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Comments regarding the Draft Guidance on the Application of Current Statutory

- Authority to Nucleic Acid Testing of Pooled Plasma (published: 11/26/99)

Dear Sir or Madam,

please find below our comments on the Draft Guidance for Industry on the Application of
Current Statutory Authority to Nucleic Acid Testing of Pooled Plasma.

ZLB, Central Laboratory, Blood Transfusion Service SRC (Lic.647) as one of the largest
manufacturers of plasma derivatives from US- Recovered Plasma agrees with the
principle that the additional donor screening by a nucleic acid test method should be
considered as donor screening and that therefore requirements regarding donor deferral
and donor notification etc. are applicable. However we respectfully disagree with the
assumption that any nucleic acid tests performed on plasmapools have to be considered
as donor screening. Therefore we would like to suggest the addition of a clarification
concerning the requirements for the NAT testing of plasmapools which consist of already
tested plasma units or subpools (=minipools).

Under individual Short Supply agreements ZLB purchases recovered plasma from many

licensed US blood banks. Since mid 1999 this plasma is ,screened” in minipools by HCV
NAT. This NAT-testing is performed under an IND under the responsibility of the different
centers.

At ZLB, plasma units from different centers are pooled to one large production
plasmapool. Only plasma units, which have been certified to be tested negative at the
collection center for the viral markers required by our specifications are pooled. As it is

not feasible for a fractionator to retest each single plasma unit, we must rely on the
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certification of the collection centers, which are also audited on behalf of ZLB. As an
additional safety measure ZLB performs an additional NAT test for HCV, HIV and HBV as
an in-process control. If a plasmapool is found to be positive with these tests a deviation
report is issued and the plasmapool will be discarded.

It will not be possible to trace and identify the original positive donation from these
plasmapools, as the pool consists of approximately 12'000 donations from up to 30
different plasma collection centers. For this same reason the Draft Guidance states that
FDA does not consider final product testing of products made from pooled plasma to be
donor screening, because it may be extremely difficult to ascertain the identity of
individual donors.” At the ZLB, this problem is not only applicable to the final product but
also to the production plasmapool; we would not be able to meet the proposed
requirements for donor deferral, donor notification etc. In this case we would be forced to
stop testing our production pools for US products by NAT as an in-process control, which
is neither the intent of the draft guidance nor within the scope of current Good
Manufacturing Practices.

Therefore we would ask you to reconsider your position and to amend the Draft
Guidance for Industry with a clarification stating that this Guidance is not
applicable to production plasmapools and that an IND is only required for the first
testing of a donation by a NAT method, when this test is performed with the
intention of donor screening. Therefore all subsequent testing should be
considered as in-process tests, which do not require an IND, and which in the case
of a positive result do not require identification of the positive donor.

We highly appreciated the opportunity to submit our comments to this Guidance.

Sincerely yours

ZLB Central Laboratory
Blood Transfusion Service SRC

Dr/Andreés Gardi

Dr. Markus-Peter Muller
Execugive Vice President Head Compliance
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