Criteria for Exenption of Lot Rel ease (8/26/88)

Dat e: August 26, 1988
From Director, Center for Biologics Evaluation and Research
Subject: Criteria for Exenption of Lot Rel ease

To: Li censed Manufacturers of Bl ood G oupi ng Reagents

This is to notify you that effective i mediately, the Center for
Bi ol ogi cs Eval uati on and Research (CBER) will consider requests
for exemption fromofficial product |ot release of Blood G ouping
Reagent specificities: Anti-A; Anti-B; and Anti-D (slide and
nodi fi ed tube high protein) produced from human bl ood.

The followi ng informati on nmust be provided for each specificity
for which the exenption is requested:

1. A sunmary of all lots manufactured for each
specificity identifying the total nunber of lots
processed and the nunber of lots prepared initially
for licensure but not subnitted for rel ease.

2. A sunmary of the disposition of those lots
manuf act ured and not subnmitted for rel ease.

3. A detailed summary of all valid conplaints to include
| abeling errors, presence of contami nating
anti bodi es, decreased potency and presence of
particul ate matter; and the actions taken by the
manuf acturer for each product not identified.

4, Annual summary report of all |ots manufactured,
rel eased, and distributed.

The above docunentation should cover a period of three years of
manuf acturing prior to the date of the request.

Subsequent to an acceptance of an exenption, each manufacturer
will be required to subnmit one | ot of each specificity annually
for surveillance purposes.

Additionally, there must be a history of satisfactory
establishnment inspection by the FDA during the i mediate
proceedi ng three years.



Acceptance of this exenption does not exenpt the manufacturer
from appropriate ongoi ng i n-house stability studies of
representative |lots of each specificity for review at periodic
i nspections. (21 CFR 660. 21)

Paul D. Parkman, M D.



