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A look back procedure consists of tracing previous donations and testing of
any retained samples within a timeframe of at least 6 months prior to the last
negative donation. Any departure from a 6 month look back period should be
clearly stated and adequately justified. However, the time should be at least
equal to the maximum test specific window period prior to the last donation
with a negative test result. The following should be considered:

* Donations which have not been processed should be identified and withdrawn
from processing pending further investigation. The operation of an appropriate
inventory hold (e.g. 60 days) may be helpful in this respect.
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In addition to donor management strategies and standards, PPTA has issued a
plasma unit management standard called Inventory Hold. This standard states that
collected plasma will be held in inventory for at least 60 days from the time
of collection. This allows the retrieval of units as a result of post—donation
information (information that was not known at the time of donation) that would
have disqualified the donor. This information could include admitting high-risk
behavior; becoming reactive for HIV, HBV, or HCV; or providing incorrect
information about international travel
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. R OEZS:REGISTRY OF CLOTTING FACTOR CONCENTRATES Ninth Edition, 2012 (WFH)
TABLE 1-B. PLASMA INVENTORY HOLD AND NAT TESTING OF MINI-POOLS

COMPANY ORFRACTIONATOR INVENTORY MINI-POOL MINI-POOL NAT TESTS MANUFACTURING POOL NAT TESTS NAT ON FINAL PRODUCT
HOLD SIZE

CSL Behring: United States, Germany 60+ days 512 or fewer HAV, HBV, HCV, HIV-1, B-19 parvovirus HAV, HBV, HCV, HIV, B-19 parvovirus No

Baxter BioScience: United States, Austria, ltaly 60+ days 512 or fewer HAV, HBV, HCV, HIV-1, B-19 parvovirus HAV, HBV, HCV, HIV 1-2, B-19 parvovirus No

Talecris: United States 60+ days 96 or 480 HBV, HCV, HIV 1, B-19 parvovirus HBV, HCV, HIV-1, B-19 parvovirus No

Grifols: United States, Spain, Czech Republic, 60+ days 512 or fewer HAV, HBV, HCV, HIV, B-19 parvovirus HBV, HCV, HIV, B-19 parvovirus

Slovakia

Bio Products Laboratory, UK 60 days 512 or fewer HAV, HBV, HCV, HIV 1-2, B-19 parvovirus European requirement!

Biotest: Germany 60 days 960 HAV, HBC, HCV, HIV 1, HIV 2, B-19 parvovirus HBV, HCV, HIV No

Intersero: Germany 60+ days 960 HAV, HBV, HCV, HIV-1, B-19 parvovirus HBV, HCV, HIV

German Red Cross BSO NSTOB 2 months 48 HAV, HBV, HCV, HIV-1, B-19 parvovirus European requirement!

Octapharma: Sweden, Austria, Germany, USA 2 months? 16-512 (HBV, B-19 parvovirus, HAV, HCV, HIV-1. European requirement! No

Finnish Red Cross BS: Finland 10r96 HBV, HCV, HIV (individual) HAV, FRC BS does not make plasma pools
B-19 parvovirus (mini-pool)

Sanquin: The Netherlands 480 0r6 HCV (6), HIV (6), HBV (6), B-19 parvovirus (480), HAV (480) HBV, HCV, HIV, B-19 parvovirus No

LFB: France 80+ days ¢ (1) 300; (2) 1000 (1) B-19 parvovirus; (2) HAV, HCV HAV, HBV, HCV, HIV-1, B-19 parvovirus

Kedrion: Italy 60+ days 480 or fewer HBV, HCV, HIV, B-19 parvovirus European requirement!
(HAV if required)

National Bioproducts Institute, 12and 216 HCV, HIV, HAV, B-19 parvovirus HCV, HIV, HAV

South Africa

CSL Biotherapies, Australia 480 HCV, HIV (see exceptions below) HCV, HIV, B193 (see exceptions below)

Australian Red Cross Blood Service 480/512 HCV,HIV, B193(optional) HCV, HIV, B193

Fractionated at CSL Biotherapies

New Zealand Blood Service 480/512 HCV, HIV, B193 (optional) HCV, HIV, B193

Fractionated at CSL Biotherapies

Hong Kong Red Cross BTS HCV, HIV

Fractionated at CSL Biotherapies

Blood Services Group, Singapore 480/512 HCV, HIV (optional) HCV, HIV

Fractionated at CSL Biotherapies

National Blood Centre of Malaysia 480 /512 HCV, HIV HCV, HIV

Fractionated at CSL Biotherapies

Taiwan Blood Services Foundation 480/512 HCV, HIV, HBV, HAV, B19 HCV, HIV (optional HBV, HAV, B19)

Fractionated at CSL Biotherapies

GreenCross: South Korea 45 days <450 HAV, HCV HAV, HBV, HCV, HIV HAV, HBV, HCV, HIV

Japanese Red Cross: Japan 6 months 20 HBV, HCV, HIV-1 HBV, HCV, HIV-1 HAV, HBV, HCV, HIV-1,B-19

parvovirus

Kaketsuken: Japan 6 months (1) 50, (2) 500 (1) HBV, HCV, HIV-1, HAV, HBV, HCV, HIV-1, B-19 parvovirus HAV, HBV, HCV, HIV-1,B-19
(2) HAV, B-19 parvovirus parvovirus

Benesis, Japan 6 months 50 HBV, HCV, HIV-1 HBV, HCV, HIV-1 HAV, HBV, HCV, HIV-1,B-19

parvovirus
Shanghai RAAS Blood Products: China 60+ days 48 HBV, HCV, HIV-1 HBV, HCV, HIV-1 HBV, HCV, HIV-1

1. The European Pharmacopoeia requires HCV testing by NAT.

2. Since October, 2005, NAT tests for HCV HBV and HIV are performed on individual donations.

3. Applicable to Rh(D) plasma and recovered plasma for Rh(D) diluent.

4. A minimal 80 day observation period between the day of collection and thawing, and a minimal 90 day observation

period between the day of collection and the first step of the manufacturing process

5. These tests are not performed by LFB when they are already carried out by the local testing centre during the biological

qualification of the donation.

6. 60 days inventory hold performed on US Plasma only.
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