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A meeting was held at NIBRSC on 7 Pebruary to discuss "Virclogiocal Aspecis of the

on this group.

The CSM at its January meebing endorsed the decision of the Biclogicals
Sub-Committee. {Minutes appended).

A letter hes been sent (28.2.86) to all licence holders for immunoglobulins
asking them to apply for variations to theixr product licences %o cover the
following points in the minutes.

1.1 All immunoglobulin preparvations should as scon as possible and not
lnter than 1 July 1986 for intravenous and 31 December 1986 for
intramuscular be prepared only from donors shown to be HILVIII
antibody negative.

1.2 Menufaoturers should provide evidence of the capaclity of thelr
process o inactivate viruses by 1 July 1986 in respect of
intravenous, and %1 December 1986 in respect of intremuscular
{mmumoglobulin preparations.

They have alsc been informed thet no preparvetions containing HILVIII antibodies
will be rsleased.

I% is sntisipated that all companies {with the possible exception of Sendoz )
will be sble %o comply with Point 1 immediabely. 411 companies have virus
insctivation studiss in house. Ho reporits of sercconversion after
immmoglobulins have been received or noted since the last meeting of the EAGA.
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Safety of Blood Products”. The views of the USM were upheld, and it :

2 was decided
to form an informal working group to veview developments in %ﬁis figid. Objectives
which have been suggested for this group are:

2.1  to provide & forum for the exolu s of technical and scisntific inmfo

_ : rmation
pertaining to the safety of blood and blood products especially in velation
B0 virus contamination sud the evaluation of the capacity of manufachuring
procedures to inasctivate and/or eliminste viruses.

2.2 to consider the need for and pursue collaborative zesearch work in relationshiy
o zhatpreventian of transmission of LAV/HTLV-III and NANB hepatitis by hloed
products and the evaluation and further development of testin
blood donations and products, and F § nethods for

2,% to conslider the need for ongoing surveillance of reoipient
for evidence of viral infeciion. ? ® of blood products

BPL Elstree, PFC Edinburgh, FIBSC and Medicines Divigion DESS will be represented

GRO-C
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COMMITTEE ON SAFRETY OF MEDICINES

BYOLOGICALS SUB-COMMITTER

THE SAFETY OF DMMUNOGLOBULIN PREPARATIONS
This paper was reviewed by the Blologicals Sub=Committee.

1. New evidence was considered concerning the mafety of immunoglobulin
preparations with respect to itransmission of infection.

1.1  Some batches of impunoglobuling have been found o contain antibedies
o HPLVIZI. This ig not an unexpected finding ss most prepavations
available at present sre derived from demations not sersensd to exslude
antibody poaitive donors.

1.2 A% lesst one report suggests that ETLVIIT virus may not be insctivated or
eliminated by ithe version of the Cobn cold ethancl frastionstion procsss
used to prepare immunoglobulins, inm the study (Prince et al).

The Bub-Committes felt that the relationship of these laboratery
findings to menufactured maiterial was tenuous, sspecizlly in view

of the fact thet other studies have ghown good evidence that the

cold ethanol process is effsctive in this context. However
mayafacturing processes using ethancl fractiomation vary considerably.

1.3  HFLVIII like agents have been isolated from one patient treated with
an intravenous preparation {Sandoglebulin) for hypogammaglobulinsemis.
The patient iz apparently suffering from AIDE and mo other risk
factors have yet been identified.

The virological evidence in this patient is however not clesr cut and
it is possible that the virus iz not a true AIDS virus and did not
derive from the therapeutic use ¢of the immuneglobulin.

HTLYITI like virus has almo been isolated on two cccszions from a
second patient who had received BPL and Sammimmume (Miles) intravenous
immmoglobulins, This patient has previously coniracted non-4,

non~2 hepatitiz, probably from the 3PFL batch.

2. The Bub-(ommities was aware of the long safety record of intramisoular
immunoglobuling with respect to the transmission of infection. In particular
there has been no evidence of transmission of BTLVIII infection by
intramuacular immwmoglobuline, despite their extensive use and preparation
from sources that will have included HTLVIII infected donors.

The safety of intravencus immumoglobuline is possibly less certain.
There have been only 2 few documented incidents of transmiszsion of NaNR
hepatitie and, untll the case referred o above, no reported casss = 2
of ETLYIIY tranamission.

3,  The Sub-Committee poted that lmmumoglobulin preparations sre of considersble
clinical value and in some circumstances life-saving.
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The Sub-lommities recommended on the evidence considered %hat no new
licensing aciion to withdraw or resbrict supplisze should be taken in
regpect of intrevenous or intramuscular imwunoglobulin preparations.

Bowever

4.7 411 immanoglobulin preparations should as soon as possible and

not later

thap 1 July 1986 for intravenous and %1 December 1986 for intramusoular,
be prepared only from donors shown to be FFLVIIT antibedy negative.

4,2 ALs from now no preparastions containing HILVIII antibody in the
poalz, bulks, or final preoduct should be released for use,

4.3 HManufaoturers should provide evidence of the capucity of their
process to inaotivate viruses by 1 July 1986 in respect of
intravenous, and 31 December 1985 in respect of intramascular

immanogiobulin preparations.

plasna

4.4 The Sub-Commdiiee considered that zt present there was lngulficlent
evidence to Justify chs ng the indications for wse of lmwmogiobulin.

The Sub-Committee recommended that close survelllance should be maintained
of the development of any nevw virclogical, epldemiclogieal or clinieal dats.
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