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screening test when tested in accord-
ance with § 610.45. Pooled Source Plas-
ma and Source Leukocytes are exempt 
from quarantine. 

(d) Release from quarantine. Whole 
Blood, blood components, Source Plas-
ma and Source Leukocytes intended 
for transfusion or further manufacture 
which have been quarantined under 
paragraph (a) of this section may be re-
leased if the donor is subsequently 
tested for antibody to HIV as provided 
in paragraph (b) of this section and the 
test result is negative, absent other in-
formative test results. 

(e) Actions under this section do not 
constitute a product recall as defined 
in § 7.3(g) of this chapter. 

[61 FR 47423, Sept. 9, 1996] 

§ 610.47 ‘‘Lookback’’ notification re-
quirements for transfusion services. 

(a) Transfusion services that are not 
subject to the Health Care Financing 
Administration’s regulations on condi-
tions of Medicare participation for hos-
pitals (42 CFR part 482) are required to 
take appropriate action in accordance 
with paragraphs (b) and (c) of this sec-
tion when a recipient has received 
Whole Blood or blood components from 
a donor determined to be unsuitable 
when tested for human immuno-
deficiency virus (HIV) infection in ac-
cordance with § 610.45 and the results of 
the additional tests as provided for in 
§ 610.46(b) are positive. 

(b) Notification of recipients of prior 
transfusion. If the transfusion service 
has administered Whole Blood or blood 
components as described in paragraph 
(a) of this section, the transfusion serv-
ice shall notify the recipient’s attend-
ing physician (physician of record) and 
ask him or her to inform the recipient 
of the need for HIV testing and coun-
seling. If the physician is unavailable 
or declines to notify the recipient, the 
transfusion service shall notify the re-
cipient and inform the recipient of the 
need for HIV testing and counseling. 
The notification process shall include a 
minimum of three attempts to notify 
the recipient and be completed within 
a maximum 8 weeks of receipt of the 
result of the licensed, more specific 
test for HIV. The transfusion service is 
responsible for notification, including 
basic explanations to the recipient and 

referral for counseling, and shall docu-
ment the notification or attempts to 
notify the attending physician or the 
recipient, pursuant to § 606.160 of this 
chapter. 

(c) Notification to legal representative 
or relative. If the transfusion recipient 
has been adjudged incompetent by a 
State court, the transfusion service or 
physician must notify a legal rep-
resentative designated in accordance 
with State law. If the transfusion re-
cipient is competent, but State law 
permits a legal representative or rel-
ative to receive the information on the 
recipient’s behalf, the transfusion serv-
ice or physician must notify the recipi-
ent or his or her legal representative or 
relative. If the transfusion recipient is 
deceased, the transfusion service or 
physician must continue the notifica-
tion process and inform the deceased 
recipient’s legal representative or rel-
ative. Reasons for notifying the recipi-
ent’s relative or legal representative on 
his or her behalf shall be documented 
pursuant to § 606.160 of this chapter. 

[61 FR 47423, Sept. 9, 1996] 

Subpart F—Dating Period 
Limitations 

§ 610.50 Date of manufacture. 

The date of manufacture shall be de-
termined as follows: 

(a) For products for which an official 
standard of potency is prescribed in ei-
ther § 610.20 or § 610.21, or which are sub-
ject to official potency tests, the date 
of initiation by the manufacturer of 
the last valid potency test. 

(b) For products that are not subject 
to official potency tests, (1) the date of 
removal from animals, (2) the date of 
extraction, (3) the date of solution, (4) 
the date of cessation of growth, or (5) 
the date of final sterile filtration of a 
bulk solution, whichever is applicable. 

[38 FR 32056, Nov. 20, 1973, as amended at 42 
FR 27582, May 31, 1977] 

§ 610.53 Dating periods for licensed bi-
ological products. 

(a) General. The minimum dating pe-
riods in paragraph (c) of this section 
are based on data relating to usage, 
clinical experience, or laboratory tests 
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