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------.Meeting on Human Embryonic Stem Cell Research 
November 23,1998 


Agenda 


. 1) Critical issues: 
a) NBAC's response to POTUS re: human cell/non-human egg hybrids 

b) Status of research on human embryonic stem cells 

c) The effect of the Congressional ban of federally funded human embryo research on 
biomedical rysearch 

d) Other issues?' 

2) 	 NIH testimony for Senate hearing on embryonic stem cell research (Dec. 1 or 2) 

3) 	 Possible next steps. . 

a) Scientific conference to gather knowledge needed for sound policy decisions 


b) 	 Discuss the Congressional ban on federally funded embryo research 

c) 	 Develop a strategy to ensure that any anti-stem cell research or anti-cloning legislation is 
narrowly worded to limit the negative impact on research. 
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November 20, 1998 

The President 
The White House 
Washington, DC 20500 

Dear Mr. President: 

I am responding to your letter ofNovember 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 view that this 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 andthe egg from a non-human animal is transferred into a woman's 
uterus and, in a different manner, if the. fusion pro~ucts are embryos even if no 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 only 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 Commission was unable to evaluate 
fully its implications. 

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

1. 	 Can the product offusing a human cell with the egg ofa non-human animal, 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-human 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 celt and an egg from a Iloll-humall animal result ill a human 
embryo? 

The C0mmon understanding of a human embryo includes, at least, the concept of an organism at its 
earliest stage of development, which has the potential, if transferred to a uterus, to develop in the normal 
course ofevents into a living human being. At this time, however, there is insufficient scientific 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. 	 If the fusion ofa human cell and the egg ofa non-human animal does not result ill all embryo 
with the potential to develop into a child, what et/Jical issues remain? 

If this line of research 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 obtairi human eggs. 

We 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. 

~~relY~~ ~ 
. Harold T. Shapiro 
Chair 
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THE WHITE HOUSE 


WASHINGTON 


November 14, 1998 

Dr. Harold Shapiro 
Chair' 
National Bioethics Advisory Commission 
Suite 3C01 
6100 Exeeutive Boulevard 
Bethesda, 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 serious of ethical, 
medical, and legal concerns. I am deeply troubled by this news of 
experiments involving the mingling of human 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 possib~e. 

I recognize~ however, that other kinds 6f stem cell research 
raise different ethical issues, while promising significant medical 
benefits. Four years ago, I issued a ban on the use of federal 
funds to create human embryos solely for research purposesj 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 ha:ve 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 1M; Tests the WatersEmbryonic el IX The company said yesterday that 

Of'U d/'"'I It had performed the work: With by.numan an ,-,ow brld cells two years ago. Dr. Michael 
" D. West, Advanced Cell Technology's 

IX." chief executlve, said that he was 
r > By NICHOLAS WADE announcing the work to test Its pub,lIe 
Venturing deep Into uncharted acceptablllty He said the company, 

realms of ethics ,and medicine, a which Is privately held, was not plan· 
small blotecbnology company said nlng to go public or raise money now 
yesterday that Its sdentlsts bad for bu~needed to decide whetherto com· 
the first tlme made human cells reo mIt money to development of the 
vert to the prlmorcll.al, embryoniC technique. , 
State' from which all other cells de. Some scientists praised Dr. West's 
velop by fusing them With ciJw eggs decision to make his work public but 
and ~at1ng a bybrld cell others were critical, saying he has 

, 'The research comes from blolo- inVited a possibly fraught public de­
, gists who are well known In their, bate on a slender basis of f~ _ 

" field but has yet to be confirmed or Dr. West Is the founder of Geron, a 
published In a sdentlflc Journal. biotechnology company In Menlo 
Their company, Advanced Cell Tech-, Park Calif that has had two spec­

· nology of Worcester, Mass. said the tacul~r su~sses this year In re­
method could eventually be used to search on aging. In January It devel­
grow replacement body tissues of oped a method for "Immortallzlng" 
any klnd from a patient's cells, side. human cells grown In the laboratory 
stepping the increasing scsrdty of by making them leap the supposedly 

, organs available for transplant and Immutable bamer at which cells 
, the problems of Immune rejection. usually lapse Into 'senescence. Last 

The technique Is likely to concern week two university teams sllOn­
and perplex ethidsts because It sored by Geron said they had Isolat­
would Involve the creation of an em- ed and cultivated human embryonic 

'bryon!c ceU that Is part human and ' stem cells, the all-purpose cells from 
part cow, consisting of a buman 'which the fetus develops. Dr. West 
cell's nucleus In a ,cow egg whose laid the foundatlons for these devel­
own nucleus had been removed. The opments by sponsoring leading sd­
company said the'bybrld cell quicltly entlsts In the two fields.: ' 
became more humanlike as tbe hu­
man nucleus took control and dis­

placed cow proteins with human pro- Researcher Uses 


telfis. Creation of the embryonic cells 
Is an Important component of a strat­
egy that In prlnclple offers high med­
leal, benefits' If It can overcome the 
high bamer to public acceptance. 

The technique would.lnvolve ereat­
J.ng an embryo of uncertain moral 
statuS, and one that crosses the bar­
rler between humans and other spe­
cles. Even though a hybrid would be 
In the form of cells, not a whole 
organism. the concept of haif-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
rifled by this scenario. others will 

· say 'So what?' " said Thomas Mur­
· ray, direCtor of the center for blo­

medlcal,ethics at Case Westem Re. 
serve University In Cleveland and a 
member of the National Bloethlcs 
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 reactlon to It, and 1 would 
like for all ot 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 

His Own Cells 
Advanced Cell Technology,' which 

Dr. West joined In October; has fo­
cused on cloning and genetlcaily 
ImproVing cows, a technology devel­
oped by James M. Robl and col­
leagues at the University of Massa­
chusetts at Amherst. Dr. West said 
be hoped to use the technology to 
further the Idea on which he founded 
Geron that of delving Into the mys­
t;;.y- oi human ag~ and sidestep­
ping some of Its processes. . 

The work with human cells was 
performed In 1996 by Jose Cibelll, a 
colleague of Or. Robl'. at the Unlver­
slty of Massachusetts. Using 52 of his 
own cells, some of them white blood 
cells and others scraped from the 
inside of his cheek, Dr. Clbelll fused 
each one with a cow egg whose own 
nucleus and DNA bad been removed. 
Most failed to thrive but one embryo 
grew and diVIded five times, generat­
Ing cells resembling embryonic stem 
cells. Dr. Clbelll and Dr. West say the 
method could be made more efflclent 
With present technology •. !bey use 
cow eggs because these are far 
cheaper and more avallable than hu­
man eggs and raise no ethical prob­
lems. 

Considering' this work was suffi­
cient to describe an Invention, Dr. 
Robl and Dr. ClbeW flied a patent 

and publication ,In a scientific jour-' application and then'set the research . 
nat, an essential touchstone of eredl­
bUity. Sclentlsts asked about the 
company's work said' they would re-
Qulre much' more proof before be­
lleYlng that human embryonic stem-
like cells bad been created as the 
company' contends. and some were 
skeptlcal that the tecbnlque would 
work:. 

) 

aside to focus on the more Immedi­
'ately practlcai field of cow cloning, 
they said. Only two others beside 
himself and Dr. Robl knew what had 
been done, Dr. Clbelll said. The pat. 
ent has not yet been Issued btlt Dr. 
,West said he was confident of recelv­
Ing "Important Intellectual prop­
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erty" III the lIeld He said '~-I~';:;;'u- II Advanci!d Cell TecIlnology can New Frontiers The company said the hybrid cells 
IIIg the hybr1d cel! technique public produce viable hybrid cells, they were made by Dr. ObelU III Dr. 
now "becauseI "ant to be very open would ofler a new route to growlllg For Medical Ethics Robl', laboralOry III the Ulllversity 
and level with everyone. We need 10 new tissues lor transplanL Thill Is the " 01 Massachusetts at AmbersL MI-
get the ethlclsts 10 talk about It so as same goal held by the scientists who The human embryonic IWn cells chae\ Weinberg. executIVe secretary 
10 enCOW'llge a rational response 10 announced last week that they had 1Wl000nced last week have already of the untverslty's human subjects 
these new technologies." , grown buman embryonic stem cells pushed against the frontlen 01 ethl- committee. said the experiment was 

Dr. ClbeUl ,aid be regarded any In the laboratory. It Is Widely accept- cal acceptance. Experts III blamedl- ttven admlnlsttat:lve approval, With· 
embryos obtalned III thb way as "not ed III prlllClple that embryonic Item cal ethics lay the pubUc b likely to out review by the committee or mao 
a separate IIId1V\duaJ, lust a de-dU- cells can be directed 10 develop lllto be alarmed by the new technlqu., lor discussion. Dr. CIbeIII was using 
f.rentlated cell from a patlenL" Dlf- any desired tissue, With enormous particularly because of the rillngUng hi5 own ceUs, !lOt experimenting on 
rerentlatlon b the proceu .mereby potential for medlellle, though thb of specl ... Dr. Murray of CUe West- other people, and nIf-expertmenta· 
the all-purpose cells of the vei')' early' has yet to be achieved In practice. em Reserv. University In Clewland UOn does not require special consenL 
.mbryo,known as buman .mbryolllc Dr. West P1d the advMtage of the said that th. hybrid embryo ..... "If someone WMts to InoCIIIate 
.tem cells, become COmmitted to Advanced Ceu TeebnoIogy method Is capes OIIr.usual categorl ..... When themselves theY can do that," Dr. 
thelr roles as the various specIallzed that embryonic cells derived from blologists tint learned to transfer 
tissues 01 the body. The process Is the patient belllg treated would g.n- genes from one species to IIIOtber, 
Irreverslble III nature, but .gg cells erate entlrely compatible tl$sue.. "The Idea of human-anlmal bybilds 
apparently bave the ,ability to de- The two methods repOrted last week, was often raised as the kind of men. 
diflerentiate, or reset to 'default by Dr. James A. Thomson of the stroslty the! no morally perceptive 
mode, the settlogs In a specialized Ulllvenlty.1 Wisconsin and Dr. John person would ever create," he said. 
ceU's nucl.us. fills I, presumably 
what' happened III the experiment 
reported this July .men mice were 
cloned by transferring the nucleus 01 
an adult mouse cell intO another 
mouse's egg cell. 

Dr. Obell~ .mo trained as a veterl­
nartan III Arientlna. aald he and' his 
colleagues ''were the first to de-dU­
f"rentlat. a human eeu by nuclear 
traMf.r." ASked It be was concerned 

'about destroyblg.ln principle. poten­
tIal twin! of b1mseIt ba said' "I 
never thOIIgbt about it. It's a iood 
question. But If you use own 
cells to treat adlsease you .::bave, 
you are not taJdng cells from Mother 
person .eUlsbly." 

Dr; West and Dr. ObeUl 'ald they 
had no IIItent 01 transferring the em. 
bryos to a uterus, a ,t.p eonsldered 
unethical and unsaf.: th" embryos 
WOUld be created sol.ly for the pur. 
pose 01 tissue culture. "Any ttchnol­
ogy can be abused, but once the 
public understands how these cells 

Gearbart of the Johns Hopkins Un~ "Even It 11'. only to create tissue, 
verslty, der!ve st.m cells from hI> the mlllute you start mixing sped•• 
man embryos or fetUles. Tlssu", you r~ au ~ds 01 red nags In 
made from these cells would be III. people. mlllds, said Barnle Stelll· 
ccmpatlble \VIth the patl"nt, a pro!> bocb, a moral philosopher at the 
I.m that bas not been resolved. State Unlverslty'of New York III Al· 

In support of Its clalm ' Advanced bany. But,she noted that pig vaIves 
Ceu TechnolOgy supplied a paten1 are IIOVI seen as acceptable replace­
appUcallon IIlId a photograph taken ments III human h.arts. 
of Its embryonic cells und.r Iero- Rebecca Dresser, a law prolessor 
scope. 1be palent appllCa~ de- III wasblngton University In SL Lou­
scribes _ the cells are Diad b t b, noted, as d,ld several bIOlogists, 

• . u that distinctions between bumans 
~.:.r~ proof:at they possess and other animals are less clear In 

e p es to expected 01 bu- nature than the):' are III people'. 
man embtynn1c stem cells. Dr. Robl mlllds. "BIOlogically a lot 01 U\ls re­
sald his laboratory was not set up to search Is abowIIIg us slmUarltJes and 
perform the requlred tests at the the upshot III a hundred years may 
lime the bybrId cells were made, be that the lines between bumans 
' SIunm the Photograph of the pur- and nonbumans Will be viewed as a 
pOrted hybrid ceIJs, Dr. JobnGear- UIIl. bit grayer," Professor Dresser 
bart 01 Jnbns Hopkins, author of one said. , 
01 the two methods reported last A perpleldng feature 01 the bybrId 
week, said that "they eertalnly COIIld .mbryo WOIIld be that It would start 
be embryonic Item cells" but that no mostly bovIIIe, then become mostly 
scientific lournal' would publlsb the y.t not entirely human. But som. 

can ,be used to treat any disease' 'result \VIthout further prool. "It'. not legal experts have no doubt that any 
caused by loss or malfunction of that I don't beII.ve this biologically, I hybrid should be regarded from the 
ceUs.fromParklnsnn'stodlabetesto Just thlnk they could have given a start as a human embryo. "Iidoesn't 
beart disease, the concerns \VIU be little bit more assurance as to what matter that the mltocbon<lrla come 
overshadow'ed," Dr. West said. 

Lack of Evidence 

Raises Doubts 


Whether Dr. West's prediction Will 
be borne out depends on two major 
sets of lactors, the Idt!ntlflc validity 
01 the proposed method and the ethJ­
cal and legal questions that related 
work has already raised. 

From dIScusslons \VItb SCientists 
etbfclSts and lawyers In the past f"'; 
days. these concerns have em.rged. 

Scientists are panlcularly erttlcal 
01 the lack of ItIppOIting evidence 
accompanying Advanced Coli Tech­
nology',announeement, laying In es­
sence the claim could be true but 
there I, no compeUIIIg reason to at ­
cept IL Even If the cIaIm"ls valid, 
biologists note a serious uncertainty 
relating to an Imponant COmponent 
of the cells known as the mltocbon­
<Irla. whlch produce the energy the 
cell needs and are. In essence, Its 
batteries. If the bovine mitochondria 

was done here." from a cow, ·It also has human mlto-
Dr. Roger Ped.rsen of the Unlver, chondrIa and so has all the potentials 

sity of CiliIomia. San FrancISco, of a human embryo," said I.I:>rI An-
who also _ks on human embryonic drews, a professor at the Chicago-
stem ceUs, said be doubted any hy. Kent CoUege 01 Law III Chleagn. 
brld cells woukIlast long enough to "Once It's gone through that first 
develop lllto useful tI$su. because 01 division It has gone lrom being a 
thelr ccw~erlvtd mitochondria. The somatic cell to a thing with potential 
mltocbondr!a 01 cbImpanzees and Ute," Dr. Andre"s said, referring by 
gorillas work weU enough III human somatic to the ordinary SpedaJl%ed 
cells but those of primate species cells 01 the human body. II trans· 
that diverged more than 10 million ferred to a woman's uterus the em-
years ago from the human line, do bryos might or might not come 10 
not work. term, "but under state lam It does­

Because cows and humans last n't matter whether the ferus Is golllg 
shared an ancestor SO tong 1180, cow to be born or not =- It doesn't make 
mltochondrla are very unlikely to them 1m human. 
work well 'Wtth a human nucleus In The human body consists 01 100 
Dr. Pedersm" view. and as most 01 bUllon c.ns. Should .mbryos created 
the mitochondria III the hybrid cells from them by the cow egg method be 
are contributed by the cow egg, the regarded as having speclal status 
ceUswouldprnbablynotremalllvla- wbentbeycan.bemadesoeasilyand 
ble for 10JtB. "11'. hard to lay thb IS a plentifully? Dr. And.rews P1d that 
total sham, but Ilmell a sham here" human embryos are not so hard to 
b" said.' :' make the usual way, and the lact that 

CItIngthe lI8IlIe data, Dr. Gearbart an embryo IS easily made, by what­
said the mItocbondrIa In the hybrid ever means, Is Irrelevant to argo­
cell bad clearlY carried It through Its ments about Its statUI. 

should prove iIIcompallble WIth their, flm feW divisions but mlgbt not sus- The moral StatUI of the buman 
bumanlzed environment, the cells 
\VII! not be viable. ' 

EthicIstS said the mixing 01 ape­
ctes was likely to trnubl. the pubUc 

, severefy, at least at flrsL Lawyers 
.mo I»eC1aIll:e III Issues of human 
reproduction note that the moral and 

, . 	 legal statUI 01 the human embryo Is 
undecided In American law, a fact 
polllted up by the isolation of the 

. human .mbryonlc stem cells an­
ncunced last week. The new .ntlty 
adds further complexlty. 

taIn It In further develcpment, un1ess embryo :'!s not clearly establIShed In 
the few humllll mitochondria that U.S. law," Dr. Dresser said. Thum­
were also present' somehow tOOk bryo can be regarded as mere prop-
over erty, as a person, or as something III 

D~. Pedersen said Advanci.d Cell between but deserving of special re-
Tecboology ahouId be held to a bIg/l !peeL Congress, III banning the use 01 
staIlclanl of proof "because of .mat Federal money for research on hu· 
the Impllcatlons are for IIPSt!ttIng man embryos, has favored the view 
people unnecessartly _ It you cry thet theY are In the category of pee­
flre'lII. cnnoded, aUditorium yOu pie. But III custody battles over fertll· 
may be Uablt If It'. a lalse alarm." lIed embryos, courtS have lavored 

the special respect status. Dr. Dress· 
er said the hybrid cell. could be seen 
as between the property and special 
respect status. 

W.lQberg said. . 
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November 18, 1998 

Human-Cow Hybrid Cells Are Topic~fEthics 
Panel 

Forum 
• Join aDiscussion on Beyond Dolly: The Future of Cloning 

By NICHOLAS WADE. 

A t 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 dis~ussion, none oqhe commissioners voiced concern 
about the creation of the hybrid cells .. 

Clinton requested the discussion last week in a letter to the commission's 
chairman. 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. a member 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 of a cell tum 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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human. 

An outside expert who spoke to the commission by telephone, Ralph Brinster, a 
. physiologist at the University of Pennsylvania, said of the cow-human hybrid 
cell, "Most scientists would not regard it as a chimera. Ii Chimeras are animals 
made from the cells of two different individuals by injecting the embryonic 
cells ofone 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 humans should be made a 

crime.. 


The commission members said they would draft a reply to Clinton. 
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·:Ethics Panel 
Is Guarded 
Abo,ut Hybrid 
OfCowCe//s 


By NICHOLAS WADE 

, Struggling to respond to President 
CUnton's request for immediate ad­
vic~ on the hybrid cow-human cell 
announced earlier this month, the 
National Bioethics Advisory Com­
mission has delivered a guarded and 
somewhat tentative reply, based on 
the few 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." 

I 
The ,proposed use of the hybrid 

cells to grow human tissues for 
transplant into a patient would or 
would not raise new ethical iSSUeS, 

, depending on the nature of the cells, 
, Dr. Shapiro said. ' 
: The cells are obtained by fusing a 
; hUman skin or blood cell with a cow 
i egg whose own nUcleus 'has been 
, 	remov~. The cow egg is thought to 

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

As embryonic stem celis 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 celis. 

Dr. Shapiro's letter pointed to the 

ambiguous nature of the celis appar­

ently created In the technique. If the 

embryonic celis that result from the 

human celi-cow egg fusion are capa­

ble of developing into a fetus when 

transferred to a uterus, then they 

ralse,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 
totaliy new ethical issues arise" Dr 
Shapiro said. , ,. 

, His letter, implies that the only 
issue raised In this case would be II 	 that of mingling human and animal 
cells, noting that this Is routinely 
done for certain medical purposes. 

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 preliminary stage, and no scien­
tific tests were performed on the 
cells that resulted. 

Other experts said they would 
need more evidence to know if hu­
man embryonic, stemlike celis had 
indeed been produced, as the compa­
ny asserted, although one expert, Dr. 
John Gearhart of Johns Hopkins Uni­
versity" said when shown a photo­
graph of the celis 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 wom~ 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 commissio'n 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 cori­
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 later 
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 tis'sue. 
Earlier this month two groups of 
university scientists isolated embry­
onic stem 'cells from. embryos and 
from aborted fetuses, the first time 
that these primordial cells had cul­
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. 



Ethics and Embryos
, T HE PRESIDENt has asked the National documented breakthroughs on enlbryonic stem 
'. ' BiOethics Advisory Panel to take a careful cells may be a function less of scientific reality 
. ' look at recent breakthroughs in embryo 
research. The request follows reports tltat two 
research labs have succeeded in producing 

, human embryonic stem cells-the primitive 
"super cells" that can develop into any cell type 
or organ-and that a third lab, in experiments 
tWo years ago, had produced similar stem-like 
~1l$ by merging hwnan genetic material with 
the egg cell of a cow. 

Discoveries such as these offer not just moral, 
,issues but a fair measure of goose bumps. The 
cow-human cell experiment ranks extremelY 
high on the goose-bump'inde:g; the president, in 
his letter~ stressed the dangers of techniques
that rould lead to the hom'ble scenario of fused' 
humatHulimal creatures., 

But set aside whether these cells actually 
would constitute a fusion of genetic material 
from two species. (The researchers involved say 
they do not, that the row. cell is merely a 
container for the· human ceUnudeus.) The 
notion that the cow cell experiments pOse a 
more inunediate moral danger than. the better~ 
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' than of simple publicity spin. 
. News of the oowcell experiments was reo 
leased two yearS late, in the wake ofthe stem cell 
annoUncements, without any indication that the 
row cell experiments bad been published or 
othetWise confimied scientifically. Questions as 
to how they passed through ethics screening at 
that initial phase have yet to be answered. As . 
more biotech labs, academic and entrepreneur­
ial, begin to converge on this area, their jostling 
for position will becOme just one 'm!lre factor to 
be weighed by the many official and unofficial 
bodies, that will be considering the issues ' 

,involved. ,
The government's ethics advisory panel 

needs to keep its eye on a feW overriding 
questions. Which of the many apparent routes to 
the creation of embryonic stem cell material are 
morally defensible? 'Which ones seem actually in 
reach? Which of the many beckoning uses for 
that magical material can be deemed acceptable 
by the whole society? 
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BIOTECHNOLOGY 

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-(;reated 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 
human embryonic 
stem cells." 

The claim, an­
nounced in a front­
page news story in 
The New York Times 
on 12 November, 
came just 6 days after 
two groups of re­
searchers reported in 
Science and the Pro­
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 
B~oethics Advisory Commission (NBAC), 
saying he is "deeply troubled" by news of 
the "mingling of human and 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

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 similar to the one 
used to clone Dolly, the first mammal cloned 
from an adult ceiL ACf's top researcher and 

co-founder--devel­
opmental biologist 
James Robl of the 
University of Mas-' 
sachusetts, Amherst 
-says 'an early ver­
sion of the experi­
ment was performed 
in his UMass lab 
"around 1990.... A 
student carrYing out 
nuclear DNA transfer 

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

in rabbits had run out ofdonor cells, Robl re~ 
calls, and, almost as a lark, took cheek cells 
from a technician and transferred their DNA 
into rabbit opcytes. "I didn't even know about 
it," Robl says. To everyone's surprise, the 
cells began to divide and look like embryos. 
"I got very nervous" on learning about it, 
Roblsays, 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 

they were working with cow embryos on 

other projects. They remembered that the 

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 ACf. . 

. Robl concedes that the experiment did 

not yield publishable data. He says he classi­
fied the cells as human stem cells based on \ 
his experience of "Iook[ing] at hundreds and 
hundreds" of cell colonies. But Robl offered 
no other data to support this conclusion. 

Other reseai:chers agree that the cells may 
have had human qualities, because they con­
tinued to divide after the cow's nuclear DNA 
had been replaced with human DNA. But 
Robl and Cibelli didn't do any o( 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 of the University of Wisconsin, Madison, 
lead author of the Science paper, says that 
ACf's cells "meet none of the criteria" for 
embryonic 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 ate." 
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 ..J 

large number of embryonic cells can distin- ~ 
guish real ones from impostors. S 

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 ~ 
Chicago physicist Richard Seed, who caused ~ 

. a furor early this year when he announced g 
that he planned to clo'ne humans. Although ~ 
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 member of a 1994 
National'lnstitutes of Health (NIH) panel 
that proposed guidelines for human embryo 
research, agrees that "it's theoretically possi­
ble" to do what ACT <;:Iaimsto 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 uninformed debate." 

Why did ACT 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 germ 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 ACT since October, says it is 
"pure coincidence" that ACT's news came 
out within a week of these announcements. 
West-noting that ACT won't benefit imme­
diately, for it doesn't sell public stock-says 
that aftyr becoming ACT's CEO last month, 
."1 learned about the work that had been done 
.in 1996 ... and I wanted to develop this tech­

.. nology" But he says he "didn't feel comfort­
i able" moving ahead with nuclear DNA trans­
~ fer experiments without getting a reading on 
~ how future U.S. laws and regulations might 
d affect the field. "So [ decided, 'Let's talk 
~ about the p~eliminary results: " says West. 
~ "Let's get NBAC to help clear the air." 
~ West notes that some information on 
i ACT's mixing of human and cow cells was 
2 already public. In February, the World Intel­
! lectual Property Organization in Geneva had 
.~ published Robl's application for a patent on 
! "Embryonic or Stem-like Cell Lines Pro­
~ duced by Cross Species Nuelear Transplan­
& lalion" (WO 98/07841). It describes the 
5 Robl-Cibclli experiment or 1996 and stakes 

broad claims to stem cell. technology based. 
on transferring human 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 confirms it was West, and not the 
scientific staff at ACT, who initiated the an­
nouncements. "I wouldn't have had the guts 
to do it," Robl says, although he agrces 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, NTH director 
Harold Varmus 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 
ACT'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-

Still grounded. Managers hope to get the 
Spectrum-X-Gamma mission into omit by 2()()1. 

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 
earmarked 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 cominunity 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 D Biomedicine aboard the completed 

D Earth sciences station. And the lost 
opportunity is only one D Materials sciences 
of several continuing 

Biotechnology crises for Russian 
Solar system studies space science. The71 

launch of the Russian­D Geophysics 
backed Spectrum-X-·

), D Space propulsion Gamma spacecraft, a o Microgravity $500 million interna­
tional effort to study

DAstronomy 
x-rays, is running al­o Other most a decade behind 
schedule. Even a last~ 
ditch effort to postpone 
the dismantlement or 

Miraculous results. Biomedicine got the largest slice of Russia's $20 mil­ the Mir space station, 
lion of research on Mir. both in dollars and number of projects (in blue). allowing some biology 
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.. ' Introduction 

'. f> 
Poliomyelitis, which used to cripple half a million persons'annually, is now on the threshold of 
extinction. The disappea~ance of polio was made possible by the·development of safe, and effective 
vaccines 40 years ago, first by Dr Jonas Salk and then by pr Albert S~bln. Mass immunization , 
campaigns being conducted in every polio endemic country have reduced the number 01 polio cases 

,by 90% in the last 10 years and eliminated poliovirusesfrom the Western Hemisphere, Europe and 
much of Asia: If sufficient human, technical arid financial resources are forthcoming, polio will 
disappear from the face of the earth in the year 2000. The benefits of eradicating polio extend 
beyond the disability prevented and the lives saved., Polio eradication will generate savings of " . 
$1. 5 billion annually and significantly strengthen the health car~ systems ofmany developing " ' 
countries. This report is prepared to' provide the Meeting of Inter.ested Parties for the Global 

, Programme for Vaccines and Ilnniunization'with: an update on progress achieved to date, and to 
target priorities for ,action' in the near term." . " 

Backgroun4 . 

,', Th~ ~ne dise'ase which has bee~ ~i-adicat~d is smallpox. In the 1960s, smallpox killed'two million 
people each year and was a major cause of blindness, Almostall'cases were in sub-Saharan 
Africa, South,Asia and BraziL Over a period of 10 years, ~n international effort led by the World 
Health Organization (WHO) stopped transmission of the smallpox virus in every country. The last 
case of smallpox was in 1977 in Somalia. Smallpox virus now exists only in high security 
laboratories in Russia and the USA. In addition to the lives aqdsight saved, smallpox eradication 
has generated significant financial savings estimated at $20 billion globally since 1977. The usA, 
for example, recovers its $32 million investment ~very 26 <:lays. 

The success of the smallpox eradication initiative stit:nulatedavi~ion that, all children could be 
immunized to protec;t them against common illnesses which were among the major causes of ' 
morbidity and mortality. In th~ early 1970s, only 5-10% of children born were immunized with 

'readily avaiHtble vaccines. The Expanded Programme on Immunization (EPI) was created in 1974 
to stinllilate the development of effective immunization programmes in all the co~ntries of the 
world.' The EPI initially. concentrated on vaccines for six diseases -: dip~theril:!-, whooping cough, 
tetanus, measles, polio and tuberculosis. With the te<:;hnicalleadership: of WHO, the field 
implementation capability ofUNICEF and the partn~rship of many non;.governmental 
organizations and donor countries, effective immunization programmes were built in every country. 
By 1990, almost 80% of infants born were being immunized against these six diseases by their first 
birthday-, Yellow fever and hepatitis B vaccines have been added to the EPI in a number of 
countries. 

~ . . 

The success of EPI in building systems ,to deliver vacCines to children and the consequent 
, reductions in disease incidence world-wide stimulated a new vision that other diseases could be 
eradicated.' Among the limited number of diseases for which tHe technology for eradication exists, 
poliomyelitis was selected as the target.' In'198S, the Pan American Health Organization ~':. ' 
established a goal to eradicate ,polio from the Western Hemisphere by 1990. In that same year, 
Rotary Iqternational, a global service club with a million mePlbers in 158 countries, embarked on 
an effort to raise $120 million to 'immunize children against polio. Rotarians raised $247million 
and sUDsequently have laid plans to contribute $400 million plus 'millions 'of hO':lrs of volunteer, 
service. With rapid progress against polio in the .Americas, a global eradication goal was set by the " 
World Health Assembly in 198~. In this meeting, the Ministers ofHealth o~ail the Member States 



" 

t> .~ofWHO agreed thatpolioshould' be eradicated by the year2000. This goal was subsequently, 
confirmed by heads of state at the World Summit ,for:Children h.eld in New York in 1990. 

The Disease 

, Poliomyelitis is,a disease of the nervous system cau~ed by three closely related polioviruses;. The 
virus enters the body by the mouth, mUltipUes inth~'intestines, and in a small percentage of cases, 
reaches the brain and'spinal cord.' When this happens, the nerve cells that trigger the contraction of, ,:' , 
muscle fibers are destroyed, The result is that the affected muscles are 'paralysed permanently, like 
an electric motor who~e wires have been cut:·, Children l-lnder 5 years of age account for 90% of 
cases. Most ofien, these children have one Qr both legs paralysed. In the most severe forms of 
polio, the muscles of breathing are paralysed and may result in'death by suffocation. Where good, 
rehabilitation services are available, children with polio paralysis can livefull and productive lives. 
In many ,developing col4ltries, polio victims remain dependent on their families for life. Ifno 
family ~upport is available, they may either die prematurely or'spend their lives as beggars. 

, ' 

, Eradication ofPolio is phssible 

Polio is one,ora handful ,of diseases which can be ~radicated, meaning that the causative ~gent 

disappears from the human popl,llation, so that CQntrol measures are no longer necessary, 


'Eradication is pc;>ssible because the virus only infects humans and there is no environmental' 
reservoir'. Once transmission stops in the human population, the virus disappears. Lifelong 
immunity to polio infection is produced either by infection with the virus, or by yacciriation. Of 
the two vaccines available, only the Sabin oral polio vaccine (OPV) is recomme~ded for the 
purposes of eradication. OPV is chosen because it contains a modified version of the live 
poliovirus. Given by mou.th, the vaccine virus multiplies in the intestines, producing high levels of ' 
immunity there. ,This high level of intestinal immunity prevents the multiplication of the virus, 
reducing the excretion of poliovirus in the stooI: 'Since polio is normally spread through the faeces, 
the us~' of OPV effectively blocks the spread of polioviruses in thy community. OPV has the 

, additional advantages 'of low cost (less than 8 US cents per dose) and being administered by mouth 

, rather than injected. Unfortunately, multiple doses of OPV are required to produce full immunity. 

'and these doses are less immunogenic in developing countries,than in industrialised countries. 
Inactivatedpoliovaccine (IPV) is not recom111ended by WHO for the purposes of polio eradication 
because of its inferior stimulationof intestinal immunity and its consequent inability to stop wild 
poliovirus circulation in developing countries. , 

~trategies for Polio Eradication 

WHO has defined 4 ~asic strategies/or polio eradication. Theyare:'. 

1. Routine administration. All children should be vaccinated before their first birthday with three 
doses ofOPV as part oftheir routine childhood im~unizations. When a high percentage of. children 

. 	are immliri'ized, disease incidence is''reduced and eradication becomes feasible. Good national 

immunization systems ,require trained health staff to plan and manage the eradication initiative. ' 

Importantly, tJ:tere must also be a functioning, cold chain - a system of refrigerated transport and ' 

storage - to, ensure that perishable vacCine is protected from heat and maintains its full potency 


, ,P!ior to, aamin.istration: 	 . , " 

2. National Immunization Days·(NIDs). NIDs are massimrnunizatioIl campaigns that aim to 
;. 

vaccinate every child in as short a time as possible. Because not aU children are reached by the 

2 



routine imm~nizationsystem and not all childreJare fully p~otected by the doses they have, 
received, NIDs target alLchildrem less than 5 years of age~'regardless of their prior immunizatiort 
status. This strategy provides the addi~ional advantage of boosting the intestinal immunity among 

,previously protected children, provi~ing a further barrier to the circulation of polioviruses. Two . 
doses of OPV are administered, approximately a month apart. Because OPVdoes not require a 
needle and syringe, volunteers with minimal train'ing can serve as vaccinators during NIDs, thus 
vastly increasing the number of vaccinators well l?eyond the existing staff of the country's ministry 
of health. A recent NID in India, for example, deployedtwomiHion volunteers to immunize 130' . 
million children in a single day. Three to five years of~s are usually required to eradicate polio, 
but some. countries require more"·NIDs.are normally conducted during thecool~ dry season because 

, ,logistics are simplified, immunological response to OPV is improved and the potential exposure of 
thermolabile OPV to heat is reduced. . ' 

3., Acute Flaccid Paralysis (AFp) Surveillance. Eradicating polio requires a system to detect, 
report and inv'eStigate)every possible case of that disease. Surveillance is a critical component of 
any disease eradication programme. WHO's method is to establish a system to report every 93Se of 
AFP (the 'chief clinical symptom ofpolio) occurring in children less'than 15 years of age.' The AFP 
syndrome complex iilcludes\not only polio; but Guillain-Barre syndrome, transverse myelitis,' . 
paralysis associated with other enteroviruses and other paralytic conditions that may mimic polio. 
In order to demonstrate whether or not poliovirus is the cause of paralysis, a clinical and 
epidemiological al investigation of every AFP case is conducted. Two stool specimens are also 
collected for testing in a virology lab'oratory. Vi~ology is an exacting science - WHO has , 
established a global network ofaccredited virology laboratories around the world. One laboratory, ' 
is designated for each country, although the laboratory is not necessarily, in that country. These ' 
n~tionallaborat9ries are'supported by a series ofRegional reference laboratories and global . 

,: .specialized reference laboratories. As the number of polio cases decreases, it becomes increaSingly 
important to document that the surveillance system would be capable of finding any polio cases 

, that might o~cur. Surveillance performance indicators are used for this purpose; ~he 'most 
important are that. at least one case of non-polio' AFP should be found each year for every 100 '.000, 
children less than 15 years of age and that at least 80% of AFP caSes should have two stool 

, spe9imens taken within 14 days of onset of paralysis. ' 

4. Mopping-up Immunization. In the final stages of polio'eradicatlon, there will be a few final 
reservoirs of infection where polioviruses will persist. These are often periurban slums where 
population turnover is high and health services are inadequate, and where disease transmission is 
facilitated by crowding and poor sanitation. However, these reservoirs may also consist of minority 
populations, 'illegal immigrants, or nomads, who have poor access to health services. Surveillance 
data are used to define the geographic locales an<,l demographic characteristics of these high 'risk 
populations. Additional areas and populations with known low immunization coverage are 
nOI1A1l11y assumed to be high risk. Mopping-up immunization is then conducted in limited , 
geographic areas to clean out these final pockets ofvirus. In order to reach every child, OPV is 
carried from house to house rather than having children come to a central immunization station. As 
with the NIDs, two doses of OPV are administered, one month apart; and all children under 5 
receive vaccine, regardless of their prior immunization status .. 'Mopping-up is conducted du'fing 
the cool, dry season whenever possible. ' 

Certlfica tion 

, After poliovirus transmission has been interrupted, AFP surveillance must continue for a period of 
at least three years beforethat country 'can be certified free of polio. In 1995, WHO established a 
Global Commission for the Certification of the Eradication ofPoliomyelitis. Every country must 
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submit disease surVeillance data and information on their immunization programme's achievements 
to the appropriate Regional Certification Commissions. Each of the six Regional CommissioJns . 

. wiIJ, in turn, submit its documentation to the Global Commission. When every country in every 
Region is certified, the Global Commission will then certify the world free of'polio. It is', 
anticipated that global certification will be announced 'in the year 2005: 

',Ten Years of Progress towards Global Polio Er~dication 
'. ' . . '.. ' 

Giobal routine immuriization coverage for infants reached 80% in 1~90 and has remained at that 
level in all subsequent years. rhus 4 out of every 5 babies born are immunized with the three 
routine doses of OPV. ImmunIzation coverage remains lowest on the African ~ontinent. 
Immunizati<?n coverage for WHO's African ~egion exceeded 50% for the first time in 1996. 

J 'However, 12 African countries are unable to immunize even half of the babies born each year. 
Iinmunizationcoverage by country is shown below. ' 

'':'\ 

Global reported immunization c9verage with three doses ofOPV 
in infants, 1997 

'Q .,', 
, i 

Data as of21s1 August 1997 ,. 

~ No report 
00 Above80% 
o SOOk -80% 
II Below50% 

n..'••""'... IIlIt'!td...... , .. _If_....."...,4.""""I'I)'tIIf_f_...' __._ .....l.,. ••(UI_...fII;,$o_I...~ojM....""'_.'.t"''''I ...'''.<i ••:t<..m. 
t...a.f'Ld1 .........,h .......... _ .......Iro.... tI ..~....-n.Oot"" ....,......"'.." ... II!"" .... IIII~...._ ...~ .."_1"\'f!!"''''_''''''~ , 

NIDs have been .conducted in every polio endemic country with four ~xceptions .. At the' time of 
writing, NIDs are in the planning stages for DR Congo, Liberia'and Somalia, and it is hoped that 
agreement can be secured for NIDs in Sierra Leone. In 1996,420 million children were 
immunized. in NIDs.' In 1997, that number exceeded 450 million children in 80 countries, which is 
roughly two-thirds of the world's children less than 5 years of age.' There have been a nU,mber of " 
notable successes among the many NIDs conducted .. IDuring the winter 6fI993-4, China, . 
immunized 82 ~illion children in a two day period, Starting in 1995; 18 contiguous countries of 
WHO's Eastern Mediterranean and European Regions have co-ordinated their NIDs' over a three­
year period during Operation MECACAR (Middle East, Caucasus, Central Asian Republics). 

, During the first year of Operation ,MECACAR, 56 million ~hildren were immunized. Russia joined' 
MECACAR in1996, and 60 million children were immunized in 1996 and 1997. India conducted 
its first NIDsin 1995, reaching 86 million children in one day. ,During the second round of the 
1997-8 NID, that ~umber rose to 134 million children in a single day. During December 1996, the 
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eight South Asian countries 90-ordinated their NIDs to immunize 190 million children during a one 
week period. WHO's African Region initiated their "Kick Polio Out of Africa" campaign in 1996. 
In that year 31 countries immunized 56 million children. In 1997, Kick Polio Out of Africa 
included 36 countries and reached nearly 85 million children. Coverage exceeded 80% for both 
rounds in all but eight countries. ' . 

AFP surveillance systems'areJunctioning at a: high standard in WHO's American, European and 
. ,.. . .'.' 

.,; 

African countries b'avingconducted NIDs 

o 

IiII NIDs conducted 

SNIDs conducted 

. Iilllliil first NIDs planned in 1998 

, , 

o 

Data as of 06 Apiil1998 
hllGl~a;JI¥'IW"'~I:II"'_Q'lInIItlpCl:lfd"liIIh~lI'Id"'~"-"-:!l'!""p;rtd"''''''lII4ol''1IDU_O\lllfll;D(ft~.......if..,<<UVr. 

_nrr.IIY!J'''!J'<fll~U'~d.btllnHJb'_Cl_ DaIIc:_m."".....,nIlW....!I\lltl'lI'Qb..tlttl... ..,ru)!!AllIIh.lIIi7-.1 
 ~ 

Western Pacific Regions. The wealthier countries in' WHO's Eastern' Mediterranean Region are 
functioning at a similar level. In the poorer countries ofthat Region, surveillance still "needs to be 
greatly improved. In the African Region, surveillance is in the early phases and significa.nf . 
improvement'is needed. Resources have recently become available inthe South-East Asi~n R~giori 
and surveillance is improving rapidly there. "" 

N()n~polio AF~·rate per 100 000 children under 15 
years of age by WHO Region, 1996-7 " 
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The gl()ballaboratory network now includes 87 laboratories. Network laboratories were chosen 
·f;> 

. from existing laboratories, but extensive upgrading of equipment, and staff training, are required' 
for some 'of them,' particularly on the African continent. 

GlohlJ laboratory Netoorkforllilio F.radication, ... 

"'J, '* SpedalizalfWeelice~ 
,® FegonallVen!nce I.aIDatay 

Global annual reported polio cases,i978-1'997' 
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These data include D~ly those countries that have reported data as of 7th April 1998 

When the global era~icationtarget was set in 1988, 35,251 cases of polio were reported t~ WHO., 
By 1996, that number 'had falien to 4074 cases. Th~ data for 1997 are not yet~omplete, but it is : 
anticipated that the final tally will be approximately 4000 cases. As of3 April 1998, 3327 cases ' 
were reported worldwide. Although the number of cases reported will show little change between 
1996 and 1997, ,the direct comparison is difficult because ahigher percentage of cases are detected 
by improve~ surveillance. . ' , 
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Beyond a sirn:ple declin~ in then~nibe'~of p~lio cases ~eporte( polIO is disappearing from hirge 

. i) areas of the world. Poli~virus circulated on all the major continents in 1988 . 

. Global reported incidence of poliq, 1988. . . , 

.G:l No report 
~ More than 10 cases 

1 -10 cases 
(j] 0 Cases . 

""_~~_h~d.""!I1~lUpmtUnpt"~d1..qlt'IOrI~ao"lI'IfI"tEa_""WIJII~Ct"'''t;n~".'''''Il~ 
~(rf"'_",dblllR'll:ll'llla(J_""lhl_lDr!d1b":ran<JIDniaI. tkNl"'~"'~W_lGfllEv...I;f<ftQI.,...--,III)1';11.I"'fQ_ ~ • 

Polio was eradicated from the Western Hemisphere in 1991; the last case Wa.s a 3 year old boyfrom 
Peru .. Poliovirus was not found in 1997 in China or the industrialised countries of Asia and ·Etirop~. 
Polio is' disappearing from North Mrica, Southern Mrica and the Middle East It has now been a 
year since the last case of polio was identified in Cambodia and it is hoped that poliovirus 

. transmission has been stopped in all of the form'er Indochina .. The remaining major reservoirs of 
wild poliovirus transmission are south Asia -'particularly' Mghanistan, Bangladesh, India, Nepal 
and Pakistan - and sub-Saharan Mrica., with the Democratic Republic of the Congo arid Nigeria 
being the most h~avily affectedcountrit;ls.· . . 

TlIIe Legacy of p'olio Eradication 

When polio is eradicat;d, the poliovirus wiil dis~ppear.· This',means that no chil~ will ever again be, 
paralysed by polio. Thus, 550,000 polio cases and 55,000 deaths will be prevented each y~ar­
forever .. While the humanitarian benefits ofthis are tremendous, there are important financiai . 
benefits which accrue also. ,Once polio is eradicated, there will no longer be a need to provide 
medical care for:new polio victims. Some rehabilitation services will still be needed for people' 
who now have paralysis; but this cost will, over a period of years, fall to zero. Importantly, 
immunization against polio can be stopped in every country. The combined total annual savings ' 
from polio eradication are estimated to exceed $1.5 billion dollars. Again, these savings will' 
accrue forever. 

. .. , . 
Additional benefits arising from polio eradication include a revitalised cold chain fqr the EPI and 
better trained health staff. The excitement generated by polio eradication ,and,the consequent, 
achievements seen have heightened visibility of immunization' and increased political support for' 
!mmunization programmes. Heightened political support often translates into an increase in the 
national budget for immunization. Parents, 'likewise, are made aware of the, importance of' .. ... , 
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immunizing their children. This' all results in a hig4er percentage of children protected from the 
. ravages of childhood illness. The polio eradication programme has benefited from public-private 
sector collaboration unprecedented in the history of public health. This partnership serves as a 
model for future co~operation in disease control. . 

: With the success of polio eradication, there is hope that measles may be the next disease to be 

eradicated. In, developing coun1;ries, ,measles kills 10-15% of children who contract the disease .. 

WHO estimates that measles kilis one million children each year, half of them in Africa. The 


· epidemiologists trai~edin the polio eradication initiative and the. improved surveill;:mce systems 
will play vitaI' roles' in measles eradication and other future disease control initiatives. The polio 
laboratory network (comprised of six specialized, 14 regional and 67 national laboratories) also 
forms the basi,s of:an early war.ning system for.emerging infectious diseases world-wide. The 
upgraded virology lat>oratories and the trained virologists who work in them will serve on the front 
line to detectrye\.y or resurgent diseases in the early phases of any epidemic. . , 

· . .. }' . " , 


. . '. ' '). :" , . . 


One final, and,perhaps unexpected, legacy of polio is peace. Although armed conflict is a major 
. challenge to polio eradicati<?,n, mass imm:unization campaigns conducted for polio eradication have 

, stimulated both official and. unofficial truces in Afghanistan, EI Salvador, the Philippines, Sri 
, Lanka ,Sudan, and Tajikishtn. The process initiated through these truces has led to a permanent 
" peace settlement in EI Salvador and the Philippines'. Truces for NIJ:)s give warring parties not only' 
· a glimpse of peace; but also ari opportUnity to buiid trust by working together on a common go~l ­
the future of their children.' , 

.' . 

Polio endemic Countries Affected by Conflict 

, . 

. 1 
iii Countries In Conf6ct . 

Ii!) C~untries Re'c overing fromCOnflk:.1 . 

Iil Politically Isolated Countrie s0'
" . . 1 Or ' .. 

External' Financial Needs 

, The costs Of polio eradication are shared by the polio endemic countries and the international 
community. In the Americas, th€;l countries bore 80% of the tost. In China and Indonesia, 90% of 
the cost was paid by the countries. However, in the poorest and least developed countries, ':. 
particularly those affected by. conflict, a high percentage of the cost must be borne by the 
.internation~l community. In Cambodia, for exam'ple, virtually 100% of the marginal cost was paid 
from external sources, WHO estimates that in eXgess of on€;l billion dolhi.rs'in external funding will 

. 'be required for .polio eradication for the years 1998-2005. Two-thirds of this cost are required for 
1998-2000.. As shown in the graphs, the bulk of the cost is attributable to operational costs and 
purchase of vaccine for NIDs, arid ·surveillance. . 
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Proj~cted 'Ext~rnal Costs of Polio E~adicat,io~ 
b:y Activity, 1998 ..2005 
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Unmet Needs for 1998 . , 

The estimated external funding needs in 1998 for polio eradication are $217 million dollars. As of 
April 1 1998, approximately $160 million had been pledged from a number of sources. The net 
shortfall is then $58 million. The principal shortfalls occur in the African Region, especially for 
surveillance and NID operational costs.. ., ·., . . . . , . 
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Estimated Total External Polio Er~dicati,on Requirements 
.. ,and Sourc,e. ,1998 ," . 

USAID 

Un~ed Kingdom' , 

'T'~ta'l US $217 Million 
Shortfall $58 Million 

Priorities for action at ~he global level 

While substantial progress has been made over the last 10 years and it i~ still possible that the last 
wild poliovirus will be identified in the year 2000, efforts.and funding must be concentrated in 
certain key areas for this, to occur. Thes~ ~reas are: 

Implementation of AFP surveiliance in Afric~. Surveillance for almost all the countries of the 
African Region is in extremely early phases with few AFP cases identified and few stool specimens 
collected{Qr analysis. The situation is similar i~ Djibouti, Sudan arid Somalia from theEastern 
Mediterraneal) Region. While, NIDs,have been, implemented in most countries', the impact of the ' 
NIDs caI.1not pe measu~ed arid remaining chains of transmission cannot,he effectively targeted 
without efficient surveillance. Because several years are required for, AFP surveillance to be fully 
implemented, arid since greater levels'of support: will be necessary for African countries, resources 
to build surveillance systems in Africa mus! be secured as 'quickly as.possible. This wUI'permit the 
'identification of the final chains of transmissiol! in the year 2000 and allow the provision of data to , 
subsequently ~ertify eradication. Rapid; development, of surveiliance is ,necess,ary to achieve the full 
benefits of eradication at the earliest possible date. . '., ; 

. . " 

Stopping fransmission in the major reservoirs, Wild poliovirus transmission is now 
concentrated in South Asia and SubSaharan ~rica" Transmission is most. intense in the largest and 

. most densely populated countries. In South Asia, these are Bangladesh, India and Pakistan. In 
Africa, these are DR Congo, Ethiopia and Nigeria, . All of these countries, with the exception of DR 
Congo, have initiated NIDs and reduced transmission to some'extent. However, type 2 wild virus 
(the first type to. disappear with effective implementation o(NIDs) was'still found in India and 

, Pakistan in 1997, indicating the conthmedexistence of large unvaccinated populations. ,Although. 
no wild type 2 virus was found in Africa in 1997, Virological surveillan6e'is stilI not'sufficiently " , 
developed tq document the presence or absence of this type in the major reservoirs there, .. 
Continuing circulation of wild poliovirus in these large countries must.be'rapidly stopped, not just 
because they represent the majority of cases in the world, but also becaus~ reseeding neighboring 
countries inhibits progress there. These countries could also·infect even distant polio-free areas; 
The intensity of transmission there means that the time to achieve polio eradication will be , ' 
prolonged. when compared to smaller and less densely populated countries. The global community 
must' ensure that the political commitmel)t'and financial resources are in place for both sustaining 
the necessary' supplementary immunizationcampaig'ns and for fully. implementing AFP , 

, surveillance. ' , 
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Stopping wild poliovirus transmission in countries affected by conflict. All four polio endemic 
countries (DR Congo, Liberia, Sierra Leone, Somalia) who have not yet conducted a single NID are 
affected by recent or currertt conflict. Current or recent conflicts in Afghanistan, Congo; Iraq, 
Sudan, and Tajikistan compound the difficulties of conducting NIDs and implementing AFP 
surveillance in these polio en'demic countries. The absence of a recognized government in several 
of these countries inhibits the ability of the international comQ'lunity'to provide assistance. 

, Continuing circulation of wild poliovirus in these countries poses a continuing threat to ' 
neighbouring countries and the ultimate success of the global initiative. Accordingly, the political 
will and the financial resources must be found to immunize every child in theseco~ntfies each year. 
until it is assured that poliovirus transmission has stopped. Truces must be negotiated where . , 
necessary. The tenuous peace in other-countries may result in additiona~ setbacks. 

Accrediting the global laboratory network. The l",boratory network is the foundation upon 
which the entire surveilhince system is built. Without reIiableand timely laboratqry results, 
analysis of AFP surveillance data is impossible, parti'cular.ly in the later phases ofthe programme 
~hen few polio cases ~re occurring. Many laboratories are functioning well; however, some ' 
laboratories, particularly in Africa, still need to be upgraded if they are to handle the volumes of 
specimens that will require processing when AFP surveillance is fully functional. In order to be 
confident of accurate specimen analysis, a formal accreditation process has been established, 
including an annual proficiency test. Accred\tation of labor8;tories will require purchase of 
equipment and staff training for some laboratories, together with provision of consumable supplies 
and reagents for all laboratories. Importantly, it will also reqtii're consultant ~inie to conduct site .. '. , 

visits and support the labs in correcting any deficiencies. 

Securing the resources for certification. Once it appears that polio has been eradicated, there "will, 
be a natural tendency to relax. Intl),is phase, immuriization coverage and surveillance system 
performance may fall. However, the Global Commission for.the Certification ofPoliomyelitis 
Eradication requires that wild poliovirus not be found for a period of at least three years under 
conditions of high quality surveillance with adequate immunization coverage present to guard 
against potential importation. Certification is required so, that all countries can confidently stop , 
eradication activities'at an appropriate time and eventually stop routine immunization. Sufficient 
resources must be proyided for surveillance and the certification proc~ss, . 

Conclusion 

Progress towards globai polio eradicati~n has bee'1 rapid ~nd ~ignificant. Th~ m~jor achievements 
,are: a 90% reduction in cases in'lO years; the certification of polio eradication in the Americas; the 
prqbable interruption of wild poliovirus transmission in the ,Western Pacific Region; the 
localization of wild poliovirus to a single focus in the European Region, and the strengthening of 
national immunization programmes around the world. 'With National- Immunization Days being 
conducted in all but four of the remaining polio endemic countries, Circulation of wild poliovirus is, 
certainly diminished elsewhere in the world. However, eradication requires that every corner of 
every country be free of polio. To that end, the priorities for the initiative in the next few years are: ' 

, to rapidly improve surveillance, particularly in Africa; to stop tran~mission in ,the remaining'major:, 
foci; to conduct ~lioeradication activities in conflict affected countries; and to certify eradiCation' 
globapy. The 'political commitment of both the polio free nations and the polio-endemic nati~ns 
wiUbe needed to carry the initiative through these final phases. Success can only be assured if the 
international cominunity.pr~vides the additional resources needed to conduct and. sustain polio 
eradication activities in the remaining polio endemic countries. Once polio is eradicated, there will 
be significant financial savings . .for the world, but more 'importantly, every child everywhere will.be 
protected against polio, forever. ' , . 
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MAJOR POLIO·SPECIFIC GRANTS* 

1996 - 1998 
(by fiscal year announced) 

1996 1997 1998 # Total 
Australia 210,000 948,000 1,158,000 
Belgium 5',100,000 5,100,000 
Canada 1,400,000 40,740,000 42,140,000 
Denmark 40,000,000 6,000,000 46,000,000 
European Union 704,000 400,000 1,104,000 
Finland 330,000 330,000 
Germany 451,000 24,000,000 24,451,000 
Italy 750,000 750,000 
Japan 22,430,000 25,720,000 10,228,000 58,378,000 
Korea 900,000 900,000 
Netherlands 248,000 248,000 
Norway 2,120,000 700,000 2,820,000 
Sweden 481,000 400,000 881,000 

----­

Switzerland 177,000 1,300,000 1,477,000 
United Kingdom 78,600,000 1,550,000 31,160,000 111,310,000 
USA 47,200,000 72,200,000 81,200,000 200,600,000 i 

Vaccine Manufacturers** 9,000,000 9,000,000 
Rotary International 18,258,000 28,727,000 13,050,000 60,035,000 
TOTAL 226,760,000 138,~4~000 . 201 J27~l900 US$ ~~6J682,99~

_._--­ .................... 

*Grants in excess of US$100,000 intended primarily for polio eradication activities. These may be direct bilateral grants to polio-endemic 
nations, or multi-lateral grants through international organizations such as WHO or UNICEF. Some are for multiple years. 

**Donation from three European and one American vaccine manufacturer: 100 million doses of Oral Polio Vaccine plus US$1 million 

• 	 In addition to these polio-specific grants, many countries are supporting the WHO Expanded Programme 
on Immunization, which combats several infectious diseases, among them polio. 

# as ofSeptember 1998 
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AIDS 

Racial Discrepancies . 


. The incidence rate of AIDs'among minorities is much higher than the rate among non­

minorities and is increasing. In 1995, the incidence of AIDS among African Americans was 

92.6 per 100,000; the rate among Hispanics was 46.2 per 100,000; the rate for whites was 15.1 " 

per 1 00,000; the rate for American Indian and AlaSka Native was 12.3 per 100,000; the rate for~ "\, 

Asian Pacific Islanders was 6.2 per 100,000. African":'Americans accounted for 25% of yearly 

reported AIDS cases in 1985; this figure increased to 40% in 1995. Hispanics accounted for 

15% of yearly reported cases in 1985; this' figure, increased to 19% in 1995. In contrast, whites 

accounted for 60% of yearly reported cases in 1985, a: figure which decreased to 40% of yearly 

reported cases in 1995. ' ' 


AIDS affects minority children disproportionately and accounts for a large percentage of 
deaths in minority .com~unities. 58% of reported cases of children With. AIDS are ~on-His~anici' 
blacks, 23% are Hlspamcs. In 1994, 1 out of every 3 deaths among Afncan-Amencan menages' 
25 to 44 was a result of HIV, and 1 in every 5 ,deaths, among African- American females ages 2)i 

.. ~I . 
was re ate d.,;,to 44 1 

Administrative Action 
, CDC has sponsored numerous. studies on such topics as the connection between STDs 


and HIV, outreach and treatment programs abroad, risks for sexually active young women, HIV 

transmission from mother to child, shared drug needles and risks to young African-American 

men. CDC has discovered new preventive and treatment-oriented drugs and has sponsored and 

developed outreac~ programs in workplaces nationwide, and worked to help state, local and 

community agencies develop educational programs. In addition, CDC created a National Center 

for HIV, STD and TB prevention and has developed an extensive international research program 


/I,, S' NIH has supported research which led to the discovery of a new class of anti-HN qrugs ' '6 
7.} .arid has consistently provided doctors and their patients with the most up-to-date advice on how \./ 

to use new combinations of drugs. The Institute has also supported major clinical trial networks 
w~tI:t participant pools comprised of more than 40% African Americans and Hispanics as well as ' 
other programs and studies with large numbers of minority participants. NIH has consistently 
designed programs and policies to r~cruit individuals from under-represented racial and ethnic 
groups in research careers by providing training and research opportunities to minority 
individuals. 

Between 1996 and the budget the President submitted for 1998, AIDS vaccine funding 

will have increased by more than 33%. Dr. David Baltimore, a Nobel Laureate and President­

\ ' 

. designate of Cal Tech, has been recruited to provide leadership for restructuring and 
reinvigoration of the'AIDs vaccine research program. The President hasalso announced the 

\~}creation of the Vaccine Research Center of the NIH campus to mobilize considerable scientific 
(. " resources towards the development of an AIDs vaccine. 

.I 
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j\-ST1-\MA 
Racial Discrepancies 

1994 statistics indicate that similar numbers of black and white individuals are affected 
by asthma. However, age-adjusted death rates for asthma are three time higher in bl~ck males 
than white males and almost three times higher in black females than white females. 

Administrative Response , 
The Division of lung disease is supporting a collaborative multicenter study on various 

racial arid ethnic groups to identify the major genes responsible for asthma in order to develop 
new treatments and understand causal interactions between genes and environmental factors., It 
also supports programs which develop strategies to improve asthma care among Latino and 
black children. Other DLD projects study asthma medications for children, asthma and 
pregnancy, asthma and the elderly and new treatment methods. Further, the DLD participates in 
the organization "Global Initiative for Asthma" which increases awareness of asthma, promotes 
the study of the connection between asthma and the environment, and reduces asthma morbidity 
and mortality throughout the world. 

SICKLE CELL DISEASE 
Racial Discrepancies , 

Sickle cell disease solely affects African ftJrtericans. 

Administrative Response 
In 1996, grants were awarded for projects including computer-generated antisickling 

compounds, removal of pathological iron from sickle red blood cells, methods for gene transfer, 
and transgenic models of sickle cell disease. The Division of Blood Diseases and. Resources 
works to disseminate research findings to the medical community through workshops and 
conferences. The division also manages a program of grants, contracts, training and career 
development awards, and academic awards regarding the study of sickle ,cell disease. 

PRENATAL CARE 
Racial Discrepancies 

1992 statistics indicate that African-American women are nearly 4 times more likely to 
receive no prenatal care (4.2%) than white women (1.2%). In 1995, only 70.3% of black 
mothers and 70,4% of Hispanic mothers received prenatal care beginning the first trimester, 
,compared with 83.5% of white mothers. Of those women who began prenatal care in,the third 
trimester, had no care or whose care status is unknown, 12.2% are black, 5.7% are white, and 
11.5% are Hispanic. 

Babies born to women who receive no prenatal care are three times more likely to be 
born with low birthweight aJ;ld five times more likely to die than those whose mothers receive 
care in their first trimester. In 1,992, there were 16.8 deaths per 1,000 births for black women 
compared with only 6.9 deaths per 1,000 births for white women. 

Administrative Response 
CDC administers a number of programs to increase prenatal care rates,including the 

Pregnancy Risk Assessment Monitoring Systems (PRAMS) and many smaller community- ' 
based intervention and ,evaluation projects. Through HHS, the Maternal and Child Health 



Bureau (MCHB) administers four major programs which, in FY 19976, had a total budget of 
$825 million. Each of these programs collaborates with numerous local organizations and 
programs nationwide to study populations and develop outreach and service programs most 
appropriate to particular communities. 

The results have' been impressive: in 1994, 80% of mothers began care in the first 
trimester of pregnancy compared with 79% in 1993 and 78% in 1992. The proportion of white 
mothers receiving care jumped from 82.8% in 1994 to 83.5% in 1995; the proportion of black 
women receiving care jumped from 68.3% in 1994 to 70.3% in 1995;-and the proportion of 
Hispanic women receiving care jumped from 68.9% in 1994 to 70.4% in 1995. 

BREAST CANCER 
Racial Discrepancies 

In 1994, breast cancer mortality rates were over 30 per 100,000 black women compared 
to approximately 25 per 100,000 white women. 85% of white women had a relative five-year 
survival rate compared to only 70% of black women. Only 54.9% of African-American women 
over'50 report having had a clinical breast exam and mammogram within the past two years. In 
1993, black women were 28% more likely to die from breast cancer than white women. 

Administrative Action 
CDC has developed the National Breast and Cervical Cancer Early Detection Program 

(NBCCEDP) which includes programs for partnerships and Coalition development, public 
education and outreach, quality assurance, surveillance, professional education and screening 
and follow-up services. Fifty states, five territories, the District of Columbia and 13 American 
Indian/Alaska Native organizations currently participate in the program. 

The budget for the program has been gradually increased over the past few years: in FY 
1993, $72 million was appropriated; in FY 1994, $78 million was appropriated; in FY 1997, 
$140 million was appropriated. 

, CERVICAL CANCER 
Racial Discrepancies 

Only 7.7 per 100,000 white women are diagnosed with invasive cervical cancer each year 
compared to 12.2 per 100,000 black women. Further, white women are more likely to have their 
cancers diagnosed at an early, precancerous state at which they can best be treated: 54% of, 
cervical cancers among white women are diagnosed at a localized stage while only 39% of 
cancers among African-American women are. Each year only 2.5 per 100,000 white women die 
of cervical cancer compared to 6.3 per 100,000 black women, making the mortality rate for 
African-American women more than two times greater than that for white women. From 1986 
to 1992, t,he relative 5 year survival rate from cervical cancer was 71 % for white women and 
only 56% for black women. 

Administrative Response 

CDC has developed and implemented the National Breast and Cervical Cancer Early 


Detection Program (NBCCDEDP) -- see above for description. 


DIABETES-=­



() 1;M£'"\e 5 
Racial Discrepancies 

African Americans are 1.5 times more likely to have diabetes than whites: nearly 6% of 
African American men and nearly 8% of African"';'American women have diabetes. African 
Americans also experience higher rates of at least three of the most serious complications of 
diabetes: blindness, amputation, and end stage renal disease (kidney failure). Approximately one 
in every 10 Hispanic adults has diabetes .. Population studies among Hispanic women with . 
diabetes show significantly higher death and complication rates during pregnancy. Cuban 
Americans are 1.5 times more likely than the general population to have diabetes and Mexican 
Americans and Puerto Rican Americans are twice as likely as the general population to have 
diabetes. 

Diabetes has reached epidemic proportions among Native Americans. Complications 
from diabetes are major causes of death and health problems in most Native American 
populations. In many tribes, more than 20% of the members have the disease. 

Administrative Response 
Funding for diabetes research programs within the Public Health Service is estimated to 

be nearly $340 million in FY 1997. The majority of this funding is used to support basic 
diabetes research. Such research has resulted in such discoveries as ways to delay the onset of 
diabetic complications. A multi-faceted initiative called the Diabetes Prevention and Treatment 
Initiative which encompasses opportunities in basic and applied research, clinical studies and 
trials, national multicenter trials and a national education program has been undertaken. Current 
topics under study include insulin, risk factors for diabetes, immunologic aspects of diabetes, the 
regulation of glucose metabolism, and factors in the development of health complications from 
diabetes. In the past few years, investigators have been able to establish immune, metabolic, and 
genetic screening tests to identify individuals at high risk for developing type 1 diabetes. 

The Institute is also conducting a clinical trial to determine whether type 2 diabetes can 
be prevented or delayed in at-risk populations. Because type 2 diabetes disproportionately 
affects minority populations, approximately 50% of those enrolled in the DPP will be from those 
populations. Further, the Institute has encouraged increased research efforts in the 
disproportionate impact of diabetes in minority popUlations. It has also initiated a National 
Diabetes Outreach Program and media campaign. Several national public and .private 
organizations are also designing a national Diabetes Education Program. 

HEART DISEASE 
Racial Discrepancies 

The age-adjusted death rate from strokes is almost twice as high for blacks as it is for 
whites. Stroke is the third most common cause of death for black women. A study of people 
over 20 years old conducted between 1988 and 1994 indicated that 24.3% of white males and 
19.3% of white females had hypertension, compared to 34.9% of black males and 33.8% of 
black females. Between 1980 and 1993, the rate of heart disease was about 67% higher among 
black women than among white women. Hypertension is a leading cause of strokes and heart 
disease. 

Administrative Response 



In FY 1996, the National Heart, Lung, and Blood Institute (NHLBI) supported a total of 
$796,815,000 in Cardiovascular Disease (CVD) research, including $132,329,000 in research on 
hypertension. Within the total of $796,815,000 spend on CVD research, $95,184,000 was 
relevant to CVD in minorities. Of the $95,184,000 in minority CVD research, $37,723,000 
focused on hypertension. Studies include such topics as community-based risk reduction, risk 
factors and prevention in children, mortality and education. 
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MAJOR IMPROVEMENTS MADE TO 

THE QUALITY OF RURAL HEALTH SERVICES 


IN THE 

1998 BUDGET AGREEMENT 


The balanced budget includes a strong package of rural health care initiatives that will 
improve and expand access to quality health care in rural America. It dramatically improves ' 
managed care payments in rural settings by a minimum payment amount for $367 and by blend~ng 
local ~nd national payment rates. . 
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MAJORUMPROVEMENTSMADETO 

THE QUALITY OF-RURAL HEALTH SERVICES 


,IN TilE _ 

-1998 BUDGET AGREEMENT 
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o Rural Primary Care Hospital Program 

Currently, the Rural Primary Care Hospital Program (RPCH) is limited to seven states. 
This proposal would expand the current RPCH program to all fifty states so that rural 
areas across the country could benefit from these services. The President's budget also 

, reforms this program so that it can better meet needs of rural beneficiaries .. The 
President's budget: 

Expands the Definitions of Eligible Hospitals: It would increase the size 
limitation for RPCHs to allow up to 15 inpatient beds; expand the length of stay 

, limitation to 96 hours; delete the provision requiring that a RPCH had to have met 
the hospital requirements before applying for designation; establish a minimum 
separation distance of 35 miles between facilities; expand options for referral 
relationships and eliminate the Essential Access Community Hospital (EACH) 
designation while grandfathering current EACHs); and a1l9w RPCHs to utilize all 
of their beds (up t<;> the maximum of 15) as swing beds if they have a swing-bed 
agreement. All Montana Medical Assistance Facilities (MAF) would be 
grandfathered as RPCHs. , ' 

Reforms Payment Methodology. Changes the reimbursement methodology to 
reasonable cost, recalculated annually and eliminates the deadline for the 
implementation of a PPS system. . 

o Sole Community Hospitals Rebasing 

Sole Community Hospitals (SCHs) are currently paid based on the highest of three base 
years: a 1982 hospital-specific rate; a 1987 hospital-specific rate; or the Federal rate. The 
President's proposal would add a fourth option for a base year which would 'consist of the 
average of 1994 and 1995 hospital-specific costs. This option would provide more 

, updated payment rates for SCHs whose costs have significantly changed in recent years 
and would still allow hospitals to retain their more advantageous 1982 or 1987 hospital­
specific rate .. 

o Medicare Dependent Hospitals 

This proposal would reinstate the Medicare Dependent Hospitals program (MDH) for 
rural hospitals beginning with cost reporting periods on or after October 1, 1998. Before 
it was eliminated in 1994, the MDH program provided a special payment to rural 
hospitals with fewer than 100 beds and a Medicare share of inpatient days or discharges 
of 60% or more. (Special payment was the greater of a per case payment amount based on 
their 1982 base-year cost per discharge, their 1987 base-year cost per discharge, or the 
Medicare prospective payment system (PPS) rate.) This program was established under 
the Omnibus Budget Reconciliation Act of 1989, but was terminated September 1, 1994. 



o Rural Referral Centers 

Rural Referral Centers (RRCs) are critical health delivery centers located in rural areas 
that, receive special payment rates to ensure their viability. The President's proposal 
would enable certain facilities that are currently not identified as RRCs to be reclassified 
as RRCs. In addition, this proposals grandfathers all RRCs that existed in FY 1994. 

,0 Graduate Medical Education 

Under the President' s plan, Medicare' would have the authority to pay federally qualified 
health centers (FQHCs) and rural health clinics (RHCs) directly for certain graduate 
medical education (GME) expenses. Currently, Medicare only has authority to pay 
hospitals for GME expenses. In order to be eligible for these payments, FQHCs and 
RHCs would have to participate in an accredited GME program and pay the resident's 
salaries for time spent in the clinic setting. 

o Payments for Midlevel Practitioners 

This proposal would provide for direct payment by Medicare to physician assistants, 
nurse practitioners, and clinical nurse specialists in homeand ambulatory settings in 
which a facility or provider fee is not bille~. This will help attract and retain necessary 
allied health professionals to medically underserved areas. 



i, .. 

July 31, 1997 

Thomas Troyer 
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Dear Mr. Troyer: 

We appreciate your concern regarding the Administration's response to Medicare fraud arid 
abuse. Your advice to get ahead oUhis problem before the attacks come is a point well taken, 
and the Administration has already done just that. 

The Department of Health and Human Services is acting immediately to address a number of 
issues, and will put long-term structural reforms in place over the next two years. Th~ agency 
has ongoing efforts as well as new initiatives to address the problems uncovered by the audit. 

HCF A, the Inspector General, and the AdministratioJ) on Aging are working in partnership to 
carry out Operation Restore Trust. The Inspector General identified $23 billion dollars in waste, 
fraud, and abuse for every $1 spent from the Trust Fund looking at provider services. The 
project has involved an intergovernmental team comprised of state agencies on aging, state 
survey and certification agencies, Medicaid agencies, Medicare contractors, and the U.S. . . 

Department of Justice. Operation Restore Trust is being expanded nationwide: 

Other ongoing program integrity efforts include Medicare integrity program and payment 
safeguards; legislative efforts, reasonable purchasing of medical services and equipment, 
education efforts, the Administration on Aging Ombudsman Program, a fraud and abuse hotline, 
and the Los Alamos National Laboratory. Immediate actions that respond to the audit include 
expanding anti-fraud activities, increasing the amount of paymertts recouped, developing and 
implementing a substantive claims testing program, increasing the level of claims review, 
continuing initiatives requiring documentation, using sampling to project and collect 
overpayment, reviewing impatient hospital claims, engaging the provider community, a 
correcting coding initiative, and strengthening provider enrollment safeguards. 

The President also included important fraud and abuse initiatives in the Kassebaum-Kennedy 
law, such as expanding Operation Restore Trust nationwide so that a stable source of funding for 
fraud control could be created. The implementation of Operation Restore Trust produced 
returns of $10 in returns for every $1 invested. In addition to this, fraud and abuse were put at 
the top of the Justice Department's Agenda, and the President took significant steps to close 

. ­
loopholes in the fiscal year 1993 budget. 

P6/b(6)



The Administration knows thai fraud and abuse is a significant problem, and we will do 
everything in our power to ensure that measures are taken to eliminate them. Thank you again 
for your interest and concern. 

Sincerely, 

Hillary Rodham Clinton 
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Via Telecopy 
Mrs. Hillary Rodham Clinton 
Firot Lady 
The White House 
Washington, DC 20500-2000 

Dear Hillar.y: 

If the New York Times atoryyesterday on $23 billion of Medicare 
diversions is accurate, the'hdminiotratio~ really should do aomething 
prompt and highly visible to demonstrate forceful attention to the . 
problem. 

If the cr.iminal investigation of Columbia/HCFA can bEt argued to 
be part of a response that is already taking place, Donna or the White 
House snould point that fact out ,at once. The Times' assertion that 
the prol:llems producing the present hemorrhage have remEtined 
substantially uncorrected for the past th,ree years makes the report 
particularly galling, and if that is not true it would,be well to 
announce the corrective measures already underway. 

If no such actions are in progress, it seems to me that - with 
health care a core concern of the Administration and Medicare on the 
Congressional chopping block even as I write - it really io not good 
to let this slide. I would think that the White House - or at least 
Donna - should take crisp, deCisive action to get ahead of the attacks 
that will doubtless come. 

As, I read this over. it 50unde(a) self-evident and (b) nagging. 
I know it is (a), .and I apologize for (b) i but it does seem to m~ a 
point: that ,ories out for rapid .public response by the ,Admini,stre.tion. 

, . 

. As 'ever ,with warmest wishes. 

S/:, 
,~ 
ThomasA. Troyer' .', 

http:SIKII.1I
http:Ilc:(:';'S.tl


.. 


Eliminate Periodic Interim Payments for Home Health Agencies. Originally set up new 
providers, including home health, to participate in Medicare. 100 agencies, with implementation 
of PPS provide interim payments for start up costs. until you get real payment. Getting money 
back rarely get it. 

Gives the Secretary the Authority to Develop Utilization Standards for Home Health. If 
certain providers pati develop sy to providers for same illness. Shifts the burden of proof. 

. Payment Based on Location Where Home Health Service is Furnished. Beneficiaries is tied 
to the location where the service is billed which s generally billed. Providing services where 
wages are much lower. there is a higher rate. Home Health providers take them away -- submit 
verification of exactly where the home health ws provider 

The President Also Included Important Fraud and Abuse Initiatives in Kassebaum­
Kennedy. Last year, the President signed the Kassebaum-Kennedy legislation into law, 
which expanded Operation Restore Trust nationwide, for the first time, creating a stable 
source of funding for fraud control. The fraud and abuse provisions of the Kassebaum­
Kennedy legislation contain an estimated savings'of $5.2 billion for FY 1997 alone, with 
a $12 return for every $1 . spent. . 

• 	 Implemented Operation Restore Trust -- an Initiative to Combat Fraud and Abuse 
Which Has Produced Returns of $10 in Returns for Every $1 Invested. Two years 
ago, the Clinton Administration launched Operation Restore Trust, a comprehensive anti­
fraud initiative in 5 key states. Since its inception, Operation Restore Trust has produced 
$10 returns for every $1 invested. 

• 	 Put Fraud and Abuse at the Top ofthe Justice Department's Agenda. Under the 
President's leadership, the Justice Department has also made fraud and abuse a major 
priority., Since 1993, the Justice Department has dramatically increased health care fraud 

. investigations, criminal ProSt:9utions, convictions, and civil recoveries. Due to the Justice 
Department's increased resources, focused investigative strategies, and better 
coordination among law enforcement, the number of health care fraud initiatives has 
increased by 240 percent since 1992. 

• 	 The President Took Significant Steps to Close Loopholes in the FY 1993 Budget. 
The President's first budget closed a number of loopholes in Medicare and Medicaid, 
tightening up on fraud and abuse. The President passed these important initiatives 
without the vote of a single Republican . 

. 
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-, HHS ~L 
GeNEFlAl SERVICES AOMINISTRATIQN 

u,s, OEPARTM£NT OF t-liA1. T).j 

July 1997 	 CONTACT: HCFA Press Office 
(202) 690:-6145 

CFO AUDIT ACTION FACT SHEET 

This is the firsl comprehensive audit ofMedicare and Medicaidfinancial 
statements required by the Government Management Reform Act, as signed by 
President Climon, which requires this kind ofaudit for all federal agencie!( '. The 
re.ti"ts will help the Health Carf! Financing Administration. which runs Medicare. 
and Medicaid, implemenl stronger management practices. 

The dUdit. based on a statistical sample ofMedicare claims, estimated 
improper payments in a range from S17.8 billion to $28.6 billion for Fiscal lear 
/996. The causes of the improper payments, range /tom fraud, abuse and 
Inadvertent coding errors to a lack ~fappropriate documentation 011 the part oJ. 
health care prOViders. The audit also identified HCFA accounting imd 
management practices that will require funhcraclion. 

Over the past four yeqrs, kmg before the audil was inWated. the 
. Department ofHealth and Human Services has taken dramatic steps to implement 

the Clinton Administration 's'policyoJ ":ero tolerance "for fraud and abuse. 
HHS is using tools that range from supercomputer.(j 10 detect UI.1Usual billing 

. patterns to senior citizens who volunteerJor anli-jraud duty. 
. The audit was conducted by the In~peclor General's Office with HeFA 's 
full cooperation, and the agency welcomes (he finding' as a roadmap 10 further 
improvements and initiatives. The agency is acting immediately 10 address a 
number ofissues, and will put long-term structural reforms in place over the next 
two years. The agency '5 ongoing efforts, and i.ts new initiatives to ·aci.dfess the 
problems uncovered by the audit, are detailed beloW. 

ONGOING PROGRAM INTEGRlTYEFFORTS 
" " 	 . . , 

• 	 . Operation Restore Trust: . ReFA~ the Inspector General, and the AdminiStration on 
'. Aging are working in partnership to carry. out Operation Restore 'Trust,. 'TI1e''rnspector . 
General identified $23 in waSte~ fraud and abuse for every $1 spent from the Trust Fund . 

. looking at provider serVices. which include: home health care, skilied nursing raciihicS, ana 
durable medical equipment providers in five states, The project has also involved an 
intergovernmental team compIjsed ofState agencies on aging, State survey and' 
certification agencies, Medicaid agencies, Medicare contractors and the V,S. Department 
of Justice, Operation Restore Trust is being expanded nationwi~e. 

--1-­
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• 	 Medicare Integrity Program and Payment Safeguards: This system of payment safeguards 

identifies and investigates suspicious claim$ throughout Medicare, and ensures that Medicare 

does not pay claims that other insurers should pay. MIP also ensures that Medicare only pays 

for covered services that are reasonable and medically necessary. HCFA's current payment 

safeguards are already paying dividends in cost savings. These safeguards comprise a 

comprehensive system which attempts to identify improper claims before they are paid, to 

prevent the need to "pay and chase." HCFA's current strategy for program integrity focuses 

on prevention and early detection. Some ofour payment safeguard activities include: 

Medicare Secondary Payer, medical review (MR), cost report audits and anti-fraud activities. 

Our payment safeguard activitibs returned $14 for every $1 spent, and saved $6 billion in FY 

1996. 


.~ 	 Legis!~ti".'e Efforts: HHS has developed a series of legislative n:eaSI..!!"es, ~!,0~'.:'~,:,0 ':';: 

President Clinton last March, to crack down on waste, fraud and abuse. The legislative 
package would bar con-victed felons from Medicaid participation; ban kickback!\, such as 
referring patients to facilities owned by providers; and close loopholes such as the abuse of 
bankruptcy laws to protect fraudulent equipment suppliers. 

• 	 Prudent Purchasing: Reasonable pricing is another key to fighting fraud. HHS has proposed 

a number of reforms to control the prices Medicare and Medicaid pay for medical services and 

equipment. rillS has asked Congress for the authority to quickly change price schedules for 

goods and services to reflect current market prices; to conduct competitive bidding . 

demonstrations to allow market forces to bring down the costs of supplies; and to establish 

"Centers of Excellence" where Medicare will pay a single, negotiated fee for a medical 

procedure. 


• 	 Ed ucation Efforts: HCFA' s contractors educate the provider billing community, including 
hospitals, physicians, home health agencies and laboratories about Medicare payment rules 
and fraudulent activity. This education covers current payment policy, documentation 
requirements and coding changes through quarterly bulletins, fraud alerts, seminars and, more 
importantly, through local medical review policy. 

• 	 Administration on Aging Ombudsman Program: As a partner in Operation Restore Trust, 
the Administration on Aging has trained thousands of paid and volunteer long tenn care 
ombudsmen and other aging services providers to recognize and repon fraud and abuse in 
nursing homes and.other long term care settings. 

• 	 Fraud andAbuse Hotline:cThe 1-800-HHS~tIPS hotline has been operating since June 
1995. Nearly 14,000 complaints that warranted follow-up action have been received since it 
began service. The hotline is staffed Monday through Friday~ 9 a.m: to 8 p.m. Eastern time. 

• 	 Los Alamos National Laboratory: The lab is developing sophisticated pattern detection 
methods for application to Medicare's vast data banks. These methods will help identify and 

--2-­
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target suspect claims which need additional review. This effort could start directing 
investigators to new cases of fraud and abuse.-	 . . 

. '.' 	 . 

IMMEDIATE ACTIONS TO RESPOND TO THE AUDIT 

.• 	Expand Anti-Fraud Activities: More than 88 percent of the incorrect payments found in 
the audit occurred in six areas: inpatient hospital services, physician services. home health, . 
outpatient, skilled nursing facilities and laboratories. Two of these six areas, home health and 
skilled nursing facilities, are currently high-priority areas tor investigation as part ofOperation 
Restore Trust. HCFA is already taking steps to ensure that providers in these six areas fully 
document services that are reasonable and medically necessary.. 

• 	 Increase the Amount of Payments Recouped: HCFA contfactOrs have denied and are 
seeking overpayments for the improper claims identified in the audit. HCFA will also instruct 
contractors to evaluate the providers identified in the report for more extensive review. In 
Fiscal Year 1997, HCFA will continue working with the contractors to ensure compliance. 
with accounting conventioris for proper reconciliation of receivables and payables. These 
effons will be supplemented by a review of ~nternal controls in six contracting companies. 

• 	 Develop and Implement a Substantive Clalms Testing J:lrogram: HCF A will develop a 
corrective action plan that will re-engineer our medical review workload and strategy. The 
agency will focus its dfons on the random prepayment review ofclaims-and adherence to 
medical standards for documentation. which validate 'the medical necessity and reasonableness 
of the provided services. 

• 	 Incre~se the Level of Claims Review: In Fiscal Year 1998, ReFA's Medicare contractors 
will be instructed to conduct a random prepayment review ofevaluation and management 
claims. A detailed implementation plan. including instruc1ions to our contractors, will be . 
developed in the fourth quartcrofFiscal Yea( 1997, for implementation in October of 1998. 

• 	 Continue Initiative Requiring Documentation: Despite the protests of some in the medical 
provider community, ReFA will maintain and continue to reinforce the position that those . 
providers who bill the Medicare program are accountable for the documentation to support 
the payment of a claim:: . 

• 	 tJse~SampJing to Project and Collect Overpayment: We are working on detailed· 
~ethodologies to develop andenhance cost-effective! yet fair, ways to estimate and collect 
overpayments to proViders.· These methods involve post-payment review of a statistically 
valid sample ofa provider's claims where results are extrapolated to the entire spectrum of ' 
claims. 
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.- • 	 Re\-'iew Inpatient Hospital Claim~: Although peer review organization~ (PROs) are; not 
conducting lalldcim reviews of individ11al cases~ PROs continue to pertorm mandalory review 
of a limited !lumber of cases \J,,'hic:h include: assistants used in cataract surgery, bc:neficiary 
complaints, higher-weighted D1{CT adjuStm~JllS, beneficiary requesT.s for ilTllilt::oiatc revic\',' of 
continued stay notices of nonc:overage, concerns identified duririg project data collection, . 
dumpiug violations, and referrals from HCFA, OIG, and intermediaries. Work has begun on a 
systt:m to. :Jcan Medicare billings for evidence of unn~cessary admissions. which will be 
supplemented by a narrowly target~d review process to follow upon auy leads generated. 

PROs will use these and other appropriate data to pertorm surveillaliceanalyses to monitor 
patterns, trends, and variations in health status and care among Medicare beneficiaries. They 
will also identity sentinel ev~ms or clusters ofevent" that may iIidicate less· than-optim::tl care 
:.d to id~~!i!}'. 	~!'b;!!ile, and act upon opportuniries for impl ovement. 

• 	 Eng2getbp. Provider Community: HCFA C(lnnot do this alone, and will continue to seek 
the help of national olganizations and the provider community to tnk~ more respon~ibiliry for 
identitying and eliminatingwusts, fraud and ahuse. Although providers have been 
under~tandably reluctant to \velcome the additional work associated withm(lintaining am.I 
stlbmittirig documentation. HeFA.is working IO fa.:ilitate provider oocumentation, via 
Increased education programs that promoiecorrc\,;l coding and documentation. 

_..... • 	 Correct Coding Initiative: . In Jl.J94, HCFA vegan the Correct Coding lnitiativt:: by aw~rding 
a contlact for the development ofcorrect wding policy for all physician billing codes referred 
to as current procedural terminology (CPT) codes. This contract resulted ill more than eighty 
thou.sand automated mandated carri~1 claims processing ed.its rhatbundle ~~fvices prior to 
payment. Implemented in 1996, thi$ enhanced pre-paymen~ control aml'associatcd software 
update resulted in s~vings of abuut $217 million in its tir~f year, In Fiscal Year 1998, HCF A 
will continue to developcodill~ policynnd edits with a focus on new CPT codes with the 
potential for high utilizatioIl. ­

• 	 Strengthen Provider Enrollment Safeguard~: ' HCFA will impose stricter standard~, 
requirements and post-application investigattons to prevelll illegitimate ~roviders hem on 
fraud and abuse from admission into the Medicare PfQ~ram, .Proposed legislat.ion would 

. support thison!l:oingactivity by requiring providers to disclose Employer Identification 
Numbers (EINs), their Social Security Number (SSN) and prohibiting emry into the Medicare 
or Medicaid Program to individuals or, entities Wl1victed offelonies. 
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, To: josh Gotbaum 

From: lluo'ld Vum1is . ~ 
Thanks for' yom very constrUctive.contributions to 

yesterdaY's. conve~atioD. 


I am sending you, three, things: 

• Draft language from the, NiH FYt999 Budget Justification, 
in'dicating $e approach and emphasis we, wdUld . like to 
provide for, the Presidenfs' initiatives on "cancer and 
diabetes. i 

, , . 

• A 'list of. the new or expa:ndedprojects .that are completely. 
or partially devoted to cancer researth and supported by 
InstititUtes ,and Centers other than th~ NCI. I have tried to 
be cons~ative in developing this list; even so, as )"qu can 

, see the assigned dollars are significantly aliove the $33t 

milllO'D that separates O;MB gUidance and the Nffi proposal 
for the NeI. I belieVe that a demonstrationol the breadth 
of .Institute involvemen,t in cancer ~reseatch displays both 

.the depth of NIH's eom,initlrlcnt to cancer and the multi­
disciplinur 'way in which we do oUi t;>est work. 

1 

• A liSlO! new or expanded projects that address diabetes 
mellitus. .:None of thes;: are to b~ paid for by the $30 milliOn 
from the Balanced Bud,get Agteembiit· (as' you. know, there 
is no annual dollar increase prescribed by the amendment, 
and I am. counting only increases). " The net effect is clearly 
a strong commitment to significant expansion of the . 
diabetes portfolio in several Institutes. including. NIDDK.. 
Note that'l have Qot included bere several infrastructural 
projeets (training. equipment, etc.) ~that will also benefit 
diabetes research. . 
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. i , 

Note that tl1~ dollais ,for projectS ali these listS are 'adCHti6'DS 
t6 the general (quasi-iriflanoll8!j) increase'of nearly 3% 
provided to, all InstitUtes. , " 

~ , ' " ..' i .. 
I ,believe' that the approach we ate ta1d.1ig will allow all of Us 
to realize opr objectives9 and I verY much appreciate your 
patience in, t;,his, ;flnai ph$Sc of the budget process. . Please 
give me a call when you have revi~,wed these itetDS aJid I 
will be glad: to provide you with anything else you n~ed. 

., 
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rfoID the! CODlressioDai JU5tiftcatiOll (DRAFT) 

In the eilsbblg paragraphs, we' describe 'some of our speciflc' 
research targets for lCY1999. It is part of the genius of the 
NtH that e~ch of our goals can lie approached by multiple ' , 
Institutes and, Centers, all ma.Id..n'g unique contributions toI 

complex problems 'to humandiseas~, througb disciplines 
rmging ft~'m chemistry t~' behavioral science. 

A MI11ti-d.mensioDal Attaek on Cancer.. , We are 
rapidly lem:mng about the molecul., changes that ,are 
fundamentally responsible for the abnonnal properties of 
cancer e'ells. In respo~se to, such progress, the Preside'lit's 
budget request includes a major expansion of oUr cA:nc'et 
research portfolio, reflecting out conviction that tb:e's'e , 
a:dvancescan Jead to better means ~to prevent and treat the 
inailyfofin& of this c6nunondisordet~ The cancer . 
initiative w~ll.be sUppOrted latgelythiough the· work of the 
National·· C8ilcer Institut~. bu't will also involve new and 
enhanced, activities iu more than a· dozen .otlier Institutes 
and Centers. These m~y. progttms .willenhance om 
knowledge :of the geneti~ basis of b9th rare a'I1d common 
forms of cancer; increase the number of targets for I 

intetvehtiori through work with anima! models and 
biochemistry; explore new ways to identify, modify. deliver, 

. and test· candidate drugs and other novel therapies; develop 
bettt!' iInagini methods· for deteetiltg cancers and for 
monitoring, them during therapy; establish information 
networks that expedite clinical trials and communicate 
imding8 to ~ the public; foster the training of cancer 
investigators; recruit patient$ into clinical trials; adc:ttess 
behavioral ,issues If!latec,i to the. prevention of cancer. the 
detection of predisposu.g mutations; and the treatment of 
cancer patf~nts; and, seek new mealis .to alleviate symptoms 
of cancer, including pain. 

, '." 
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. . A contbiwng emphasIS on diabetes. In vie~ of the stili 
inCreasing tOIl that.diabetes tU"es on our citizens, the 

. J .. . 

President's J;Judget· request contai.a.s $30 million in new 
projects tha.t will explore the genetic? and bia<:hemical ba'sis 
of the several types of ~abetes; advance our kiiowledge of 

. the cardia~:~ ocular. and large vessel. damage that occurs in 
diabetic patients; offer new 1inders~diDg of nutrition and 
obesity , and~ their roles ·in diabetes; fexpand prevention and . 
treatment .tl;ials; and. investi,ate the; potential for 
regeneration! of msulln..ptoducing cells. Other new 
projects have the potential to identify molecular targets for 
intervention and to advance drug development and 

.delivery. . These projects very significantly extend th~ 
new diab~ rese8l"Ch jliitisted .last year 'as a resUlt 6f the 
substantial· mcrease appI',Opriated to ·+)le NIDDK ·and the 
5150 million provided over five ye~sthI'ough the Balanced 
Budget . .ACt~ .. 
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PRESIDENT WILLIAM J. CLINTON 

RADIO ADDRESS ON CANCER 


SAN JOSE, CALIFORNIA 

September 26,1998 


Good morning. Cancer, as everyone knows, is the cruelest of fates; and it strikes nearly 
every family. It struck mine, and I lost my mother to this devastating disease. Stories like these 
are the reason why tens of thousands of Americans are coming together today, on the National 
Mall in Washington, DC, with one, c'ommon purpose: to focus our nation's attention on cancer. 
Gathering today are patients and survivors; families and friends; doctors and Americans from all 
walks oflife. The Vice President, who has led our administration's struggle against cancer, will 
join their ranks, and will speak about the specific steps we are taking to win that fight. 

This morning, I want to talk to you about our overall vision of cancer care and research as 
we approach the 21 st century. This is a time of striking progress, of stunning breakthroughs. 
With unyielding speed, scientists are mapping the very blueprint of human life, and expectations 
of the Human Genome Project are being exceeded by the day. We are closing in on the genetic 
causes of breast cancer, colon cancer and prostate cancer. New tools for screening and diagnosis 
are returning to many patients the promise of a long and healthy life. It is no wonder the 
scientists say we are turning the comer in the fight against cancer. 

For six years now, my administration has made a top priOljty of conquering this terrible 
disease. We have helped cancer patients to keep health coverage when they change jobs. We 
have accelerated the approval of cancer drugs while maintaining safe standards. We have 
increased funding for cancer research, and, as part of our balanced budget, strengthened 
Medicare to make the screening, prevention and detection of cancer more available and more 
affordable. 

Still, we know that we must never stop searching for the best means of prevention, the 
most accurate diagnostic tools, the most effective and humane treatments -- and, someday soon, a 
cure. To that end, there are several steps we must take. ' 

First, to build on our remarkable progress, I have proposed an unprecedented multi-year 
increase in funding for cancer research. As studies proceed, we must remember that patients, as 
much as scientists, have a critical perspective to add to any research program. That is why I am 
announcing that all federal cancer research programs will, by next year, fully integrate patients 
and advocates into the process of setting research priorities. Next, as we continue to unravel the 
genetic secrets of cancer, we must apply that knowledge to the detection of this disease. I am, 
therefore, issuing a challenge to the scientific community: to develop, by the year 2000, new 
diagnostic techniques for every major kind of cancer so we catch it at its earliest and often most 
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treatable stage. Also, we should give more patients access to cutting-edge clinical trials, so they 
-- and researchers -- can get faster results. That is why I am directing the National Cancer 
Institute to speed development ofa national clinical trials system -- a simple, accessible resource 
for health care providers and patients across the nation. I am also urging Congress to pass my 
proposal to cover the costs of those trials for Medicare beneficiaries, who need them most. 

Finally, we are fighting against the leading cause ofpreventable cancer by doing 
everything we can to stop kids from smoking. America needs a Congress that has the courage to 
finish the job and pass comprehensive tobacco legislation. . 

New technological tools; new networks of information; new research priorities: all are 
part ofour overall approach to health care that puts the patient first. On this day, as Americans 
renew our national fight against cancer, we do well to remember that we are doing more than 
curing a disease. We are curing the ills that disease may cause -- the stigmas, the myths, the 
'barriers to quality care. The concerned citizens on the Mall today show that we are overcoming 
those barriers, one by one, and at the same time building a stronger and healthier America. 

Thank you for listening. 
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