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Summary Report on Ooen Meeting of Pus 'Ccrnitue on Coportunistic
Infecticns in Patients with Hemophilia

The Meeting

On July 27, 1982, from 8:30 a.m. to 4:30 p.n.’ a resting was held to
consider the significance of the occurzence of oppestunistic infections
(0I) with Preurocystis carinii preumonia (PCP) {n three patients with
hesophdilia. . .

Invited pasticipants imcluded Tepresentatives of the COZ, FDA, NIN,

Nationel Mercphilia Founcation, American National Red Cross, various

blood banking erganizations, Natiocmal Cay Task Force, New York City

Health Department, and the New York Inter-Hospital Study Growp on the

Aemn:“ = ed I:f-ir.’ﬂn Oeficiency Syndrome (AIDS) and Kaposi's Sarcoma (xs)
ttachmen .

The rorming was spent reviewing the various contributory disciplines
Telated to the problea: the epidemiology of AIDS/KS; immunosuppression
associated with AIDS/KS; the course, complications, ete. of hemophilia;
description of Factor VIII concentrate and other blood procucts; and g -
g::cxg:i:s of the three hemcphilia patients with opportunistic

ec . .

The afterncon was spent discussing the significance of the finding and
the appropriats course of action.- " .

Aspects of Discussion -

A. AIDS (and the sequelse of KS and 0I) dre ccowrring in several
populations—homosexual men, recent Haitian entrants and I.V. drug_
abusers. The possinility exists that it is ccouzTing in patients
with hemcpghilis, ; :

8. If the PCP cbserved (n three patients with hemophilia represents the
T8 pIocess as sesn in other growes with AIDS, then a possible mocs
of trarsaisgion {s viz blood procucts, in this case Factor VIII

corcentate. This stre the existing hypothesis
<. 'Other seemingly unusual disorcers hemcohilia patients were
mnticred st the testing, mm-mu% of E=AiLl's Lymonoma,
ib1 I A Y ST

unexolained three enia, snd cossibly otSs= BEZEETL!
£S3:20S; DUt these have not been sTunieq sy fsmnhy to
WA thelr relationship to AIDS.

O- Mere are 11,000 to 15,000 nersony with hemcchilia in the United
States with varying severity of concition. The mordiaity and

mortality from hemochilia as well gs the Lifestyle of n-!nph.tnl._
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patients has changed consicerably oves the past 10 years. These
patients are treated with either a procet cerived from fresh frozen
plasma (cryoprecipitate) or a protein comcentrate prepared from
these precinitates called antinemophilic facter or Facter VIII.
Such therapy has allowed the develcoment of home treatment regimens
which permit patients to live a more ror=al life, including sharing
ecucational and vocational cpportunities and pursuits with the rest
of the population. The rumber of cays of hospitalization amrually
has decreased markedly for hemophilia patients on home treatment
programs. Memorrhage (soontanecus and traumatic) mwu the major
cause of death in hemophilia patients. !

Almost all patients resularlv receivimg Factor VIIT or
Tyopresinitate c-ve.on nes
- e pIocusts have been shown Lo transm
m?ccum Beuuse of the freedom and recduction of wfra:l.m
permitted hemophilia patients by Factor VIII corcentrate, gl_'i N
roduct's benefits are perceived bv nts to vastly at gh

curtently WO TiS<S.

F. The Factor VIII rormally present in fresh plasma i3 heat labile ard
lractivated by many types of chemical or physical treatment. For
this reason, the technigues develcped for the production of Facter
YI1I corcentrate from fresh plasma are krown to ha ttle effect
on hesatitis viruses. There -are five commercial prooucers of Faccor

corcentrace. Lots of Factor VIII concentrate are prepared from
plasma pocled from 1,000 - 5,000 donors. Oonors come from many
parts of scclety. Most mater{al is pooled from paid dorors in
plasmaphoresis centers. Memcphilia patients use large amounts of
Factor VIII (40,000 to over 65,000 factor units per year) from
multiole preparations with weseq\.nnt pounuu. exposute to material
derived from thousands of m:s.

G. Thnmm-ofﬂu'mmuumutnhmmn is
disturdbing, particularly since thers is no previous evidence that
this infection is common in hemophilia patients. The two atients
who _hsz {mrurclceaic studies pesforsed Vs 1d
l_gnc-au v $271.37 Y0 Crat_a7cng Strer O3tients in atne- nigh-risk
ﬁr:u:s wiTH AICS/KS. Tnefs 1S MO known intrinsic ummune disorger

. m}mm.ul patients that would permit or promote such opportunistic
ections.

Laoban,
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11I. Conclusions and lcccm.nrmtlw. . '7‘
M.nsgemm:mtmmpuudamamunmm: '
A. Corelusions '

The patholegic orecess should be termed Accuired Immure . a
eTiciercy syncrome (AICS). Kaposi's Sarcoma and various :
CEoUTIURISTIC INTections are sequelae of the AIDS state.
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2. AIDS has charasteristics which suggest an infectious etlology.

3, There is an increased risic of RI0S for ho~ocevial =ea, T.V,
m~antly oars

€Ly abusers, ato a-cnC FaLtians wid rav
TTiec S.2.%5, 1Ne rece~. occusrence of PCP in trles patients
wiin nesccnilia ralses the question whether the urcerlying
immunodeficiency seen in these patients has the sare etiology
as among other grouwps with PCP. High priczity should be given
to obtaining informaticn that will answer this question.

4. There is need to determine if certain blood procucts,
particulasly Factor VIII, are risk factors for RIDS.

To this end, we make the following recommendations:

1. An sctive survelllance svstem should be instituted at orce to
detecmare 17 OLNer suspicicus cases of AIOCS (inclueing OI, KS,
er lymshodencpathy) are oscurring in hemophilia patients. The
COC, the Naticnal Hemoghilla F ion he He—cohilia

Teatment centels voiunteesled to = 1daT] [T1

System ! geveiocoment.

e zt i e i lamia - * ’
ne===~ilig who have o syrpioms of opportunistic (r.rection. In
TIziticn, it is lmportant ‘to identify provptly snd test dny
patient with hemophilia exhibiting disorcers that ase
cconsicered suspicious (su=h as thrombocytopenis, Buxkitt's

Lymphoma, persistent lymphoderopathy, etc.).

3. Thece is urcent nesd to cdetermire prac tna
. ' F!-.a- v

decrease OT eci-inage o= ——-a-- . siex
Severa: experamental means of accomplisning tnis ase currently

being evaluated. A mestiing of the FDA's Adviscrv Panel on
Blocd popt Blass Beamaeg will be held in early Seoterser €0
Ciscuss and evaluate these approaches.

A. There should centinue to be broad irput into these issues,
ircluding representatives from the gay cosmunity,
growps, ete. T

S. Concarns were ralsed over the sdequacy of funding to swport
these new activities, such as active epldemiclogic survelllarce
g intensive laboratory stucies. In scaition, the existimg
Federal grants and contracts mechanims are not rezoonsive to
rapid funcding of urgent problems. Thus the Naticozl Carcer
Inst et s af nbugab ) = =it
TOViCEO tO Anvesticatsss for )
wOul po-1 wvezasument could icentify resourcs
Quickly to assist in these studies.

2. Detajled s - n to develop data
i an _-T!'ﬂ__—
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OPEN MEETIAG OF PHS COMMITTEE ON CPPORTUNISTIC INFECTIONS
. IN PATIENTS WITH HOMOPHILIA

List of Invitees
ANERICAN ASSOCIATION OF BLOCD BANKS

Paul Holland, M.D. &
Chief, Clinical Center Blood Bank v
Naticmal Institutes of Health . . 4

Bethesda, MO 20205 .
AMERICAN NATIONAL RED CROSS

F. Cerald Sandler, M.D:

Associate Directer L

Medical and Laboratory Services -

Azezican Naticrml Red Cruss . -
18th E. Street, N.NW. . . e
washington, OC 20006 -

AMERICAN BLOOD RESOLRCES ASSCCIATION

i

N Neolel (aig)

M. Robert Riley . . .

Exer utive Oirecter =

P.0 Box 3346 S .

A polis, MO 214 N 3

CENERS FOR DISEASE CONTROL ) ' .

Jeffrey P. Koplan, M.D.

Assistant Oirectar for Public Health Practice ]

0ffice of the Director

Centers for Diseass Control U

8lgg. 1, Rm. 2038 .

Atlanta, GA' X3 . =1
=

Jenas ¥. Qoran, M.D. . .'

Cocruirator .

Kapasi's Sarcoma Task Ferce )|l

Centers for Diseass Control * 7

Bullding 3, M SB, . .

_...Adants, GA 3003 ) -
8nce L. Evatt, M.0. ; C .‘
Olrector : ' o/
Most Factors Oivision : -
Center for Infectious Oisesses ’ -
8lgg. 1, Ra. ST
Centess for Oisease Control
Atlants, GA 30333 =
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Oomald L. Frarcis, M.D. .
Assistant Directcr for Medical Seience
Hepatitis Laboratories Oivisien

Center for Infectious Diseases, COC
4402 N. 7th Street

Phoenix, AZ &5Ql14

COUNCIL OF COMMUNITY 8,000 CENTERS
0z. Jay €. Menitove

Medical Director

8lood Center of East Wisconsin
1701 W. Wisconsin Averwe

P.0. Box 106

Milwvaukee, WI 53201 .

FOOD AND' ORLG nquuxsnw:m

Harty M. Meyer, Jr., M.D.
Olrectar P

’_N;:.tnm.l Canter for Orugs and Biologics

8300 Rociville Pike, HB-200
Bethesds, MO 20208

Psul O. Parieman, M.D. I :
Scientific Oirector ‘ "
’n;‘um Centar for Orugs and Biologics.(NCDS)

(same scdress as adove)

| N:un:. As:a::ata Direc ({ IM'
tor for Progras Oeve ’
ard Operations

NCD8
(same address as above)

Oerrils Oonohue, M.D. .
%g:m. Oividion of Blood and Blood Products

(same adcress)

Robest J. Carety, M.D. )
Oirectar, Mepatitis Brarch .

. 'ng.mmefumwmrm

(ssem address)

Garald Quirman, Jr., M.D.
%m. Oivision of Yirology

(same address)
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HEMOPHILIA CENTERS
M. Elaine Eyster, M.D,
Chlef, Hematology

Milton S. Hershey Medical Center
Hershey, PA 17033

NATIONAL CAY TASX FORCE

0r. Roger Enlow

301 East 17th Strest

New York, Ny 10003

Or. Bruce Veeller -

P.0. Bax 36833

Los Angeles, CA 90036-1166
NATIONAL MEMOPHILIA FOUNDATION

Louis Aledart, M.D.

* Co=Medical Director

Naticnal Hemophilia Foundation and
Vics Chairman of

Mt, Sinal Medical School

3th Averus at 100th Strest

New Yark, NY 10029 o
Charles Carman, M.D. ; "'.
President -

Hemophilias Fourciation
19 West 34th Strest
New York, NY 100Q1

or
1288 w. Arndale Road .
Stow, OH A4224

NATIONAL INSTITUTES OF MEALTH

Robert S. Gordon, Jr., M.D.
Atsistant to the Director
Blag. 1, M. 38
Sethesds, MO 20208

Kerrath Sell, M.D.
Scientific Oirector
'ra:'wu Iratituts of Allergy e Infectious Olseases

Aldg. 10, Ra. L1103
Bethesca, MO 20208

Anthony Feuc!, M.D.
Clef, Ladoratory of Ismuroregulation
NIH .

8. 10, Rocs L1813
Sethescs, 0 20208
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N. Raphael Shulman, M.D.

Chief, Clinical Mematology 8rarnch '
National Institute for Acthritis, Olabetes and Oigestive and Kidney Oiseases
NIM * i o T

8. 10, Ra. M2S0
Bethesda, MO 20209

James Goedert, M.D. .
Famlly Services Section .

Envirormental Epidemiology Branch

National Carcer Institute

Landow Bullding, Ra 4Cl18

Bethesda, MD 20208

NEM YORK CITY HEALTH DEPARTMENT
Oavid J. Sercer, M.0.

Commissioner w N
New York City Oepartment of Heal .
125 worth Street, Room €06 .. . s

New Yark, NY 10013
NEX YORK GROUP ON KSOT

Donald Arastrong, M.O. :
Chalrman, New York Crow on XSOI and - ) S
Olrector, Microbiolegy Labaratory s

Memarial Slcan Kettering Cancer Center o
1275 York Averus & :
New York, NY 10021 "

wiawumxsrmrmmmmm

Lowell T, Hamison, Ph.O.

Scierce Advisor

0ffice of the Assistant Secretary for Mealth
9ASS Pariclawn .

3600 Fishers Lane . .
Rockville, MO 20857 :

PHARMACEUTICAL MANSFACTURERS ASSOCIATION
Micheal 8. Rodell, M.,

Oirector g

Regula Affairs and Clinical Oevelopment
"ylwmw Olvision
Travencl Laderatery, I,

- AMd W, Glercaks D

zive
Clercals, California 91202
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. cc of reading material also to be sent to:
Or. Paul Xaufman
Pharmaceutical Marufacturers Assoclation
1155 1Sth Street, N.W.
washington, OC 20005
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