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To: DoMa Shalala 

From: Chick Koop 

Re: My Concerns About Hepatitis C 

Date: December 15, 1997 

General 

Thank you for the role that you, personally, and the Department have played in 
convening the NIH Consensus Conference an Hepatitis C in March, 1997 and having the 
Advisory Committee on Blood Safety and Availability look_ at Hepatitis C in August, 
1997. I am particularly pleased that you moved so quickly to make a decision on the 
Advisory Committee, s recommendations. 

Although the epidemic of Hepatitis C does not pose the same kind of threat to the 
population that was the case with AIDS, my experience on the front line during the first 
eight years of that epidemic leads me to raise several concerns that I would feel better 
about if I knew I had shared them with you. 

The epidemic of Hepatitis C. is not contained and there are a tremendous nwnber of 
things we do not know about the disease itself, its epidemiology, its mode of 
transmission, its treatment, and the management of infonnation to put the government in 
the best light possible both domestically and internationally. 

• There is great political advantage in visibly taking control of a Hepatitis C campaign: 
Hepatitis C is a major disease affecting about four times as many people as are now 
IDV-positive and unfort'.mately most of whom are unsu~pecting. The European 
Economic Community, for example, rates it as one of the ten major health problems 
facing Europe in the next decade. 

• It is estimated that 4 million people in the United States are infected but only 5% of 
them know it. Many of these are not folks with deviant behavior but are mothers and 
children who received transfusions without knowing the implication of disease. This 
is a huge reservoir of disease in this country about which we are doing nothing in the 
chronic phase. 

• The public health community is justifiably very concerned as it becomes clear that 
many mainstream Americans are HCV-positive; mothers who had cc:sarean sections 
and received transfusions, low birth weight babies who receive transfusions, young 
people with serious surgical problems or injuries that were treated by blood 
transfusion. 



• The management of information about the HCV epidemic is a public relations 
nightmare. Activists in Canada have succeeded in putting the government in a bad 
light because they have convinced the man in the street that the government entered 
.the Hepatitis Carena too late. There will be class action suits here in the not-too­
distant future and the government must avoid the appearance of having either covered 
up the significance of HCV or being too late in appreciating its.danger. No one else in 
the public health community is going to provide leadership and so it remains for the 
Department to do so. The lookback at transfusion as a cause of HCV infection 
provides the opportunity to play such a role. 

• It is estimated that in the early years of the next century more people will die of HCV 
infection than from AIDS. Yet only acute Hepatitis C, which is very hard to detect, is 
reportable; indeed CDC specifically warns practitioners against reporting chronic 
HCV infections. 

• There is some evidence that we might be on the verge of new treatments for Hepatitis 
C with a far greater potential for cure and we therefore need to look for ways to 
screen and offer treatment. 

• The economic and health impact of prevention in HCV disease is extraordinarily 
iinportant. The cost to the govenunent oflivcr failure, liver cancer, and liver 
transplants are enormous and the rates are growing. 

DHHS Efforts 

• HHS needs to assume the leadership role for the management ofHCV infections. 

• The effon of the Department in coming to grips with the look back at transfusions 
before 1992 should not be the only strategy used in getting a handle on the 
management of HCV risk and its consequences. There are things about HCV that are 
reminiscent of my experience with HIV in the early days. With four times as many 
people now infected with HCV than with HIV, HCV will require the same kind of 
coordinated federal agency response that we used in the management of AIDS. 

• We have a window now, before those infected with HCV in the 1960s and 70s who 
have not yet shown evidence of chronic liver disease begin to do so. Education, 
screening, and treatment is possible to prevent premature death and funher spread of 
the disease. 

• There is so much we do not know about the disease that in addition to the 
aforementioned, we do have a conunitrnent to do research into as many aspects of 
HCV as possible. 



.. 

• In the early days of HIV there was a single office within the Secretary's office to 
coordinate HIV efforts. That might be a commendable procedure in the present 
situatioIL 

• As always, we have to look at the issues of how to provide and pay for testing and 
treannent. This would include how Medicare and Medicaid pay for Hepatitis C 
testing and treaunent. 

The Role of CDC 

• I have met with CDC and it is my belief that they do not have sufficient funding to do 
the major projects that should be undertaken and to assert the leadership that is really 
their responsibility. 

• Certainly CDC, now reporting only acute Hepatitis C cases, does not have the 
funding, and perhaps not the inclination, to begin reporting cruonic disease. The 
reporting forms limit the practitioner to reporting only acute cases, of which there are 
only 4,500 per year. This may be a very low figure because the admonition from 
CDC not to report chronic Hepatitis C may actually result in an under-reporting of 
acute disease as well. 

• Some states are collecting data on all cases of HIV infection. Perhaps this could be 
extended more generally and then leave it to CDC to sort out the infonnation 
collected. · 

• A few states are already ahead of the federal government in their perception of the 
gravity of the situation with HCV (Massachusetts, Missouri, New Mexico, Ohio, and 
New Jersey). With a limitation on funds at CDC perhaps a pilot program with these 
states would be one of the best ways to assess the teclmical challenges of a 
nationwide program. 
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Women who had 'C-sections' warned of 
hepatitis C risk 

Greg Gordon I Star Tribune 

WASHINGTON, D.C. ·~Hundreds ofthousandi; of women who gave 
birth by Caesarean section and babies who were born prematurely 
before 1990 may be at risk for hepatitis C, according to fonner U.S. 
surgeon general C. Everett Koop and other public health officials. 

Affected are women and preterm, underweight infants who got blood 
transfusions before blood banks were able to screen for donors 
infected with the potentia1ly deadly virus. Hepatitis C, a liver disease, 
usually produces no noticeable symptoms for years, but can cause 
ciIThosis or Jiver cancer. 

Koop said in am interview that many women who had "C·sections" or 
people born prematurely "may not know or do not remember that they 
got a transfusion•· and thus have no idea they are at risk. 

How to alert such people of their potential illnesses is part of the 
dilemma facing U.S. Public Health Service officials. 

They are expected within the next two months to recommend a 
campaign to educate the public. 

Koop said current figures suggest thut by 2002, "there'll be as many 
people or more people dying of hepatitis C than of AIDS." 
Complications from hepatitis C now are blamed for 8,000 to 12,000 
deaths per year. 

A federal advisory committee last month urged the Public Health 
Service to launch a massive campaign to alert the 4 million 
Americans believed to be infected -- most of whom don't know il -­
and to directly notify a limited number of high-risk transfusion 
recipients. 

No estimate of the number of infect~d Minn~otans is available, but if 
the national rate of l .S percen\ of the population applied, about 
70,000 state residents would carry the disease. 

The panel's rccommendution calls on the government to order blood 
hanks and health-care providers to contact recipients of transfusions 
since 1987, if the blood donor was identified as infected ancr 
mid-1992, when a more reliable hepatitis C test became available. 

9116/97 10:27 AM 
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The fiTSt test, developetl in 1989 and 1990 1 helped blood banks screen 
out infected donors but had a high "false positive" rate. 

The advisory committee concluded that searching back further would 
bear few returns because there would be many "false positives," many 
of the transfusion recipients have died or rclocatoo, and most blood 
banks and hospitals have since destroyed records identifying 
recipients. The panel also sought a broader education campaign to 
alert all high-risk. groups, including drug users who shared needles 
and anyone who had a transfusion before 19921 to take a hepatitir; C 
tesl. Traru;f usion recipients an: believed to account for only about 8 
percent of those infected. 

But critics fear such a campaign would fall short of reaching many of 
the 3001000 transfusion recipients believed to have gotten tainted 
blood because many never knew of or have forgotten about their 
transfusions. One member of the advisory committee, Michigan State 
University hematologist John Penner, said that the recommended plan 
amounts to withholding "life-saving" information from some people. 
Recent research suggests that hepatitis C progresses more rapidly in 
people infected through blood transfusions. 

Educating the public 

Arthur Caplan, a former University of Minnesota bioeihicist who 
chairs the advisory c-0mmittee on blood safety, acknowledged the 
shortcomings of the proposal, "You aren't going to roach those people 
in all likelihood," he said of people who arc unaware they had 
transfusions. 

Caplan and Koop both said they hope that an education campaign will 
seek to point out that women who have had C-sections or people born 
preterm may have received transfusions and should undergo hepatitis 
C testing. 

Once people become aware th~y are ~l risk for the disease, they can 
ask. their <loctor~ to give them a relatively inexpensive blood test. 
While treatment options for those afflicted arc limited, the immune 
system~boosting drug alpha interferon ha.<11 worked to control the vinis 
in about 20 percent of victim~ whose infections have not reached 
advanced sta~e.s. Researchers are optimistic d1at new experimental 
therapies combining interferon with other drugs will raise the success 
rate. 

Experts say that until the mid-1980s, wher'1 blood banks began to 
improve donor screening, the risk of contracting the virus from a 
blood product was as high us 40 percent. For example, an estimated 
90 percent of the nation's 20,000 hemophiliacs, who frequently 
receive donated blood-clotting factor, arc infected with hepatitis C. 

Women who underwent C-sections, the most common surgical 
procedure in the United States, arc believed to make up one of the 
larger groups to receive transfusion~. The American College of 
Obstetricians and Gynecologists said that 800,000 to 900,000 
C-sections have been performed annually since the early 1980s, up 
from the 1970s, when 200,000 lo 600,000 C-sections were perfomied 
each year. There arc no figures on the percentage of C-sections that 

9/16/97 10:27 AM 
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lead to transfusions, bul experts and several stu<lics have 5uggez;ted 
that 1 to 5 percent of these women got blood until doctors grew more 
conservative amid the AIDS epidemic in the m1d-1980s. 

The National Center for Health Statistics said 20,650 Caesarean 
sections were performed in Mi1mesota from 1990-1992, but it has no 
data available on prior years. Assuming those numbers reflected a 
Jong-term trend, thousands of women in the state received 
transfusions during a period when the hepatitis C risk was high. 

Dr. Bruce Flamm, a clinical professor at the University of Cttlifomia, 
Irvine who is an expert on C~sections, said that "it would be pretty 
unlikely that they women would get a blood transfusion and not know 
it. Tho bag is hanging right above you .... The bag is obviously red. 11 

But Koop said that all too frequently, 11 somehow or other, nobody 
takes the trouble to say, 'We gave you a transfusion.' " 

Looking for victims 

Elia.beth W~bh, 40, of fowa City, Iowa, thinks she contracted the 
disease when she received a transfusion after delivering her first child 
by C-section in San Francisco in 1981. She said she periodically 
suffered flulikc symptoms for much of the next eight years before she 
was tested for hepatitis C. Interferon treatment at the Mayo Clinic in 
Rochester, Minn., appears to be helping her, she said. 

\Vebb now produces an on-line magazine for hepatitis C victims. She 
said she has heard from other women who think they got the virus 
from transfusions after delivering bubies. 

No figures are available on the number of preLerm babies who have 
received transfusions. Since 1981, 6.8 to 7.5 percent of babies horn in 
the United States have been underweight, or below 5.5 pounds, and 9 
to 11 percent have been premature, according to the National Center 
for Health Statistics. 

Dr. John Fangman, a ne.onatologist at Children'& Health 
Care-Minneapolis, said that the percentage of babies born 
prematurely -- before the 37th week of pregnancy·· has ranged from 
5.5 to 6 in Minnesota in recent years, below the national average. He 
said that "a very high percentage" of babies weighing under 2 1/2 
pounds receives blood transfusions, mainly to compensate for blood 
lost during frequent sampling to monitor their conditions. 

Dr. William Hoots, a pediatrician who serves on the federal advisory 
panel and heads a hemophilia clinic in Houston. said the federal 
cducaLion campai~n should "target pediatrician~ who follow those 
children" so they can alert them of the hepatitis C risk. 

But Fangman said that when he has tried lo monitor the development 
of preterm babies for even two or three years, "people have moved so 
many limes that it's just about impossible to locate \hem." 

Koop said it also may be difficult to persuade cost-conscious 
managed-care networks to assign staff members to comb through 
records in search of transfusion recipients. 

9116197 10:27 AM 
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Rmk of Hepadtls C Transmission 
'fbroup Cesarean Section 

• The-re w been yrowini rourern about transmisaion of hepatitis C through blood 
tnnsfusions that OC\;UlTW bdo1~ 1992, when ID idcqwte screening v:st 1lrst 
breame available. 
~ Last wed:, the HHS Advisory Committee on Blood Safety and Availability 

rccollllDCDdcd a cargetod lookback program to ideotif)' and notify recipients of 
blood concaminated with hepatitis C virus (llCV). 1 

>-- The taraeiecMook'olck would go back owy to 1987. 

• The tnolcheck wU1 nnt he 1t'1~'llllt~ tn tiP.Al W~th Oltf' partirularly significant Mrea of 
transmission of hepatitii C -· Cesarean-delivery surgery. 
1- Wu:mc:n whu h~ ~ellllm&IL·~livccy surgery wi=re often given whole blood, and a 

proportion (risk estimated to be 10.296 durhlj the 1974 - 1981 period) of these 
would have c:onttactcd hepatitis C u a result'. 

)I. Based on cmrem knowledse of hepaltti$ C diMUe, mott of the women infected 

during or fullowing Cesarean-delivery bctwetn the late 1960& into the early 
· 1980s arc cmcrLD& the years of greatest ri~k for developing serious liver 
disease.) 

> For many of th• women. notifation uad treatment Dim: u•uld prevent mote 
t1crioll5 illnCH, Uvcr caa>c.cr, liver failure or tramplan1.' 

• Transmission of HCV through C~scction i.s significant !01 a number l)f rcuom: 
). C-st!Ctioo is till! mo~c c~on aurgery in the U _s_' -- slightly fewer tban 1 

mllllon babk!S each year are delivereC. hy Cesareun ~ur1ery'. One third 
(300,000+) llf lh~~ w~.a nave delivered children by Cesarean surgeey in the 

put, plaoing th= at bigbcr cumulative risk", 
> Often C-aectiom got trawfusions 

- In the 1970. and early '80s, as m&11y u 209' of c .. soction patienu were 
given uamfuslom duria¥ eurgiliill delivery vr m \he; r~ov~ry ptriod.1 

I ArfvlMI'}' f'n'lltntnH> nn "l1wt .~lilfllf)<' anti .A v1iJ11hility. ~solvlioD of the Advisory Committee. 4ufpdt 
13,1997. 

•~National Health, LW3j, II.ad .l:llood luuiutt'e Blood ~imeJJ Repository Repon. Divi$ion of Blood 
Di5Wes and l.cs!JUrCel. Period of CODIJ'&et: hme 28, 1974 tboufb lwie 30, lWl' 

~ "MIUl8jetneni of hepaillW c." Nlli COlliellSUI DevelupDnl Swemtcl 1997 Milch 24-26; l:'.i(3):pp.20. 

4 Hootnagte !H, f>i Biaglie Am. Drug Cherepy: tbe treatment of chronic viril1 bepauua. The New 
Jlnsland Journal of Madicioa. 199'1:136:347-156 . 

.5 Goer H, Ob&tetrical M)'thl Var&1.~ Realities, Bergm. & Garvey, l99S. 

6 MVSR Vol. '4~. No. 11(~), Rt-port of Fi.nil Natality Su.tiftieg, 199S. 80 pp. (PHS) 97-1120. 

1 MVSR Vol. 45, No. ll(S). Rr-iaJ.tluff1.ial.al Ni1L4'lil,>' SLILLbUu., 19',. IOpp. (PHS) P7-lllCI. 

8 B~\rovslcy I. Sehne!der DF. Laai!er R., Arie-ii S. Caspi E. ElectNe cacsarea.o b,)llllt:rectomy_ ln.ik~1ionH 
a.ad outcome. Anst N Z J Obttet Oyuocol l !189;29:21MIO. 
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,. A stuuy from 1984·1987, after blood use decreased signiti~ly. indicated 
tha1 '% of all C-section.s rcqaired transfusion'. 

- According to expem in tramfusion me.diciue. modem ~uraical practice has 
been ''guided by the belief that a hematocrit value of leu thall 30% indicates 
a ueod for perioporativc red cell txamfus.ion ... althQugh finn evidence to 
$Uppon tbC practice is difficult tO identify, nlO 

- 77fl of womeo ln lhe 1984-1987 Transfusion S1lldy r~ived 2 units or 
greater. nn1)' 1 l'Jf, receivf'tl a $tng1C" unit tramfusion n 

-- A stwly by a group of obstetricians conaasting \'agiu.i and ce~arean blnh 
con:;ldcred the need for blQQd uanstusion ro be a ·minor comphcation u 

- A 1992 USC acudy showed that 6.81 of women recei\."ing C-sectioiti; were 
t:rtm&fused. 

• 'J'rm,missioa of HCV through trawifWiion rcla'" to C~sec;tion& wuuld. havG bean 
fairly high 
> MC:V pop111A1ion Infection rarH we1,. biper in th' m.id-10801 than thtty are now 

H 2.~';4; of the general population was infected with HCV. 11 

An NIH 8tUd)' 1n the mk1-1980s showed that 7· 10" or patitllt.a gelling u 
transfusion would have developed hepatitis C after swgecy. 1 ~ 

• Most wo11icn 1cttina C·secllom would not have known that they got a tr;wfusion. 
For th.is reason, a general education campaign for people getting transfusions before 
1987 would oot alert r.hese women to the need for 1111 HCV test. 
,. In a 1~3 US<..: study -- only one· fourth of the women who hlW tran8fusions 

dutq Or followm& childbinh bad koowlcd;e, befoJC tlt~ hhth, of [l(ltcntia1 
complications 1D thtir pregnaucy that would result lo the Deed for tl'8DSfusiori. a 

, T\\'O•thitds of all whole blood tu.uscu~luu~ ire acivto lluitag tturgcry, in other 
wotds, during the pcriopcrative period. >e 

9 CatNm1 WR. O:ttttt ~. 'Rl'ld 1:r.1l 11!M'I d\1rir.a <'t'nte&D deli.,...,. Tnufua!Qn. 1~1 i l:ll·U. 

10 PenQptrxative Red Cell TransfUiion. NTH Coue111us CODferour;o COWiCll5us Statement. 1988, IWJ 27-
:.?Y;7(4'): H~. 

11 Cartlilm '\W., Datta S. Red cell 111e duricQ o.conu deli'l1eey. 1'r1111.i1fuaioc. J!J~l:l!l~-15. 

12 McMaboJl MJ, Luther Ell, Bowe& WA, Olsham AP. Comparisoo of a trial of labor with an elective 
~Did cesarean section. New F.ogl.and Journal of MMicint. 19%;~3$:689--6Q~. 

l l Nutl.orifll Hc...ith, Luq, ud II~ lntU~~·· WOCX1 .SJ-~imn hpoaimry Report. DM1loo v! Blood 
D~ues aad Re10utc:01. Period ot Contract: lllnt 28, 1974 lhouih June 30. 1981. 

14 Natiooal Health, Lwi&. mJ Blood lmtitUte's Blooo Specimtn Reposttory Repon. DMsiOn at Blood 
D!&ea&e1 and Reeou.ir.es. f'eriod ofCon1ract: hine 28. 1974thOO£h Jnrr. '.\O. 1~1 

l.S Shcrnw> 9J, Oreenspoon JS, N~lson JM, Paul RH. Oba1ttric llmuonbage acd ~JOOO 'l&\il1Zation. 
Journal. ot ~live rucdlchat. 11>93; (.)f) l~:W-J4. 

16 P~rloperstin led Cell Trwfusion. JtJ1'M Cm1~H~i1c t":tmfin•...-.e C'.<ICUN'Ollu• St•Wmrn&. J~SQ, Jun n -
29:7<4):1·19. 


