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MINUTES OF PEG

FEBRUARY 20, 1986 - FORT WASHINGTON 

Partfcfpaats: COWME" TLPL 
,nr 

Chairman: Mr. H. H. McDade  
FOR V 

R & D: Dr. W. Terry, Dr. J. Tretter, Dr. L. Weerasinghe 

U.S. Domestic: Ms. A. Hessler Mr. T. Foster 
Mr. S. Connelly Dr. M. Rodell Mr. B. Dovey Mr. J. Sedcr 
MM/r. C Floyd Mr. J. Smith 

International: yMr. L. Lucas, Hr. J. Miller, Mr. R. Storm

The initial Plasma Executive Committee of the merged Rorer and Revlon Health Care companies was held at the Fort Washington offices. Mr. H. H. McDade will serve as chairman for the initial meetings. Following is a -list of topics and summary comments: 

I. Viral Inactivation Review 

A. The review of Armour's AHF viral inactivation data has become critical because the plasma community Is beginning to have doubts concerning the heretofore • unquestioned belief that heat treating inactivates 
TLV-III virus. 

1. At a-congress held in New Castle, U.K., Dr. Peter • One made the statement that heat trea ng n t 
HTLY,III virus and hat four pat en s -deve -A 

2. This position was published in t la press and has resulted in con erable confusion an concern 
in the international community. 

3. Dr. L M. Nielson subsequently understood that there were five patients and that all belonged to Armour. 

(a) Dr. Nielson has 
two patients who have received 

Armour Generation II heat treated product and 
who have abnormal conditions. 

(1) •Patient 11 has pneumonia but is HTLV-III. 
antibody negative. The patient has 
received other blood products. 
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(2) Patient 42 has converted and is HTLV-III • positive from Abbott and 
Electro-nucleanies but not Western Blot. This patient is considered a true falsepositive. 

(b) Ms. Sessler explained to Dr. Nielson thatArmour is only aware of two possible patients who may have seroconvertedi 

(1) Dr. Ten Carte in Holland has a patient who has seroconverted but has not 
• developed AIDS.. He does have 

lymphadenopathy but has received other 
blood products. 

(2) There is a patient in the U.S. who. has 
seroconverted, but he cannot be located by CDC and is a known drug abuser. 

Cc) Based an this information and discussions with Ten Carte and Bloombeck, a decision was made by the Swedes. The do not believe that the roduct should be u t arawn. an. wi continue to use it. 

(d) Dr. Jones' statement was inaccurate and he has been personally criticized for the remarks. 

B. Dr. Terry presented the results of the Heloy heat - treating tests. 

3. Using the Heloy method in which product is spiked with very high HTLV-III. titers and tested under, production • type circumstances with a very sensitive test, it.appears that dry heat treating  may not be e e 

(a) Plasma from multi 1 " ors" in a poe 
. surpass the abllty of dry eat treating 

m e. to e - nina  e icient vim. 
o w 

(b) We are conservatively targeting for five logs • as was the published recommendation. Log 
reduction at varying temperature and timing 

.ew • combinations of heat treating ranged from 3 to ..b.oa~ 6+ •logs.. 
zad  
~a.o Decision: Although the data are not absolutely 

conclusive and absolute comparisons of the 
methods have yet to be .completed,, it was -

y 
w 

rn d to upgrade the beating eyc e s nce it 
•, ., v, er onger era a a re s mope 

H~ sftt__ cti Lass of F yield appears 
yc less than 15% while FIX appears to be slightly 

more than 20%. 
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Action: Dr. M. Rodell will review these data with • B.O.B. with the purpose of disclosing our latest Studies' and determining what will be required to get approval for the.heat • treatment change. He will then proceed with organization of those studies. 

Mr. J. Sedor will start the engineering work required-to build increased heating baths. tt is assumed that manufacturing will not be on the critical path. Conversion timing will depend on 8.0.8. approval.. 

Ms. A. Bessler will review the possible introduction of the Generation. III wet heated product with S. Samuels. 

2. The. Paul Ehrlich Institute has completed the viral inactivation study of FIX and FVIII. Results are as follows: 

(a) No -detectable levels of Generation I or Generation IX 600, 10 hour. 

(b) Moisture .content.1-3% , 

Cc) 106 log reduction 

Cd) 28 days 420 lymphocyte culture 

Results will be written and in our hands by the week of 2R February. Dr. Terry wi-1.l review them for accuracy. 

3• Dr. Terry considers the Meloy test more sensitive and elieves t no product should be used i ~' lasma s were not screened fo 
antibo y. 

w
m Action: Dr. Rodell will review results with B.O.B. 2s since this may well be an industry wide 

m 
m 

problem. A meeting is to be scheduled for 
25 February. 

N ~+ 

)~ Ocreened' and

s. aessler will inform Dr. Nielson that some f her lots of product have- not been donor 
eT m  ask if she wants to change them. E..o~ 

Mr. J. Sedor will .s men of a AHF 
rom unsoreened donors. rao•+ 

• Mr. G. Floyd will review shipment for three L waC months and document the lots from nonscreened donors. as y 

v~U(r 
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4. Since this may be  industry wide problem pending B.O.B. response, centers where unscreened donor product may have been delivered will not be 
• contacted until the situation is clear. These 

include centers in the following countries which may have received product within the last three months: 

(a) Sweden 
(b) (J.K. 
(c) Canada 
(d) . Puerto Rico 
(c) U.S. 

5. A meeting of the P.E.C. 
will reconvene to review the results of the discussions with the FDA and to take action. 

II H0K0CLOH . FVIII 

Monoclo l FVIII has yielded surprisingly good viral tiv tion. The results are primarily due to the process--not heat testing. 

8. With the current HTLY—III questions, the monoclonal product appears to have increased potential; however, there are limiting factors. 

1. We can..make an additional 3.2 MM units by 0ctober 1986 if we are willing to commit the Cryo. 

Decision: Japan's order will be considered firm 'for 
1.5 MM units. Commit the cryo and make the 
units. 

2. Additional funds will have to be committed to. 
develop a launch stock for 1987. 

(a) $600,000 capital 
(b) 

.Cryo. 

(c) Matrix and column development 

C. 1987 requirements for monoclonal could be 30 MM each for domestic and international. At a minimum, 
Marketing would like to have 10 MM units for launch 
1 January '987. . 

Action: S. Connelly and L. Lucas will review 
forecasts, prices and 

vial unit sizes. 8y 
5 March, full 0 and S plans will be placed on 
manufacturing. 

G. Floyd 
will review capacity and work 

schedules to develop a maximum output 
proposal. 
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0. Clinical results have been reviewed by Dr. Terry. 
• • The 07 protocol (half life and recovery) has been completed and half life appears to be roughly one third to one half more than expected-_15 hrs vs 8 hrs for other products. 

2. 02 (mouse antibody protocol). The same six patients have continued and are being reviewed for antibody development. Results indicate that there is no difference in antibody levels at one month. 
• t 

Theretare, ehowever, antibodies in a hi h percentage of unrea  p 

3. 03 virgin patient U.S. study. Investigators want to see 02 results for 2.5 months. before starting. 
By mid-May, these U.S. 03 studies should start. 

t. 03 virgin patient European study. The start was. delayed by CTX approval. We assume all details will be resolved confirmed by the investigators meeting on March 5. 

5. All of our virgin patient studies 
will begin too Late to be formally presented at the World Hemophilia Foundation Meeting in Milan. Dr. Terry will speak on the monoclonal program and marketing will seed the audience with investigators. 

E. Monoclonal trademark activities were. summarized by L. -.Lucas. International• has elected to file the mark ONOCLATE in UK., Germany, and Japan. If we are able. to 
force a registration in those markets, we will register.. throughout the major markets. 

1. Counsel has advised us that it will be difficult, but the desirability of a universal Armour mark 
is such that we have elected. to proceed. 

2. The back-up mark is FACTORATE MONO C.which is likely to register. 

III. 1 86 X3 plant Production Plana 

A. While the•original plan assumed 1.0 million liters of FFP from Plasma Alliance, i.t appears that 1.2 million liters is possible. -

1. Current collection and bonus programs are yielding unsuspected results. 

2. Cost per liter of plasma is approximately $53, 
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B. The current plan is attached: 

C. J. Sedor questioned the desirability of continuing 
collection in excess of requirements and asked for 
approval to sell plasma on the open market. 

Action: H. H. McDade will contact I. Regier to 
determine if plasma could be converted and 
sold to Fu,3uralino on a profitable basis. 

L. S. Lucas will contact Woelm to determine if their 70,000 L contract is firm. Germany has 
made commitments to purchase plasma for 170 DH 
per liter. If possible, we will, stop the 
purchase and take product from Plasma 
Alliance. Current plasma collection costs are 
approximately $53/liter. 

IV. Industry Meeting on ALT, andAnti-HBe Testing; 

A. Dr. Rodell reported that the FDA Blood Products 
• Advisory Committee met on February 13 concerning ALT 

and anti-HBc testing. 

B. In I)r. Rodell's opinion, it i at- G-ad~iinory 
ommittee will r end a d, that B. acce t a 

re firemen. for ALT testing, ut`not anti- . o da e 
was spec or the e rement o a e effect but 
Dr. Rodell will follow the situation closely; 

V. Plasma Executive Committee Meetings 

-The next meeting will be scheduled for mid-April. 

Action: L. S. Lucas will schedule the meeting. 

GRO-C 

L. S. Lucas 
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1985 RF UI IE.NT HOPED 'TO 1ST QUAKT 1986 

PRODUCT Dos 

NSA POWDER 

E7CPORT/S } ?OS-DFR xc 500 

ARP cI (H(U) - 

E MRT/CANADA HMU .8 -

AVa? CZI (HHU) 

SPAIN *{U 
.4

DuD:cs 
2/7/86" 

v 
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