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Sunray Re:m-t on Doen meeting of Pf+.S Co rittee on Caportwnistie Infectic-$ in Patients with ►+emoprtilla - 

I. The Neetirq 

On July 77, 1982, from 8:30 ■.m. to 4:30 p.e. a vesting was held to c ider the significance of the occurrence of opoertunistic infections (01) with Pneur^..ocystis carinii pneunoni4 (PCP) in three patients with haaopttilii. 

Invited participants included representatives of the =, FDA, NDI, National Hecphilla Foundation, American National Red Cross, various blood banking nryanizations, National Gay Task Force, New York City Health Department, and the New York Inter-+bsaltal Study Croup on the Ac~lred In rtnt Deflcierny Syndrome (AIDS) aid tuposi's Sarcoma (KS) (Attaerment 1). 

The norn.tng was spent sneviewirç the various contributory disciplines related to the pmglea: the epidemiology of AIDS/KS; imnti csuppression associated with AIDS/KS; the course, core Ltcations, etc. of hemophilia; description of Factor VIII eonccntrate and other blood products; and e -Cescription of the three hanophilla patients with opportu•ttstic infections. 

The afternoon was spent diseussirq the significarte of the findlr+g and the ' procriate course of action. . 

II. Aspects of Di .seusson - 

A. AIDS Card the seQuelae of KSand 0) are occurring in several 
PoPVlatidns—homosexual men, recent Haitian entrants end I.V. drug -a'un• The Possit<Ll.ity exists that it is oecsrrirp in patients with hemophiila. 

e. If the PCP observed in three patients with he hilia represents the we prxess as seen in other grouts with AIDS, then a possible node of transmission is via blood products, in this ease Factor VIII convent-rate. This ffcrfzg sure .hen the existing hypothesis tint AIDS is casto 

C. • Other se'"ly t!! Ju1 disorteri among hantonilia astien were mentioned at the cnt r. ca o e:. s 6Y~+omamt. taexalained thre vt e,ja and possibl otec
out n rise nave it biet sttauea smftLCentiy to -a.isn their rtel,atlanenip to AIDS. 

D. There are 11,000 to I5.000 e.r,nn. wi*h '"w+snllis in the United States with varying severity of eonaltion. The rorbioity and morta.lity from remorn9 LLa as well as the llfestyie of nenopnilta 
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patients has marred considerably over the past 10 years. These 
patients are treated with either a pro=Ct derived from fresn frozen 
plas a (cryaprecipitate) or a protein concentrate prepared from —
these precipitates called antihemophiLic factor or Factor VIII. 
Such tt eraay has allowed the develcprnent 'of have treatment regimens 
whim peralt patients to live a more rural 11fe, including snaring 
educational and vocational o~portunities and pursuits with the rest 
of the population. The nurber of days of hospitalization amrally 
has decreased markedly for hemph111a patients an home treatment 
programs. Hemorrhage (spontaneous and traumatic) remains the major 
cause of death in hemophilia patients. 

E. ALiost all atients retulsrly receivin .ctor VIII or 
ryop:ecizitate ceve:co heat:ti a

TnT  mese procucts nave teen snows to t.ansn.i se 
infections. Because of the freedom end reduction of suffering 
permitted her+opnilia patients by Factor VIII concentrate, 
product's benefits are perceived by patients to vastly mUtwe gh 
currently rcio.m rssKs. 

F. The Factor VIII rorrally present in fresh plasma is•heat labile and
inactivated by many types of chemical or physical treatment. For 
this reason, the techniques developed for the proCxtAon of Factor 
VIII concentrate from fresh plas3+a are known to have the effect 
an hepatitis viruses. There are five commercial proaucers o Factor 
VITI concentrate. Lots of Factor VIII concentrate are prepared from 
plasma pooled from 1,000 - S,0,0 donors. Donors came from many 
parts of society. ►bst material is pooled from paid donors in 
plasmaphcresis centers. Hencoh11la p4tients use large amounts of 
Factor VIII (40,000 to over 65,000 factor units per year) from 
eiltiple preparations with sutsequent potential expos.cs to nateriil 
derived from thousands of donors. 

C. The ocet rerte of PCP Sn three patients with hemophilia is 
disturbing, particularly sine there is no previous evidence that 
this Infection is common in haeophilis patients. The two patients 
whop inrrjn:cc!C sti ices Cerfor. ed d n••-:'-da

• 
 1 

=0nc.. al Iry  to crac a^cnq Ctn.'r catlents inn atr.e. Mich-risk 
q u.s w,tn Here 1s no known intrins.c 1m71as a disorder̀ IA 

„cprulia patients that would persist or promoto such apportutistic 
Infections. 

1II. Conclusions and Reconerrcations 

There was Qeneral agraeraent among ..L participants on the following: 

A. Conclusions 

1. The pathal~e le orecess should be t,n m Seoul red Ins*,re 
0ee7Tcercy 5yncror.e (=:wosi's Sarcoma arotheartcus 

n e sons are seq.~elae of the AIDS state. 
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2. AIDS has c a:a:teristics ."si t rug;est an infectious etiology. 

3. There is an increased risk of a?D5 for ^^^ •vt.ii~•~ V. 
G:uç a USers, a': a- ^^^ ca-:inns r : have re- 'v rrr the 

: : s int sere-.. occurrence of PCP in tree patients 
With •ncocn:iia raises the question whether the i.rcerlying 
imru,00eficiercy seen in these patients has the sans etiology 
as arong otne: groups with P . Nigh priority should be given 
to obtaining information that will answer this question. 

4. There is reed to determine if certain blood presei.uets, 
particularly Factor VIII, are risk factors for A . 

B. To this end, we make the following ;re see ndations: 

1. An active surveillance systesn should be instituted at once to 
Ceterrur.e Ir otner suspicious cases of AI05 (inc1. r.+ OI, KS, 
or lyr:+odercpathy) are o r. ring in hanophilia patients. The 
X._tthe National Ner.ochilia Fovrd ' n and the Me-cohiLie` 

ea'"+en' [•dress vc.untee:eO to w0 ;sets to  •t"z  LIih _ 

.ii Syste• rV _ i S ceyei00eent. 

2. Detailed leb[;t3L.'y ' •w are r•sde err 1v to develop data 
re` rn rte. + r r 'n :,!_ c:-:eterce or patients 
ne:--^ilia wno have ro syr-.eto:ns of opportsmisttie irteesian. In 

iiu cn, it is important 'to identify pra:ptly and test any 
patient with hamopnilia a:hiitirg disorders that in
cruidered sys~ieious (sew as thrort ytopenia, &akitt's 
Ly1I hams, persistent lym hooercgithy, etc.). 

3. Thee is urc.rit need to determine practical teem'^?s to 
decrease or e:'-'n '• - - " !'t f fa" VI 

vela: exper:mentai means of•aecor l:snrp tress an currently 
being evaluated. A eee•_:ng of the FDA's Advise- Fane1 on 

;..^ 'D'^^~" a will be nab a In ear y SGL.etOaito 
cisc"u ara evaluate tress appraaclxs. 

4. There should ContiA.0 to be broad input into these issues, 
including representatives from the gay Community, he.opreilia 

• grope, etc. 

S. Concarra were raised over the ed.Oaey of fUmdl.rg to s'.cport 
these new activities, such as active epideuioiogic surreillance 
end intensive laboratory studies. In addition, the existing 
Federal grants and contracts mew iin.t ms art not rer onsive to 
rapid fiecirg of tent problems. Thus the NattCrzl Career 
irs•ity~t,•'s of r ..•  -a .s+- _ t 

Leearovuea to investicata:s far :'"s. It 
wOu.   ue^.a:unent could identify resources 
quickly to assist in tress stua3iss. 
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OPEN METTIAG OF P!5 C>4F1 T PflJITIC I►FECTIONS 
IN PATIENTS KITH FCOPNILIA 

List of Invitees 

AMMUCAN ASS IATI0N OF a. BANKS 

Psul Holland, M.D. 
Chief, C11n:cal Center Blood Bulk 
Natitlntl Institutes or ►ralth 
Bethasds, ND 20243 

ANEAICAN NATIONAL RID CROSS 

F. Gerald Sandler, M.D. 
Associate Director 
Medical and Laboratory Services 
American Nationl Red Cross 
16t•! E. Street, H.M. 
■ashir+ton, DC 20006 

AMERICAN BLOOD _Fat arS A,gXLAT 

Mr. Robert Riley 
Eser utive Director 
P.O Sox 3346 
Arcs polls, 00 21+x3 

CDr ERS FOR DISEASE CONTROL 

Jeffrey P. Koplan, M.D. 
Assistant Oisector for Pi. 1i Nealth Practice 
OfflCsr of the Director 
Centers for Discus Cantrvl 
Bldg. 1, Rm. 2733 
Atlanta, GA 30333 

James W. ran, M.Q. 
Coortxirstor 
Kapasi's Sarcoma Task Fare 
Canters for Disease Control 
R&A 1 in4 7, Rs1 58. 
Atlanta, GA 70333 

Bruin L. Evatt, M.O. 
Otroctar 
Most Factors Division 
Center for Infectious Masses 
Bldg. 1, R. 1323 
Centers for Disease Control 
Atiants, CA 70333 

, 

C 
U 
T 
0 
0 
1 

f_1 

I 

a,

M00401 5 S 

BAYP0004205_0004 



1 

Donald L. Francis, M.D. 
Assistant Di:ectcr for Medical SC1enCe 
NePatltls Laboratories Division
Center for Infectious Diseases, COC  
4402 N. 7th Street - 1 
Ptwsnl~c, AZ 13014 

MUCTI OF C41 I Y BACK cofT S 

Dr. Jay E. Manitova 
Medical Director 
Blood Center of East ►1scavin 
1701 K. Wisconsin Averse 
P.O. Box lOG 
Mi Waukee, WI 33201 

FOOD AND OWC A0aNISTRA7ION 

MarrytM. 
Meyer, Jr., M.O. 

National Center for Drugs and Biologics
FDA 
UDD Rockville Pike, MFS-200 
Bethuds, FC 20203 

Paul 0. Pereaasn, H.D. 
Scientific Director 
National Center for Dzvgs and Biologicss.0 C) FDA 
(sa4 address as above) 

Moos E. Hopos 
Actirq Associate Director for Program Oevelop wnt arC Operation 
NODB 
( seaa edemas as above) 

Deems Dor+oR s, M.O. 
Oirector, Division of B1ao0 arc Blood Produc}j ►tne 
(aa~ ider'ass) ' 

!curt J. Canty, M.D. 
Direetnt, Hepatitis Branch 
Division of Blood sr C Blood Prod.cts 

(sa.. address) 

weld Quinrn, h., N.D. 
DLr , ctar, Division or VirologyNODS 
(same address) 
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tD•PHILIA CE??MU 

M. E2sine Eyster, M.D. 
Chief, Heeatology 
kilton S. Hershey ica,1 Centel 
t+ershey, PA 17033 

NATIONAL CAY TASK FORA 

Dr. Raper Enlor 
301 Eut 17th Stmt 
New York, MY 1000] 

Dr. Bruce voeller 
P.O. Box 36833 
Los Angeles, CA f0C3&-1161 

MATIOMAL ME OPMILSA FDIIGATIOM 

Louis ueCGrt, M.D. 
Co-Helical Director 
National Hbroph111a Foundation w+d 
VLce Chaireian of Medicine 
Mt. Sinai lcal Srt+ooI 
5th Avert. at 1A0th Stmt 
Nov York, NY 10029

O=lu Carman, N.D. 
Presldent 
HcmaDhJlia Foundation 
19 ►rest 34th Street 
New Yolk, NY 1001 
or 
1258 W. Amdals Nand . 
Staw, OM 44224 

NATIO'-Q- DLSTT flJT ;3 OF WEALTH 

Robert S. Gordon, .3r., N.D. 
• Assistant to the DLractw 

KIM 
8109. 1, Ala. 238 
Bethesda, MD 2C= 

_. Ken 8th Seil, M.D.
Scientific DLrsetor 

iW al Lrntitute or Allergy and Inrocti0ua 0isaasu 

Bldg. 10, Its. 11C1D3 
Bethesda, FO 202OS 

Anthony Fauc1, M.D. 
D'Uer, Ladarstory of Iaesr~oregulation 

B4. 10, Rona 11813 
Bethesda, 10 2Q2o3 
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N. Ra rae1 Shlman M.O. 
Chler, Clinical Hematology arvm:h 
National Institute fo: A:th:ltis, Diabetes and Digestive Ana Kidney Diseases NI}1 
ag. 10, Am. 1"asO 
Bethesda, MD 2C= 

Jtmes Coadart, M.O. 
FmIly Services Section
Environmental Epioemiology Branch 
National Cancer instituts 
Landow a4lding, Ro LC.I 
Bethesda, fC 20203 

YORK CITY WEALTH DEPARTMENT 

David J. Server, H.O. 
Coneeissiorer 
New Yark City Oepestment of Wealth 
125 Worth Street, Roos
New York, MY 10013 C

NEW YOlac GAO .P 09 KSOI ■ 
Oonald Atnstrarp, M.D. TV

ioChaire+an, New York Croup on KSOi ltd 
Director, Microbiology Leborstory 
Memorial Sloan Kettering Cancer Center 
1273 York Avenaa 0 New York, NY 10021 

1 
OFFICE OF THE ASSISTANT SEOIETARY Ft7t WEALTH 

Lowell T. Mamisa,, Ph.0. I I
Science Advisor
Office of tr+e Asai,atartt Secretary for Maa1tA 
MSS Karklan Building ~f
3600 Fishers Lam 

. RCekville, MC 2=0' 

avrlCAl MAtR7ACTUil11S ASSflCLATID►+ 

I. 
Rada.11, M.O. 

Director 

jf

Regulatory Affairs and Clinical Development Mylgrd Therapeutic Division 
f~ 

Traversal Laboratory, Ire. 
W V. Clanoaus Drive 
Clanaala, California 112@ _•_ 
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cc of reading .taterial also to be sent to: 
Dr. Paul Kaufman 
Pharmaceutical MIrufacturers Association 
11.55 15th Street, H.M. 
Masr►irgton, DC ZODD5
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