for 

. implantation and embryo development have been lost in the derivation process. Because 
human pluripotent stem cells are not embryos, research on them is not research in which . 
an embryo is created for research purposes, and it is not research in which embryos are 

5 
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haimed, destroyed or discarded. This research. thus, would not violate the statutory 
prohibition. Using human fetal tissue, Dr. Gearhart derived hwnan pluripotent stem cells 
that appear to be similar to Dr. Thomson's. The ceIl lines developed by Dr. Gearhart are 
from fetal tissue, not embryos. Further research on these cell lines would not violate the 
hl.llnan embryo research ban for the same reasons stated above with regard to 
Dr. Thomson's cell line. 

• Were Nm funds used to support Dr. Thomson's research? Dr•. Gearhart's? 
Dr. West's? 

l\TIH did not support the research of these investigators to derive pluripotent stem cells. 

• Has NIH ever supported the work of these Investigators and, if so, whafwas the 
substance of that work? 

NIH supports the work ofDr. Gearhart on Down's syndrome using a mouse model and 
Dr. Thomson's work on non-human priI~ate pluripotent stem cells. 

• Since Dr. Thomson's work is prohibited and Dr. Gearhart's is not,. why not just 
encourage scientists to work with Dr. Gearhart's ceilline? 

, . 
It is not known at this time whether or not the cells derived by these two investigators 
have identical capacities. Therefore, both ~es of inquiry should be pUrsued~' . 

• Are there examples of research that have Dot been legally restricted but for which 
NIH has established special review and oversight procedures? How has NIH . 
provided tbe oversight to ensnre tbe research moves forward, while the ethical~ 
legal, and social implications of the research are given full and public consideration? 

. . . 
In the 19705, when it was first possible to use molecular cloning in bacteria, there was a 

. great deal ofpublic apprehension about possibie risks of the research. Fortunately. 
however, legislation was not enacted to ban the research. Instead, the scientific 
community established a voluntary moratorium until guidelines could be developed to 
govern the research. Guidelines were written by the NIH in a public process to provide 
oversight of the research. The Recombinant DNAAdvisoty Committee was also 
established to ensure public review of the research and ongoing policy development to 
keep pace with scientific progress. With the advent ofhuman gene therapy, the NIH 
Guidclines were extended to address specific concerns associated with human trials. For 

6 
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example, the NlH Guidelines state that protocols involving gennline gene therapy will 
not be considered. 

Xenotransplantation-which involves the transfer of living animal cells, tissues, and whole 
organs into humans-is another example. Xenotransplantation holds the promise of 
providing a means to treat a wide range ofdisorders, including diabetes, Parkinson's 
disease, and end-stage renal failure. However, it also presents a number ofpublic health 
and ethical challenges, including the potential risk of transmission of infectious agents 
from animal donors to patients, their close contacts, and the general public; informed 
consent at individual and community levels; animal welfare issues; and social equity in 
access to novel biotechnologies. To this end, DHHS has issued draft Guidelines for the 
conduct oftrus research and is plamringto establish a Secretarial Advisory Committee on 
Xenotransplantation. The Secretary's Advisory Committee on Xenotransplantation will 
provide an ongoing group to consider the full range ofcomplex scientific, social, and 
ethical issues and the public cone ems raised by xenotransplantation. including ongoing 
and proposed protocols, and makes recommendations to the Secretary on policy and 
procedures. 

• 	 Are there any restrictions on th~ research in the private sedor? 

With the exception of prohibitions on the commercialization ofhuman fetal tissue, we are 
aware. ofno other restrictions in Federal statute affecting the conduct of this kind of 
research in the private sector. 

• 	 If the government supports research on these ceU lines, wouldn't it create an 
incentive to create embryos for research purposes or encourage abortions? 

"' 	 ' . 

Couples undergo infertility treatmeIit and in vitro fertilization procedures for personal 
reasons that have little ifanything to do with a desire to advance research. Likewise, the 
decision to terminate a pregnancy is also made for personal reasons, and there is no 
evidence that fetal tissue research has encouraged abortions. 

Furthennore, steps can be taken to ensure that Federally funded research does not 
inadvertently create such incentives. For example, in part to address concerns that human 
fetal tissue research could encourage abortion, Federal law and regulations require a 
separation between fetal tissue research and decision-making regarding the termination of 
a pregnancy. Federal law prohibits the commercialization of fetal tissue. 

7 

TOTAL 	 P.08 



~ 
J'~M cd( r~ N o,rc h ~1--1 

c 

TH E WH ITE HOUSE 

WASH I NGTON 

November 23, 1998 

INFORMATION 

MEMORANDUM FOR THE PRESIDENT 

FROM: 	 NEAL LANE /)f~. 
BRUCE REED 

SUBJECT: 	 NBAC response concerning hwnan celVcow egg fusions 

Dr. Harold Shapiro, Chair of your National Bioethics Advisory Commission (NBAC), sent you a 
letter on November 21 in response to your request that the Commission review the ethical, 
medical and legal concerns associated with fusing hwnancells to cow eggs. NBAC agrees with 
your view that this kind of research evokes serious concerns. The main points of the letter are: 

• 	 The ethical ramifications of these experiments depend heavily on whether or not the hybrid 
cell can become an embryo or support the development of a child. 

• 	 Because there is not yet enough scientific evidence to answer that question, NBAC discussed 
the ethical issues associated with three different possibilities: 

• 	 NBAC agreed with you that any attempt to develop a child from these hybrid cells would 
raise the most profound ethical issues and should not be permitted. 

• 	 If the hybrid cells have the capacity to develop into an embryo, the ethical issues that 
surround the. creation of an embryo by any other means also apply here, and are 
complicated rather than simplified by the presence of non-hwnan genetic material. 

• 	 If the hybrid cell does not give rise to an embryo or support the development of a child, 
then its creation is no more controversial than other molecular engineering procedures. 

Haroid Varmus will be providing testimony at a Senate hearing on embryonic stem cell research, 
to be held on December I or 2. OSTP, DPC, and HHS are working together to plan a strategy 
for addressing this issue with Congress in the coming months. 

Attachments 

cc: 	 Vice President 
Chiefof Staff 



NATIONAL B IOETHICS ADVISORY COMMISSION 


6100 Executive Blvd 
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Rockville, MD 
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James F. Childress, Ph.D. 

, David R. Cox~ M.D., Ph.D. 

.Rhetaugh G. Dumas, Ph.D., R.N. 


Laurie M. Flynn 


Carol W. Greider. Ph.D. 


Steven H. Holtzman 


Bette O. Kramer 


Bernard IA. M.D. 


Lawrence H. Miike. M.D., J.D. 


Thoma. H. Murray, Ph.D. 
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Eric M. Medin. Pb.D. 
Ex.",t;"" Pi,.cto, 

Henrietta Hyatt-Knorr. M.A. 
Dt:puty Ex.",I/... Director 

November 20, 1998 

The President 
. The White House 

Washington, DC 20500 

Dear Mr. President: 

I am responding to your letter of November 14, 1998 requesting that the National 
Bioethics Advisory Commission discuss at its. meeting in Miami this week the ethical, 
medical, and legal concerns arising from the fusion of a human cell with a cow egg. 

The Commission shares your vi~w that tliis development raises important ethical 
and potentially controversial issues that need to be considered, including concerns about 
crossing species boundaries and exercising excessive control over nature, which need 
further careful discussion. This is especially the case if the product resulting from the 
fusion of a human cell and the egg from a non-human animal is transferred into a woman's 
uterus and, in a different manner, ifthe fusion products are embryos even ifno attempt is 
made to bring them to term. In particular, we believe that any attempt to create a child 
through the fusion of a human cell and a non-human egg would raise profound ethical . 
concerns and should not be permitted. 

We devoted time at our meeting to discussing. various aspects' of this issue, 
benefiting not orily from the expertise ofthe Commissioners, but from our consultation (via 
telephone) with Dr. Ralph Brinster, a recognized expert in the field ofembryology, from the 

. University of Pennsylvania. Also in attendance at our meeting was Dr. Michael West, of. . . 

Advanced Cell Technology, who was given an opportunity to answer questions from 
Commission members. As you know, however, the design and results of this experiment· 
are not yet publicly available, and as a consequence the Commissioriwas unable to evaluate 
fully its implications. 

, 	 '.' , 

As a framework for our initiill discussion, .we found it helpful to consider three 
questions: 

1. 	 Can the product offusing a human c~ll with the egg ofanon-human tir'imal, if 
transferred into a woman's uterus, develop into a child? 

At this time, there is insufficient scientific evidence to answer this question. What 
little evidence exists, based on other fusions ofnon-hum an eggs with non-human cells from 
a different species, suggests that a pregnancy cannot be maintained. If it were possible, 
however, for a child to develop from these fused cells, then profound ethical issues would 
be raised. An attempt to develop a child from these fused cells should not be permitted. 

http:www.bioethics.gov


This objection is consistent with our views expressed in Cloning Human Beings, in which we concluded that: 

"...at this time it is morally unacceptable for anyone in the public or private sector, whether in a 
research or clinical setting, to attempt to create a child using somatic cell nuclear transfer cloning." 

2. 	 Does the fusion of a human cell and all egg from a non-humall animal result ill a human 
embryo? 

The common understanding of a human embryo includes, at least, the concept ofan organism at its 
earliest stage of development, which has the potential, if transferred ~o a uterus, to develop· in the normal 
course of events into a living human being. At this time, however, there is insufficient scien'tific, evidence 
to be able to say whether the combining of a human cell and the egg of a non-human animal results in an 
embryo in this sense. In our opinion, if this combination does result in an embryo, important ethical 
concerns arise, as is the case with all research involving human embryos. These concerns will be made more 
complex and controversial by the fact that these hybrid cells' will contain both human and non-human 
biological material. 

It is worth noting that these hybrid cells should not be confused with human embryonic stem cells. 
Human embryonic stem cells, while derived from embryos, are not themselves capable of developing into 
children. The use ofhuman embryonic stem cells, for example to generate cells for transplantation, does not 
directly raise the same type of moral concerns. 

3. 	 Ifthefusion ofa human cell and the egg ofa non-human animal does not result in an embryo 
with the potential to develop into a child, what ethical issues remain? 

If this line ofresearch does not give rise to human embryos,' we do not believe that totally new 
ethical issues arise. We note that scientists routinely conduct non-controversial and highly beneficial 
research that involves combining material from human and other species. This research has led to such 
useful therapies as: blood clotting factor for hemophilia, insulin for diabetes, erythropoietin for anemia, and 
heart valves for transplants. Combining human cells with non-human eggs might possibly lead some day 
to methods to overcome transplant rejections without the need to create human embryos, or to subject women 
to invasive, risky medical procedures to obtain human eggs. . 

VIe recognize that some of the issues raised by this type of research may also be pertinent to stem 
cell research in general. We intend to address these and other issues in the report that you requested 
regarding human stem cell research. 

~~reIY~~.~ 
Harold T. Shapiro 
Chair 



THE WHITE HOUSE 


WASHINGTON 


November 14, 1998 

Dr. Harold Shapiro 
Chair 
National Bioethics Advisory Commission 
Suite 3C01 
6100 Executive Boulevard 
~ethesda, Maryland 20892-7508' 

Dear Dr. Shapiro: 

This week's report of the creation of an embryonic stem cell that 
is part human and part cow raises the most seri6usof ethical, 
medical, and legal concerns. I am deeply troubled by this news of 
experiments involving the mingling of humari and non-human species. 
I am therefore requesting that the National Bioethics Advisory 
Commission consider the implications of such research at your 
meeting next week, and to report back to me as soon as possible. 

I recognize, however, that other kinds of stem cell research 
raise different ethical issues, while promising significant medical 
benefits. Four years ago, I issued a ban on the· use of fed.eral 
funds to create human embryos solely for research purposes; the 
ban was later broadened by Congress to prohibit any embryo research 
in the public sector. At that time, the benefits of human stem 
cell research were hypothetical, . while the ethical concerns were 
immediate. Although the ethical issues have not diminished, it 
now appears that this research may have real potential for treating . 
such devastating illnesses as cancer, heart disease, diabetes, and· 
Parkinson's disease. With this in mind, I am also requesting that 
the Commission undertake a thorough review of the issues associated 
with such human stem cell research, balancing all ethical and 
medical considerations. 

I look forward to receiving your reports on ·these important issues. 

Sincerely, 



earchers Claim Announcement 
C 11M' Tests the Waters

Embryonic. e IX The company said yesterday that 

OfHuman andCow :rt~a~ef:~:!:~:'o~.:~:!i 
D. West, Advanced Cell Technology's 

I'X'- chlef executlve, ·sald that he was 
r . By NICHOLAS WADE announclng the worltto test Its public 
Vent:I1l'1ng deep Into wu:IIarted acceptablllty He sald the company, 

real!ruI of etblcs .and medJcllIe, a which Is prtvatety held, wu not plan· 
small blateC:bnology company said nIng to go public or ralse money now 
yesterday that Its sdent1SU bad for but. neflded to decide whether to eam· 
the f1nIt t1n:\e made buman cells re- mit money to development of tl}e 
vert to the primordial, embryonic technique. , 
State· from Wbteb all other cells· de- Some sdentists pralsed Dr. West s 
ve\op by tuslng them With cow eggs decision to make his work publlc but 
and ~at1ng a bybrtd ceJJ.. others were crttlea.l, saying he has 
. The research comes from biola- inVited a possibly traught public de­
gists wtIo are well known In their. bate on a slender basis of f~ • 

.. field but has yet to be amfIrmed or Dr. West is the founder of Geron, a 
publl.sbed I.D a sdentlflc journal. biotechnology company In Menlo 
TbeIr company, Advanced CeO Tech- Park, CalIf that hu had two spec. 

· nology at Worcester, Mass.. sald the. tatular suicesses this year In .re­
metboc:I could eventually be ased to seareb on aging. III January It devel­
grow replacement body I1ssues of oped a method for "Immortallzlng" 
lIlY kind from a paUent'. cens.l1de- human cells grown III the laboratory 
ateppin8 the Increasfng seardty of by making them leap the supposedly 

· 0l'I1nI available for transplam and Immutable bamer at Whim cells 
the problems of Immtme rejection. usually lapse Intoseneseenc:e. Last 

'. The tecbnlque Is likely to concern week two universtty teams span. 
and perplex etb1dsts beesuse It sored by Geron sald they had Isolat­

· would Involve the c:reation of an em· ed and cultivated human embryonlc 
. bryonic cen that Is part human and .'tem cells, the all-purpose cells from 
part cow, COIlSlstIng of a human wb1eb the fetus develops. Dr. West 
cell" llUc:1eus In a .cow egg whose lald the foundations for these devel­
.ownllUc:leus had been removed. The opments by sponsoring leading set­
company said the hybrid cell qulddy entists In the two fields. :
became more hUmanlIke u the hu· 
man llUc:1eus took c:ontrol IIId dis­
pla«d cow proteins WIth human pro- Researcher Uses 
--Creation of the embryonlc ce1ls
IUn Important component of astrilt· 
egythat I.D prlndple offers b1gh me(!. 
leal· besIe!1ts·1t It can overcome the 
b1gh bamer to publk: acceptance. 

The tecbnlque would,lIM:Ilve creat-
Ini an embryo of uncertain moral 
Sta1US, aDd one that crosses the bar· 
rter between humans and other spe­
des. £ven though a hybrid WQUd be 
In the foriD of cells, DOt a whole 
organism. the coneept of balf-human 
creatureS arouses deep-le&ted anxI· 
et1, as Is evident from die unfrIeDdly 
powers ascribed to werewolves, ceo· 

· taurs, mermaids. MInotaW1 and oth­
er Characters of myth and foltlore. 

"Many people are sotn8 to be bor· 
rifted by tb.I.s scenario. others will 

· say 'So wbat?' .. said Thomas Mur· 
· ray, director ot the. center for blo­

medleaf.ethIcs at Case Western Re­
serve Un1verstty In Cleveland and a 

. member of the National BloeCb1cs 
AdvI:sory CommissIon. ''1b.Is.1I the 
sort Of thIn8 that makes me very
uneomtortable,~ Dr. MuiTayAld. "I 
think we are lIkety to- get a very 
panrful reactloll to It, and I would 

'. 	 like for aU of us to have a breathing 
Space here to artIeuIate our moral 
conceros." 

Another sertous unc:ertalnty II the 
preliminary nature of Advanced Cell 

· Tecbnology"s wortc.. No art!de has 
yet been submitted for peer review 

' and pubUeatlon·1n a IIdentlfIc Jour­
naI, an essentlal muebstone of ered.l. 
btlIty. Scientists asked about the 
company's work sald they would re­
quire mum' more proof before be-
Ueving that human embryonlc stem· 
like cells bad been created as the 
company· contends, and some were 
Ikeptlcal that the technique would 
work. 

His 0 Cell wn. s 
Advanced Cell Technology. 'Wbtcll 

Dr. West joined In OCtober; has fo­
Cused on don1ng and genetleally 
improving cows, a technology devel­
oped by James M. Robl and col­
leagues at the Untverstty of Massa­
chusetts at Amherst. Dr. West lald 
be hoped to use the techttology to 
further the Idea on wblch he founded 
GeI3lll. that of delVing Into the mY'" 

.t;;Y-of human ~ and sidestep­
Pin8 some of Its processes. 

The work With human cells was 
performed In 1996 by Jose CthelII. a 
colleague of DJ:. Robl', at the Unlver. 
IItyof Massachusetts. Ua!.Dg 52 of b1s 
own cells, some of them wb1te blood 
cells and others seraped from the 
inside of his cbeek, Dr. Cfbelll fused 
each.one WIth a cow egg whose own 
nudeus and DNA bad been relllOVed. 
Most failed to thrive but one embryo 
grew and d1v!ded five times. generat­
!.Dg ce1ls resembling embryonlcltem 
cells. Dr.CIbe1lI and Dr. West say the 
method could be made more efficient 
with present teebnology, They use 
cow eggs because these are far 
cheaper and more ava1lable than hu­
man eggs and ralse no ethleaf pro'b­
lems. 

Considering tb1s work was sufil­
clent to deser1be an Invention. Dr. 
Robl and Dr. Clbelll rued a patent 
appllcat10n and then set the research 
ulde to focus on the more I mmedl. 

. ately practical field of cow clOning, 
they sald. Only two others beside 
b1mse1f and Dr. Robl knew what had 
been done, Dr. ClbeUi sald. The pat. 
ent has not yet been Issued btl! Dr. 
West said he wu confident at recelv­
Ing. "Important· Intellectual prop­
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Human-Cow Hybrid Cells Are Topic of Ethics 
Panel 

Forum 
• Join a Discussion on Beyond Dolly: The Future of Cloning 

By NICHOLAS WADE 

At the request of President Clinton, the ethical implications ofcreating 
hybrid human-cow cells were discussed by the National Bioethics 


Advisory Commission at its meeting Tuesday in Miami, but at least in the 

public portion of their discussion, none of the commissioners voiced concern 

about the creation of the hybrid cells. ' " 


Clinton requested the discussion last week in a letter to the commission's 
,chainnan, Dr. Harold Shapiro of Princeton University. Clinton said he was 
"deeply troubled" by news that Advanced Cell Technology. a small 
biotechnology company in Worcester, Mass., had created the hybrid cells. The 
company proposes to use the technique to take any body cell from a patient, 
return it to its embryonic form and use it to grow any of a variety of body 
tissues for possible'transplant back into the patient. 

One advantage of the technique is that the patient would receive tissues made 

from his own cells. Another is that no cells would be taken from human 

embryos or fetuses. 


Noting that scientists had been fusing together cells ofdifferent origin for years, 

Dr. David R. Cox of Stanford University, amember of the commission, said, 

"We should tell the President there is nothing new in cells fused from different 

eggs." 


The hybrid cow-human cells consist of the nucleus of a human cell inserted into 
, a cow egg whose own nucleus has been removed. Factors in the cow egg are 

thought to make the human cell nucleus revert to its embryonic form. Because 
the proteins ofa cell turn over rapidly, the cow proteins are expected to be. 
rapidly replaced by human proteins. The mitochondria of the cell, however, are 
likely to remain cowlike; giving rise at least initially to cells that are not wholly 
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hwnan. 

An outside expert who spoke to the commission by telephone, Ralph Brinster, a 
physiologist at the University ofPennsylvania, said of the cow-human hybrid 
cell, "Most scientists would not regard it asa chimera." Chimeras are animals 
made from the cells of two different individuals by injecting the embryonic· 
cells of one into the embryo of another. 

Making human chimeras is widely regarded as unethical. 

Dr. Michael West, the president of Advanced Cell Technology, attended the 
commission's meeting and was invited speak. In response to questions, he said 
he did not believe the cells formed in his procedure, called embryonic stem 

. cells, were capable of forming a fetus if transferred to a uterus, something he 
said he had no intention of doing. 

Asked how he would prevent the technique from being misused, such as in· 
cloning a person, he suggested that the cloning of hwnans should be made a 
cnme. 

The commission members said they would draft a reply to Clinton. 
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·Ethics Panel 
Is Guarded 
About Hybrid 
.OfCow Cells 


By NICHOLAS WADE 

Struggling to respond to President 
Clinton's request for immediate ad­
vice on the hybrid cow-human cell 
announced earlier this month, the 
NaUonal Bioethics Advisory Com­
mission has delivered a guarded and 
some.what tentative reply, based on 
the fe.w facts available to it. 

The chairman of the commission, 
Dr. Harold T. Shapiro, the president 
of Princeton University, said in a 
letter to Mr: Clinton that the news 
raised "concerns about crOSSing spe­
cies boundaries and exercising ex­
cessIve control over nature." 

The . proposed use of the hybrid 
· cells to grow human tissues for 

Itransplant into a patient would or 
'WOUld not raise new ethical lssuE:s, 

, depending on the nature of the cells 
· Dr. Shapiro said. .' 
i The cel':S are obtained by fusing a 
~ human s.ktnor blood cell with a cow 
i egg whos.e own nUcleus has been 
· remov~. The cow egg is thought to 

make the nuCleus of the human cell 
revert to t.be embryonic state. The 
human nucleus then takes over con­
trol of the cell. displaCing most of the 
cow proteins with· human proteins, 
and the cell divides into a cluster of 
embryonic stemlike cells, said Dr. 
Michael West, president of Advanced 
Cell Technology, who announced the 
technique earlier this month. 

As embryonic stem cells have the 
potential to develop into any tissue of 
the body, Dr. West's company hopes 
to grow whatever replacement tis­
Sues a patient might need from his or 
her own cells. 

Dr. Shapiro's letter pointed to the . 
ambigUous nature of the cells appar­
ently created in the technique. If the 
embryonic celis that result from the 
human cell-eow egg fusion are capa­
ble of developing into a fetus when 
transferred to a uterus, then they 
raise the same "important ethical 
concerns" as any other research on 
human embryos. 

But If the embryonic cells are not 
capable of developing into an em. 
bryo. then' "we do not believe that 
totally new ethical issues arise," Dr. 
Shapiro said. 

41t~ \'C.-'-t.!"-:'"l ~.""j;J'~~'" H, __ "'~ _ '. 

issue raised In this case would be 
that of mingling human and animal 
cells, noUng that this Is routinely 
done for certain medical purposes. 

I The ability of the embryonic cells 
to grow into an infant cannot at 
present be determined. The original 
experiments were taken only to a 
very prel1minary stage. and no scien­
tific tests were performed on .the 
cells that resUlted. 

Other experts said they would 
need more evidence t~ know If hu­
man embryonic, stem like cells had 
indeed been produced, as the compa· 
ny asserted, although one expert, Dr. 
John Gearhart of Johns Hopkins Uni· 
versity, sald when shown a photo­
graph of the cells that they could be 
embryonic stem cells. 

Dr. West said previously that his 
company had no intention of trans­
ferring the embryonic cells created 
in this .way to a person's womb and 
that It would be wrong to do so. Dr. 
Shapiro said the commission also 
held this view. Thus, It seems unlike­
ly that· the potential of the cells to 
become a person will be tested di· 
rectly. 

In his letter to the commission a 
week ago, Mr. Clinton said he was 
"deeply troubled" by news of the 
cow-human hybrid cells. In inter­
views. several commission members 
expressed a somewhat lesser level of 
alarm while saying they understood 
the reasons for the President's con­
cerns. 

Dr. Carol W. Greider. a biologist at 
Johns Hopkins, said that the thought 
that someone might transfer to a 
uterus the embryonic cells created 
by the hybrid technique was deeply 
troubling, but that she had fewer 
problems with the company's stated 
purpOse of making transplantable 
tissues. 

"I think there are some ethical 
issues there but they are much less 
worrisome," Dr. Greider said. 

The commission plans in a iater 
report to address a second issue that 
Mr. Clinton raised, the ethical prob­
lems and medical benefits of re­
search on human embryonic stem 
cells derived from human tissue. 
Earlter this month two groups of · university scientists isolated embry­I. ontc stem cells from embryos and 
from aborted fetuses, the first time 
that these primordial cells had cui· 
tured in the laboratory. 

. The company that sponsored the 
research, the Geron Corporation of 
Menlo Park. Calif.. also plans to use 
the cells to grow transplantable tis· 
sues. . 

SA TURDA Y, NOVBMBBR 21, 1998 . 



Ethics and Embryos 

,.

THE PRESIDENt has askeclthe National documented breakthroughs on cnlbryollic stem 
'. . Bioethics Advisory Panel to ~e a careful· cells may be a function less of scientific reality 
. . look at recent breakthroughs Ul embryo than of simple publicity spin. 
research. The request follows reports that two News of the cow cell experiments was re­
research labs have succeeded in producing . leased two yearS late, in the wake of the stem cell 
human embryonic stem cells-the primitive announcements, without any indication that the 
"super cells" that cru.t develop into any cell type cow cell experiments had been published or 
or organ....:..and that a third lab, in experiments . otherwise confinned scientifically. Questions as 

.two years ago, had produced similar stem-like to how they paSsed through ethics screening at 
~11s by merging human genetic material with that initial phase have yet to be answered. As 
the egg cell of a cow. more biotech labs, academic and entrepreneur. 

Discoveries such as these offer not just moral ial, begin to converge on this area, their jostling 
issues but a fair measure of goose bumps. The for position will become just one ·more factor to. 
cow-bwnan cell experhnent ranks extremelY the fficia1 d ffidal
high on the goose-bumpinde~ the president, in be weighed by many 0 an tnlO 
his letter~ stressed the dangers of techniques ' bodies that will be considering the issues 
that could lead to the homole scenario of fused involved. 
hwna.n-anima1 creatures. The govenunent's ethics ,advisory panel 

But set . aside whether these cells actnally needs to keep its eye on it feW overricUpg 
would constitute a fusion of genetic material questions.. Which of the many apparent routes to . 
from two species.. (The researchers involved say the creation of embryonic stem cell material are 
they do not, that the row cell is. merely a morally defensible? Which ones seem actually in 
container for the human cell nucleus.)· The . reach? Which of the many beckoning uses for 
notion that the oow cell experiments pOse a that magical material can be deemed acceptable 
more immediate moral danger than the better· by the whole society? 
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BIOTECHNOLOGY 
they were working with cow embryos on 
other projects. They remembered that the' 

Claim of Human-Cow Embryo 
Greeted With Skepticism 
A small, privately held'company in Worces­
ter, Massachusetts-Advanced Cell Technol­
ogy Inc.-startled the scientific world last 
week by announcing that it had fused human 
DNA with a cow's egg to create a new type of 
human cell. Company leaders say that a 
colony of these fused cells--aeated in 1996, 
kept alive for 2 weeks, and discarded­
looked like a cluster of human embryo cells. 
On this basis, the company declared, that it 
had "successfully developed a method for 
producing primitive 

sion of DNA and eggs of experimental ani­
mals. Many dO,ubted that ACT's scientists 
had created viable human embryonic stem 
cells. And most were left wondering why the 
Company chose to go public now with this 
old experiment 

The company had inserted DNA from 
adult human cells into cow's eggs using a nu­
clear transfer technique sil1lilar to the one 
used to clone Dolly, the first man1mal cloned 
from an adult cell. ACT's top researcher and 

co-founder--devel­
human embryonic opmental biologist 
stem cells." James Robl of the 

The claim, an­ University of Mas­
nounced in a front~ sachusetts, Amherst 
page news story in ~says an early ver­
The New York Times sion ofthe experi­
on 12 November, ment was performed 
came just 6 days after in his UMass lab 
two groups of re­ "around 1990.", A 
searchers reported in student carrying out 
Science and the Pro­ nuclear DNA tranSfer 
ceedings of the National Academy of Sci­
ences that they had used traditional tech­
niques to culture human embryonic stem 
cells-"undifferentiated" cells that have the 
potential to grow into any cell type (Science, 
6 November, pp. 1014 and 1145). It added 
to the concerns already raised among ethi­
cists and government officials. On 14 
November, President Clinton sent a letter to 
Harold Shapiro, chair of the National 
Bioethics Advisory Commission (NBAC), 
saying he is "deeply troubled" by news of 
the "mingling of human anp nonhuman 
species." The president asked NBAC to give 
him "as soon as possible ... a thorough re­
view" of the medical and ethical considera­
tions of attempts to develop human stem 
cells. And a Senate committee may review 
the company's claim at a hearing on stem 
cell technology planned for I December. 

Scientists, however, were startled for an­
other reason: They were amazed that Ad­
vanced Cell Technology (ACT) broadcast its 
claim so widely with so little evidence to 
support it. Some were puzzled that the com­
pany had tried to fuse human DNA and cow 
eggs without first publishing data on the fu-

Scant evidence. Experts question whether the 
cells in ACTs circular cotony (top) are really hu­
man embryonic stem cells, like those from James 
Thomson's tab (bottom). 

in rabbits had run out of donor cells, Robl re­
calls, and, almost as a lark, took cheek cells 
from a technician and transferred their DNA 
into rabbit QPCytes. "I didn't even know about 
it," Robl says. To everyone's surprise, the 
Cells began to divide and look likeeinbryos, 
"I got very nervous" on learning about it, 
Robl says, and shut down the experiment. 

Robl and his former postdoc Jose Cibel­
Ii, now a staffer at ACT, returned to this line 
of experimentation in 1995 to '96, when 

human DNA-animal oocyte combination 
worked before, and "we thought, 'Maybe we 
can get a cell line' " this way. Cibelli trans­
ferred nuclear DNA from 34 of his own 
cheek cells and 18 lymphocyte cells into 
cow oocytes from which the nuclei had been 
removed. Six colonies grew through four di­
visions, according to Cibelli, but only one 
cheek cell colony grew beyond that stage­
reaching 16 to 400 cells. Robl says they 
didn't follow up on the work because "we 
had about 15 other things we were' doing," 
and developing human stem cells was not at 
the top of the list. But the university did file 
for a patent on the technique, granting an 
exclusive license to ACT. . 

Robl concedes that the experiment did 
not yield publishable data. He says he classi­
fied the cells ashurrian stem cells based on \, 
his experience ,of "Iook{ingl at hUl\dreds and 
hundreds" of cell colonies. But Robl offered 
no other data to support this conclusion. 

Other researchers agree that the cells may 
have had human qualities, because they con­
tinued to divide after the cow's nuclear DNA 
had been replaced wiih human DNA. But 
Robl and Cibelli didn't do any of the tests 
normally'done to show that these cells were 
human or that they were stem cells, such as 
looking for expression of human proteins or 
growth of specialized tissues. James Thom­
son oftl1e University of Wisconsin, Madison, 
lead author of the Science paper, says that 
ACT's cells "meet none of the criteria" for 
embryoruc stem cells. And Gary Anderson of 
the University of California. Davis, who has 
isolated 'a line of embryonic pig cells, com­
ments: "Just because,someone says they're 

. embryonic stem cells doesn't mean they are." 
A few researchers-including Robert 

Wall, a geneticist at the U.S. Department of 
Agriculture in Beltsville, Maryland-were 
willing to suspend their disbelief. however, 
if only because they respect Robl. He is "a 
top-notch, very solid scientist," says Wall. 
who adds that anyone who has examined a 
large number of embryonic cells can distin- ~ 

. guish real ones from impostors. Sl 
But others are less charitable. "This may ~ 

be another Dr. Seed episode," says Brigid ~ 
Hogan, an embryologist at Vanderbilt Uni- g 

. versity in Nashville, Tennessee. referring to g 
Chicago physicist Richard Seed, who caused ~ 
a furor early this· year when he announcedg 
that he planned to clone ·humans, Although 8 
Seed didn't have the means to carry out his 5 
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project. Congress quickly drafted a criminal 
ban on many types of cloning research. 
Congress set that debate aside last spring 
but indicated it might take it up again later 
(Science. 16 January. p. 315 and 20 Febru­
ary, p. 1123). Hogan, a rnember of a 1994 
National Instituies of Health (NIH) panel 
that proposed guidelines for human embryo 
research, agrees that "it's theoretically possi­
ble" to do what ACf claims to have done. 
But the company's announcement reminds 
her of the Seed case because "it smells to 
me of sensationalism" and seems "likely to 
inflame an uninfonned debate." 

Why did ACf publicize this experiment 
now? Some observers think the company 
wanted to ride the PR bandwagon created by 
the 6 November announcements by the labs 
that had 'isolated human embryonic stem 
cells using more traditional culture tech­
niques. One group, led by developmental ge­

. neticist John Gearhart at The Johns Hopkins 
University, extracted primordial genn line 
cells from fetal tissue and kept them growing 
through 20 passages (transfers from one 
plate to another) for more than 9 months. 
The other group, led by Thomson at the Uni­
versity of Wisconsin. established a culture of 
stem cells derived from early human em­
bryos. Thomson, whose cell line has sur­
vived 32 passages over 8 months, published 
molecular data suggesting that the cells may 
continue dividing "indefinitely." 

Michael West, president and chief execu­
tive officer of ACf since October, says it is 
"pure coincidence" that ACf's news came 
out within a week of these announcements. 
West-noting that ACf won't benefit imme­
diately, for it doesn't sell public stock~ys 
that after becoming ACf's CEO last month, . 
."1 learned about the worlc that had been done 
in 1996 ... and I wanted to develop this tech­

_ noIogy." But he says he "didn't feel comfort­
~ able" moving ahead with nuclear DNA trans­
~ fer experiments without getting areading on 
i how future U.S. laws and regulations might 
~ affect the field. "So I decided, 'Let's talk 
§ about the preliminary results: " says West. 
1 "Let's get NBAC to help clear the air." 

. ~ v.:est .n~tes that some information on 
i ACf s mlxmg of human and cow cells was 
~ already public. In February, the World Intel­
~ lectual Property Organization in Geneva had 
: published Robl's application for a patent on 
l "Embryonic or Stem-like Cell Lines Pro­
~ duced by Cross Species Nuclear Transplan­
gu" tation" (WO 98/07841). It describes the 

Robl-Cibclli exrcriment 'of 1996 and stakes 

Rscal austerity creates 
a crisis for Brazilian 

scIence 

broad claims to stem ccll technology based 
on transferring huma'n or animal DNA into 
an animal oocyte. After being approached 
by the staff of CBS's news show 48 Hours, 
West says, he arranged to discuss the re­
search in exclusive but simultaneous releas­
es to The New York Times and CBS. The 

, CBS report aired on 12 November. 
Robl confinns it was West, and not the 

scientific staff at ACf, who initiated the an­
nouncements. "I wouldn't have had the guts 
to do it," Robl says, although he agrees it is . 
important to debate ethical concerns that 
.might impede the technology. 

These ethical concerns may get an airing 
next month. Senator Arlen Specter (R-PA), 
chair of the appropriations subcommittee that 
approves the budget for NIH, is planning a 
hearing on I' December. There, NIH director 
Harold Vannus and developers of new hu­
man cell technologies are expected to testify 
about federal restrictions on the use of em­
bryonic and fetal tissue and their impact on 
biomedical research. That discussion may 
now be expanded to include questions about 
ACf's single experiment. -'-ELIOT MARSHALL 
With reporting by Elizabeth Pennisi. 

RUSSIAN SPACE SCIENCE 

Station Launch Hides 

Lingering Woes 

Moscow-Valery Bogomolov welcomes 
the scheduled launch today of the first piece 
of the international space station as a sign of 
the world's commitment to space explo­
ration. But the launch is also a bitter re-

o Biomedicine aboard the completed 
o Earth sciences station. And the lost 

opportunity is only one D Materials sciences 
of several continuingo Biotechno.logy crises for Russian 

o Solar system studies space science. The
71 launch of the Russian­o Geophysics backed Spectrum-X­D Space propulsion Gamma spacecraft, a 

o Microgravity $500 million interna­
tional effort to studyo Astronomy 

/ 	 x-rays, is running al­
21 

/ 
/ o Other 	 most a decade behind 

schedule. Even a last-
ditch effort to postpone 
the dismantlement of 
the Mir space station, Miraculous results. Biomedicine got the largest slice of Russia's $20 mil­
allowing some biology lion of research on Mir, both in dollars and number of projects (in blue). 

Dressing up: 
proteins lira· 
polymer co~t 

Still grounded, Managers hope to get the 
Spectrum-X-Gamma mission into orbit by 2001. 

minder .to Bogomolov, deputy director of 
Russia's premier space biology facility, the 
Institute for Biomedical Problems (IBMP), 
of his country's recent decision to sell 
NASA thousands of hours of station time 
eannarked for research by Russian cosmo­
nauts for the $60 million needed to com­
plete a key station component (Science, 9 
October, p. 206). "It was very sad for us, 
and for Russian science," says Bogomolov, 
whose institute is scrambling to plan experi­
ments on the ground that were meant to be 
done in space. "We had no warning." 

As the rest of the space community read­
ies its payloads for the $50 billion interna­
tional space station, Bogomolov and his 
Russian colleagues must resign themselves 
to a limited role until at least 2003, when 

they will vie for a 
share of research time 
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,:\ Cloning Claim's Controversies 

Massaclzuselts Firm Says It CreatedEmhryo Out ojHW1UJJl, Cow Cells 
By RICK WEISS . 
WashingtonPostSta!fWriter . 

. Scientists. ethicists and federal regu. 
1ators scrambled yesterday to sort out 
the many controversial issues raisedby. 
a small biotechnology company's an­
nouncement that it had used cloning 
techniques to create an embryo out of 
human and cow cells. 

The work, conducted in 1995 and 
1996 at Advanced Cell. Technology of 
Worcester, Mass.,.but not made public 
until yesterday. was part of an effort to 
make_medically-usef~IUissues··DUt,a1so71' make an an intellectual property c1aim 

.'. 	 Iall"~· to be,;the'closest"thatanyoneJ on cell transplant technology. 
Lhas C()~ ..to clon,inga h~\lein,g.i / . "What do they have? They'vegot no 
r-L Among the m.anyiquestiOns faiscli publication. they'~ got nothing," said 
bY the.revela!:ion·Was whether "tije"" George Annas, a professor of health 

~iesearcb. broke a ban on the use ot \ law at Boston University. "All they 
-federar' funds 'for embryo researcll;r- have is the opportunity to tag along 

( ~it;bypassed Food andlI:>rugJ 
\,- A.dininiStration rules.onrese8icll;-and 
~:::---=:~.tbework passed.muster,with:~e
'- leiliies review boardat.theUniversity.of

-M!~chusetts,i!I:.t\mI:ierSt, Where:tbe 
~~..:w.ork.:wasdone....J 
"-Those and other uncertainties led 
several expertS yesterday to aill upon
Congress and the White House· to 
clarify the ....,..,.t"tory &....__·_'rk with­

•..s...... lldLIlCWU 

in which human embryo research and· 
:>ther higM.ecb human studies are 
::onducted.-.-- . . . - ..., resulting ce1ls resembled stem cells, 
fUWewiltbecontacting.. $eWlptec-:?which scientists hope to harness for ~(company.. was under no ob~.~,,_ 
~~ tooay.tq~tl,iat the president) medical purposes and for which the !l,get ~ from.the ~.but ifIt. . 

C.1a\ie'~the~National Bioethks AdviSOrY­
:Oinrnission examine ..these issues;~ 
i~d"Carl'Feldhium. 'pr~dent ol.the 
:SiotetilinolOgy,'IndtiStry:,AsSociatioft,7 
j~o .~4.Ji~".~,,-~~by:_jhejind~ 
~irigs-but\~ CQncernedby the-~ of 
lregwatory~darity. r----"- ~ 

LThe-WorceSterCompanyproduced, 
one cloned human embryo-perbaps 
the first ever made-and performed 
the unprecedented cross-species hy­
bridization of a htmian cell and a cow 
egg. . 

Micbael West, president of the com­
pany, said in an interview yesterday 
that although the technique was very 
similar to that used to clone Dolly the 
sheep, .he bad no intention of cloning 
adult hmnans. F.ather, the project's 
goal was to grow replacement cells and 
tiSsues for transplantion into people 
with diseases. 

West said he had recently reopened 
the files on the dormant experiment 
and concluded that it was Jargely 
successfuL He was publicizing the 

" 	findings, he said, because the company 
had the moral responsibility to get 
feedback from the public before going 
any further. 

Several critics. hOwever, said they John Gearhart, who last week pub-
suspected the company bad made a lished a scientifu:a1ly reviewed report 
business decision to ride anew wa~ of showing he had isolated human embry­
interest in adtured embryonic cells, oDic stem Cells from fetuses, agreed, 
spurred by recent .promising reports 

published in scientific journals. In con-. 

trast to those recent studies. West's 

COIDpally has not submitteditsfindings 

.forreview andpublication inaresearch 

journal. Instead it released its findings 

to the New York Tunes, which ran a 

report about it yesterday. That sag. 

gested·to some that the company was 

primarily trying to position itself to 


with the other stem cells in the news. 
They're saying, 'Let's cash in.'" 

West said the company's team had 
fused a human skin cell to a cow's egg 
whose genes had been removed. The 
fluids that remained in the gutted.cow 
egg caused the genes in the human cell 

. to revert to their primordial state. as 
though theY-were back in adeveloping 
human ~1...,..,.. The' fused cell divi·d..:.3 

<;;IIW'l,)'V 	 !;:U 

several times, and microscopic exami­
nation indicated that some of the 

r. e. was . 

company has submitted a patent claim. ...~ IDtentiforO!l?fdevdonecellular:withtherapy·the ' etop. -,
humansOther scientists· disputed West'smg~ . . .._- .. :.,US:lP_ .- , ­

conclusions, however, saying the 
Wo~ team never did the.basic 
tests used to see if cells are really stem 
cells. West confinned those tests were 
never done. 

Roger A. Pedersen, a stem cell 
researcher at the University of Cali-
Cornia, San Francisco, said the com­
pany's claim of having isolated stem 
cells shocked him. "One must be very 
circumspect about such a fanciful no­
tion without good data to support it,". 
he said. . 

Moreover, Pedersen and others 
said, experiments motherspecies have 
shown that hybrid embryos made from 
divergent species grow. poorly and 
suffer many defects because of an 
incompatibjlity'between the newly 
tIansferred genes (in this case human) 
and so-called mitochondrial genes that 
are left behind in the fluid ofthe gutted. 
egg. 

"There's a carefully choreographed 
dance between nuclear DNA and rnito­
chondriaI DNA." Pedersen said, saying 
he doubted· the Massachusetts tEam's 
cells would haVe much medical value. 

~': 

.'~e tllnsl)ington ~ost 
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sayingthe new reportreminded him of 

the much ballyhooed and ultimately 

disproved claims of "cold fusion" earli­
er in this decade. 


Experts also questioned the legal 

and ethicalbasis ofthe work. Congress 

has banned federal ftmQing for human 

embryoresearch,andGearbart,Peder­

sen and others workinlabs from which 

f~'-'n., purchased equipment has 

~~ excluded. 


West said the company's embryo' 

work do nolntf nIy corporate 


. ftmds,~offi:al;;t'ili~ University of 
Massachll~ttssaidtheywereunaware 
that any of the labs in the building 
where the work was done had been 
specially cleared ofall equipment pur_ 
chased with federal grant money. "We 
don't have an ~ room and an NSF 

::=~tMi~eW: . 
chancellor for research. "Faculty rnenr 
hersgetftmded and they go from room 

~~:-----;--,-.----.- ---" . 
1:The rol~ofthe",FDAalso remained_--;-:unclfai '~y. Acting ,FDA Com- : I 

..,.Michael F'edman 'd that" . ­
f,if~th basicnresearchsalthen th' .work 

.' e. 

:theIH;bec:o~shoo1d baye fiIe4:for 

" ~ap, Jnvestiglrtional New'Drug applli;a­

I _tion.~Wrth·only anewspaper~'~ , 

d~what the ~ did,.he said, It 


.remamed unclear to ~which catego. 

rytheworkbel?ngedm. .. 

Ot;h~ ~estioned~ow the UJUVerS1­

ty's institIitional ~.board could 
~ the speae&mlXlIlg ~.
W:einberg, who heads ~ comrmttee, 
said the group only coDSldered whet.h­
er it PQSed arisk to the researcher who 
donated his skin cells. But other ex· 
perts said such committees are chmIy 
required by federal law to comider the . 
fun range ofscientificand ethical issues 
raised byproposed research. Theysaid 
the ¢ommittee's quick approval gives
credeitce to a recent federal report that 
called for a major overhaul of the 
nation's local research review system. 

"What this whole business shows is 
that we are in a regulatory nightmare," 
said Glenn McGee" a professor of 
bioethics at the University of Pennsyl­
vania. "It's going to be impossible to 
state whether these things are really 
human, let alone howto protect them." I 
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Researchers Claim 
Embryonic Gel/Mix 
OfHuman andCow 

. ' '. 
rx' ­

.r ' By NICHOLAS WADE 
Venturing deep into uncharted 

realms of ethics .and medicine, a 

Announcement 
Tests the Waters 

The company said yesterday that 
it had performed the work with hy­
brid cells two years ago. Dr. Michael 
D. West, Advanced Cell Technology's 
chief executive, said that he was 
announcing the work to test its public 
acceptability He said the company, 
which is privately held, was not plan­
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small biotechnology company said ning to go public or raise money now 
yesterday that its scientists had for but needed to decide whether to com­
the first time made human cells re- mit money to development of the 
vert to the primordial, embryonic technique. 
state from which all other cells de- Some sCientists praised Dr. West's 
velop, by fusing them with cow eggs decision to make his work public but 
and creating a hybrid cell. others were critical, saying he has 
, The research comes from' biola- invited a possibly fraught public de­
gists who are well known in their bate on a slender basis of fact. , 

, field but h~s yet to ~e ~o.nfU:med or Dr. West is the founder of Geron, a 
published m a sClenhflc Journal. biotechnology company in Menlo 
Their company, Advanced Cell :rech- Park; Calif., that has had two spec­
nology of Worcester, Mass., said the tacular successes this year in re­
method could eventually b~ used to search on aging. In January it devel­
grow. replacement ~Odr tissues. of oped a method for "immortalizing" 
any kmd fr0IIl: a patl~nt s cells,. side- human cells grown in the laboratory 
stepping th~ mcreasmg scarcity of, by making them leap the supposedly 
organs available. for trans~lan~ and immutable barrier at which cells 

, the problem~ of l~lII?une reJection. usually lapse into senescence. Last 
The technique l~ ~ikely to concer~ week two university teams spon­

and p~rplex ethicists. because It sored by Geron said they had isolat­
WOUld. mvolv; the .creatlOn of an em- ed and cultivated human embryonic 

'bryomc cell .ha~ l~ part human and stem cells, the all-purpose cells from 
pa~ cow, COn~ISting of a human which the fetus develops. Dr. West 
cell s nucleus m a cow egg whose laid the foundations for these devel­
own nucleus. had been ~emoved .. The opments by sponsoring leading sci­
company saId the hybr.ld cell qwckly entists in the two fields. : 
became more humanlike as the hu­
man nucleus' took control and dis­
placed cow proteins with human pro- Researcher Uses 


teins. Creation of the embryonic cells 
is an important component of a strat­
egy that in prinCiple offers high med­
ical benefits if it can overcome the 
high barrier to public acceptance. 

The technique would,involve creat­
ing an' embryo of uncertain moral 
status and one that crosses the bar­
rier b~tween humans and other spe­
cies. Even though a hybrid would be 
in the form of cells, not a whole 
organism, the concept of half-human 
creatures arouses deep-seated anxi­
ety, as is evident from the unfriendly 
powers ascribed to werewolves, cen­
taurs, mermaids, Minotauts and oth­
er characters of myth and folklore. 

"Many people are going to be hor­
rified by this scenario, others will 
say 'So what?' " said Thomas Mur­
ray, director of the center for blo­
medical ethics at Case Western Re­
serve University in Cleveland and a 
member of the National Bioethics 
Advisory Commission. "This is the 
sort of thing that makes me very 
uncomfortable," Dr. Murray said. "I 
think we are likely to· get a very 
powerful reaction to it,and I would 
like for all of us to have a breathing 
space here to articulate our moral 
concerns." 

Another serious uncertainty is the 
preliminary nature of Advanced Cell 
Technology's work. No article has 
yet been submitted for peer review 
and publication, in a scientific jour­
nal an essential touchstone of credi-

His Own Cells 
Advanced Cell Technology, 'which 

Dr. West joined in October; has fo­
cused on cloning and genetically 
improving cows, a technology devel­
oped by James M. Robl and col­
leagues at the University of Massa­
chusetts at Amherst. Dr. West said 
he hoped to use the technology to 
further the idea on which he founded 
Q~rQn, that of delving into the mys­
tery of human aging and sidestep­
ping some of its processes. 

The work with human cells was 
performed in 1996 by Jose Cibelli, a 
colleague of Dr:. Robl's at the Univer­
sity of Massachusetts. Using 52 of his 
own cells, some of them white blood 
cells and others scraped from the 
inside of his cheek, Dr. Cibelli fused 
each one with a cow egg whose own 
nucleus and DNA had been removed. 
Most failed to thrive but one embryo 
grew and divided five times, gene rat­
ing cells resembling embryonic stem 
cells. Dr. Cibelli and Dr. West say the 
method could be made more efficient 
with present technology. They use 
cow eggs because these are far 
cheaper and more available than hu­
man eggs and raise no,ethical prob­
lems. 

Considering this work was suffi­
cient to describe an invention, Dr. 
Robl and Dr. Cibelli filed a patent 
application and then set the research 
aSide to focus on the more immedi­
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bility. Scientists asked about the ,o1ely practical field of cow cloning, 
company's work said they would re- they said. Only two others beside 
quire much' more proof be~ore be- himself and Dr. Robl knew what had 
lieving that human embryOniC stem- been done, Dr. Cibelli said. The pat­
like cells had been created as the ent has not yet been ,issued but Dr. 
company' contends, and some were' West said he was confident of receiv­
skeptical that· the technique would ing "important intellectual prop­
work. 
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The human-cow hybrid cell was from blood or skin, there is no prob~ 
also in compliance with all Federal, lem of immune rejection when devel­Clinton Asks Study ofBidto FormPart-Human, Part-Cow Cells state and local laws, said Dr. Michael oped cells grown from his embryon 

BY'NICHOLAS WADE 

Saying that he is "deeply trou­
bled" by the creation of part-human, 
part-cow embryonic stem cells, 
which was reported last week, Presi­
dent Clinton has directed the Nation­
al Bioethics Advisory Commission to 
consider the implications of the re­
search at its meeting on Tuesday and 
to. report back to him "as soon as ' 
possible." 

In a letter sent yesterday to the 
chairman of the commission, Harold 
Shapiro of Princeton' University, Mr. 
Clinton also 'asked tor a review of 
embryonic stem-cell research in 
general, including the all-human em­
bryonic stem cells whose isolation 
was reported earlier this month. 
These cells - the primordial, all­
purpose cells from which all tissues 
of the body develop - were derived 
from very early embryos or blasto­

. cysts' and from tissues of aborted 
fetuses. ~ 

While the President signaled con­
cern about the "mingling of human 
and nonhuman species," he was 

. more positive about the all-human 
embryonic stem cell research, not­
ing that it "may have real potential 
for treating such devastating illness" 
es as cancer, heart disease, diabetes 
and Parkinson's disease." Biologists 
hope to replace diseased tissue in all 
these diseases with new cells derived 
from the embryonic stem cells. 

But he also stressed the ethical 
concerns raised by the research, tell­
ing the commission that he wanted a 
"thorough review, balanCing ali ethi­
cal and medical considerations." 

The letter was sent after the Presi­
dent had consulted with the White 
House Domestic Policy Council and 
the President's science adviser, Dr. 
Neal Lane, "because he wanted the 
bro'adest views possible - the policy 
people, medical ethicists, as well as 
the scientists," an Administration of­
ficial said. 

............... 


stem cell research had not dimin­
ished since his statement of 1994 but 
that the benefits had become less 
hypothetical. 

Dr. Lane said the implications of 
human embryonic stem-cell re­
search had been under review but 
news of the human-cow hybrid cells, 
reported last week, "clearly raised 
urgent ethical, medical and legal is­
sues that the President wants ad­
dressed and that's why he asked for 
the commission to give it immediate 
attention. " 

Human embryonic stem cells can 
develop into any of the body's 210 
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types of cells, a process that happens 
naturally during fetal development. 
Biologists at Geron, the company 
that supported the research, hope to 
grow the cells in the laboratory and 
guide them to develop into heart 
cells, blood cells and other tissues. 

The cells would then be 
into the patient and integrate with 
his tissues under the control of 
body signals. 

In principle, the method could ad­
dress a range of otherwise untreat­
able degen'erative diseases" as well 
as relieving the severe shortage of . 
organs available, for conventional 

transplants. 
Many serious technical problems 

remain to be resolved, like how to 
guide the stem cells down desired 
paths of development and how to 
prevent imml.1ne rejection. 

The ethical problems are also im­
portant because of the source of the 
embryonic stem cells. In one case 
the cells came from excess _ 
plantation embryos created in infer, 
tility treatments, arid in the other 
from aborted fetal tissue. Both 
sources were legal but research us­
ing the first would have been ineligi­
ble for Federal money. 

West, chief executive of Advanced 
Cell Technology of Worceste'r, Mass., 
the company that supported the re­
search, In the hybrid cell, the cow 
cell's nucleus is first removed and 
the cow proteins are expected to be 
rapidly replaced witn human pro­
teins as the human nucleus takes 
over the cell. 

Although the mingling of species 
raises many questions, scientists at 
Advanced Cell Technology regard 
the operation as one in which the cow 
egg is used simply to make the 
man cell's nucleus revert to its em­
bryonic state. As the human cells can 
be provided by the patient 

state cells are injected back into the 
body. The company favors cow eggs 
over human eggs because the former 
are cheap, available and uncontro­
versial. 

Advanced Cell Technology per­
formed its COW-human hybrid ex­
periment only once, three years ago, 
and took the study only to a very 
preliminary stage. Other scientists 
say more evidence is needed to veri­
fy whether embryonic stem-like Cells 
were created. 

Dr. West said he was announcing 
the research now to test its public 
acceptability before making further 
investments in the technique. 
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