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(2) Patient 42 has converted and is HTLV-III
: pasitive from Abbott and
. Electro-nucleonics but not Western Blot.
' This patient is considered a true false
; pasitive, . ‘
(b) Ms, Bessler explained to :Dr. Nielson that
Armour is only aware of two possible patients
who may have seroconverted: .

(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 tne U.S. who has
3erocaonverted, but he cannot be located
by CDC and is a known drug abuser.

(c) - Based on this informatidn and discus:ioné with
Ten Carte and Bloombeck, a decision was made

by the Swedes. They do not believe that the =
(}roduct'should b w¥tﬁdraun.an3 will continue

to use it,

(d) Dr. Jdne:'-SEatement Was lnaccurate and he has
"been personally criticized for the reémarks.

B. Dr. Terry presented the results of the Meloy heat
‘treating tests. . ' :

1. Using the Meloy method in which product is spiked
with very high HILV-IIL titers and testad under
production type circumstances with a very sensitive
test, it appears that dry heat treating plasma ma

not be .

(a) Rlasma from multiple ® 1ors" in a poo )
‘sQuld surpass the ab ty of dr eat treating
to elimInave icient virus. ' -

(b) We are conservatively targeting for five logs -~
. as was the published recommendation. Log
reduction at varying temperature and timing
- combinations of heat treating ranged from 3 to
6+ logs.. - .

Decision: Aithough the data are not absolutely :

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

Lo upgrade the heating cycle since it
, nef—longer‘Eeg‘i?ﬁtuFE‘IS“ﬁare
fective, Loss of F yleld appears

less than 15% while FIX appears to be slightly’

mora -than 20%,
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Dr. M. Rodell will review thesa data with
B.0.B. with the purpose of disclosing our

- latest studies and deternining what will be
' ‘required to gat 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,
13 assumed that manufact

: uring will not ba op
the ceritical path, Conversion timing will
depend on B.0.B. approval, ’

It

M3. A. Bessler will review the possitile
introduction of the Generation III wet heatad
product with s, Samuel;.A. :
2. The Paul Ehrlich Institute has completed the
viral imactivation stud

¥ of FIX and FVIII. Results
are as follows: .
(a) No .detectable levels of Generation I or
Generation II 609, 10 hour, - .
(b)  Moisture content 1-3%
(c) 108 log reduction -
(d)

28 days 429 Iymphoéyte‘culture”

Results will be written

and in our hands'by the
week of 24 February.

Pr. Terry will review them
for acecuracy,
3. Dr. Terry considers tha
- and

Heloy test more sensitive.
no product shoyld. be used {
3 were not screened fo

antibody.

Dr, Rodell will review results .with B.0.B.
since this ma

y well be an industry wide
problem. A meeting i3 to be scheduled for
25 February, . .

M3, Bessler will inform Dr. Nielson that some
of her lots of product have not been donor
creened and ask if she wants to change them.

Mr. J. Sedor will s ipment of all AHE
—from unscreened donars.

Mr. G. Floyd will rav

riew shipment for three
-‘months and document the lots from nonscreened
donors, o
-3 R089585"
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4. Since this may be an industry wide problem pending . i
B.0.8. response, centers wherae unscreened donor
product may have basen delivered will nat be
contacted until the situation is clear. _ These
include centers in the following countries which

i may have received product within the last three
' months: - . ’

(a) Sweden

{(b) U.K.

(e} Canada

(d) . Puerto Rico
(e) U.s.

-5. A meeting of the P,E.C. will reconvene to review

the results of the discusaions with the FDA and to.
take action.

1L FVIII has yielded surprisingly good viral
tivation., The results are primarily due to the
process--not heat testing. . :

B. With the current HTLV-III questions, the monoclonal |

product appears to have {ncreased potential; however,
there are limitipg factors. :

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

 Decision: Japan's order will be considered firm for : o é
o 1.5 MM units. Commit the eryo and make the . |
units. :

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

(a) $600,000 capital
(d) Cryo.

(e} Matrix and column development

€. 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 1987. . ' o :

Actioen: s. Connelly-an& L. Lucas will review

forecasts, prices and vial unit sizes. By

5 March, full D and S plans will be placed on
manufacturing.

G. Floyd will review capacity and work
schedules to devalop a maximum output -
propossl. . :

o ’ ' A089586
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D. <Clinical results have been revieved by Dr. Terry,

. The 01 protocol (half life and recavery) has beesn
completed and half life appears t£o be Toughly one

. third to one half more than expected=--15 hrs vs §
hrs for ather products, - ' S

2. 02 (mouse antibody protocol). The same six -
patients have continued and are being reviewed for
antibody development, Results indicate that there
i3 no difference in antibody levels at ope month,

dhere are, however, antibodies in a high percentage
3?‘EHEFE3t3a“ﬁ:tr3nt37———'“““’"“**-*fﬁ“‘\—————«\\
.A-M

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 stare.

4. 03 virgin patient Eurcpean,;tudy. The start was
delayed by CTX approval. We assume all detatis
Wwill be resolved confirmed by the investigators
meeting on March 5, .

5+ All of our virgin patient studies will begin too -
late to be formally presantaed at the World
. Hemophilia Foundation Meeting in Milan. Dr. Terry
will speak on the monoclonal Program and marketing
" Will seed the audience with investigitors. :

E. Monoclonal trademark activities were. summarized by L,
-ucas. International has elected to file the mark
&ﬁONOCLATE in UK., Germany, and Japan. If we are able
to force a registration in those markets, we wili -
register. throughout the major markets, ‘

1. Counsel has advised us that 1t will be difficult,
but the desirability of 3 universal Armour mark is

such that we have elected to proceed.

2. Th;‘back—up mark is FACTORATE MONO C whieh i3
likely to register. o

III. 1986 K3 Plant Production Plans

A. Wnile the original plan assumed 1.Q million liters of
FFP from Plasma Alliance, it appears that 1.2 million
liters i3 possible. - - : .

ar

1. Current éollection and ‘bonus programs are ylelding
unsuspected results, - '

2. Cost per liter of plasma 1is approximately $53.
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B. The current plan is attached:

'_C. Jv Sedor questioned the desirability of continuing

c¢ollection in.excess of requirements and asked for
approval to sell plasma on the open market. - :

Action:  H. H. MeDade will contact I. Regier to
- determine if plasma could be converted and
s0ld to Fujuralinae on a profitable basis.

L. S. Lucas will contact Woelm to detarmine if
‘their 70,000 L contract is firm.- Germany has
- made commitments to purchase plasma for 170 DM

per liter. If possible, we Wwill stop the

purchase and take product from Plasma - )

Alliance. Current plasma colleetion costs are

approximately $53/1iter.

Industry Meating on ALT.and Anti-HBo'Test;gg

A. Dr. Rodell reported that the FDA Blood Products
Advisory Committee met on February 13 concerning ALT
and anti-HBe tasting. . :

B. In Dr.-Rodell's opinion, it i3 likely that the ad¢1isory
) ommittee will r end and that B.Q.B,. accept a
juirement for ALT testing, But not anti-HBc.. NG date

was sped or theére rement to take effect but

Dr. Rodell will follow the situation clossly,

Plasma ExecutiveVCo-uittee Meetings

_The next meeting will be scheduled for mid-April.

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

GRO-C

L. S. Lucas
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1983 REQUIRFMENTS MOVED TO 1ST QUARTER 1986

FRODUCT
NSA POWDER , ‘
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