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GENCRAL-PURPOSE IV SOLUTIONS

Copiea of the August 26, 1982 press releasa ca discoatinuing tha.production of these )

[PUIEDIRSSPES P St R]

products were discussed with key people at the 0ffice of New Drug Evaluatiocn and / 3
0ffice of Blologics. _ Q)
"1f we do not vish to eaintain NDAs on discontinued p;ducu as valuable assets ve ' 3
should send a letzer to each NDA file stating that: '

\__J
. 1. Ve request withdraval of the NDA without prejudics because we ars no longer ' ‘
; {nterested in marketing the product. . ,
! ) o
i 2. Ve vaiva ths right to a hesring ‘-
; 3. Ve ars not sbandoning the NDA and wish to maintain confidenciality of faformation a
; ‘{n sections X through Z.

{ Related INDs should also be “discontinued” to preserve confidentiality. . L'
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Week of August 30, 1982

I1SG STABILITY

Doa Tackersley was completing & three-year study on each panufacturer's product
dcsigned to correlate initial enzyme levels with stabllity paramcters. He s
obtaining a statistically siguificant correlation slthough the corrclation is mot as
good as he would like. Some Cutter lots do mot look very good. He plans to presest
soze of the dats at the Septesber 23 workshop on molecular fategritye His personal
opinion is that three-year datiag is too long for socea gagufacturer's products.

Acguired le—une Deficieczcy Syndrome

Dr. Donchue had called sll maaufaccurers of AEF the veek before and requested that
they voluntarily refrain fron fractionating plas=s into coagulition products if the
plases caczc froa ceaters koova to have a high populaticn of hozosexualse.

1 told him that I had discussed chis with our producticn and techknical pecpls and ve
had placed a hold en this for coe month. (Actuslly ve will oot be fracticaating asy
of this material i{ato factors VIII and IX for sale asywsy)e. 1 aleo told kRia 1
expected to obtalin coafirmatica froa managemsat (SEU) to contitue tha bold becyond the
: one-month period. Donohue feels that tha hold vill sot ba necessary for mora than
! tuo or three moaths unless =ore donors develop AIDS.

: The request for voluatary cocpliance was briefly discussed with Mike Rodell of Hyland
. and he expressed great surprise ¢chat we would even comsidsar fractionatiag this :
saterial into factors VIII and IX (anything other than H3IG) because of the history

of hepatitis probles.
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1t would certainly sppear to me that plasza froa these sources will be suspect for
political reasons for soms tizs. We should move ahsad rapidly with our prograa for
hyperizzuaizing dosors with Merck vaccine to provide source aaterial for HBIC. |

-
-4

The National Hemophilia Foundaticn has agrsed to womitor thelir menbers closely for
AIDS and has requested $10,000 from the manufacturer's of AHP ($2500 from Cutter) to
support this study. I asked Mike Rodell if Hyland thought ve should support this and

he said "No, but we have tol”
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BACTERIAL ENDOTOXIN TEST

The MVD (maxisal valid dilution) concept proposed by Terry Muasca of FDA has oot been
accepted by the USP yet. This appears to be an indirecc way of tryisg to set limits

for sensirivity and is being opposed by PMA.
MONOCLONAL ANTIBODIES

Dr. Parkzan of FDA is requesting input froz manufccturers oo proposed regulatory
guidclines/regulacions. This will bc provided by the diagnostic subcocnittee of the

PMA Blood and Blood Products Division.

CONTAINER-CLOSURE INTZCAITY TESTS

Sozs firms use and want €O coatioue o use the sterility-stability test. The PMA
Cuidclipe draft is being revised -to allov this. The revised draft will allov a broad
1ist of approaches with gothing on “how £0”.

Thors was stroo3 seagticent for not publiching anything by PHMA, but I pointed out that
the FDA was forcing LVP manufacturers to use the sgability-stecility test or an
acceptable alternstive to obtain NDA spprovals acd that our QA Divisfon vas strongly
opposed to the sterility—stabilicy teat. Their snswer to that was, “lhen Cutter
should use aa altersztive test”. I personslly feel that {t would be worthwhile to
develop a PMA docuzent that contalns the concept of container—closure integricy for a
systea so the work does act have to be repeated oan each product using ths sams
container—closure systea vhether we use sterility or an altcrnative test. Nothiang
vill be complated until the joint comaittee froa the PMA QC and Biological Scctions

get together again.

LOCMARS BAR CODING ON LABELING FOR MILITARY CONTRACTS i

WICNNTES

There will be no backing off frea this requiremcat. They will, bowever, be sczewhat
reasonable sbout the tice of implementation and for nov they will oaly require the
bar coding oa ths shipping case and each iotarmediste cartos. Eventually they will
vant it on every unit of issus unless there 1s absolutely o roos ca ths label.

All coampanies represented planned to go outside to obtain ths dar coding initially
and about half wvere making plaas to davelop their own is-house capability for futurs

A h:.:ct from PMA to DOD/DPSC/DLA vas drafted scating that:

1. The industry vill have the capability to cosply during the first quarter of 1983.
(Actuslly most cospanies were going to sctart by October 1, 1982).

2. Positicn of bar code to maet 1/8" tolerance in specs wvill ds & serious probles.
The PEMM Section of PMA will be asked to evaluate the spec to determine what is

SR N o Yy L

reasonable. (The silitary vants these closs tolersnces for automated pe
varehousing). ’
+ 3., PMA estizates that the total cost of the LOGMARS will be in the range of § 30-

$1.30 per applicacion rather than the .03 of .04 estimsted by the military. -
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