













































































collection of 12,000,000 blood donations, a repeat reactive rate of
0.1% will require the quarantine of from one to four components
from 12,000 donations. Based upon FDA’s estimate of 2.5 million
dollars, the resulting cost is approximately $208 per donation to
quarantine and notify consignees of up to four components.
Believes the cost to be more realistically in the range of $500 per
occurrence, which would more than double the FDA’s estimate. The
cost will be even higher if the two week limit is not extended to
allow for the economies of batching.
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HIV LOOKBACK
FLOW CHART 2

SCREENING
EIA REPEATEDLY REACTIVE FOR ANTI-HIV

l

610.46(A)

l

OR

MANUFACTURE

QUARANTINE AND NOTIFICATION:
ALL UNITS FROM DONOR WITH 5 YEARS PRIOR TO CURRENT TEST, IF
INTENDED FOR TRANSFUSION.

WITH 6 MONTHS PRIOR TO CURRENT TEST IF INTENDED FOR FURTHER

l

QUARANTINE

ALL BLOOD/BLOOD
COMPONENTS
(FROM

PRIOR DONATIONS)
IN INVENTORY

I

PRODUCTS INTENDED FOR
TRANSFUSION COLLECTED
MORE THAN 12 MONTHS
PRIOR TO THE DONOR'S
MOST RECENT NEGATIVE
SCREENING TEST ARE
EXEMPT FROM QUARANTINE

NOTIFY

CONSIGNEE TO QUARANTINE
BLOOD/BLOOD COMPONENTS
(FROM PRIOR DONATIONS)

|

CONSIGNEE WILL QUARANTINE
ALL UNPOOLED BLOOD PRODUCTS
IN INVENTORY







