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performed under § 610.40(a) and (b) or 
reactive for syphilis under § 610.40(i), 
then you must include in the device la-
beling a statement of warning indi-
cating that the product was manufac-
tured from a donation found to be reac-
tive by a screening test for evidence of 
infection due to the identified commu-
nicable disease agent(s). 

(b) FDA may approve an exception or 
alternative to the statement of warn-
ing required in paragraph (a) of this 
section based on evidence that the re-
activity of the human blood or blood 
component in the medical device pre-
sents no significant health risk 
through use of the medical device. 

[66 FR 31164, June 11, 2001]

§ 610.44 Use of reference panels by 
manufacturers of test kits. 

(a) When available and appropriate to 
verify acceptable sensitivity and speci-
ficity, you, a manufacturer of test kits, 
must use a reference panel you obtain 
from FDA or from an FDA designated 
source to test lots of the following 
products. You must test each lot of the 
following products, unless FDA informs 
you that less frequent testing is appro-
priate, based on your consistent prior 
production of products of acceptable 
sensitivity and specificity: 

(1) A test kit approved for use in test-
ing donations of human blood and 
blood components for evidence of infec-
tion due to communicable disease 
agents listed in § 610.40(a); and 

(2) Human immunodeficiency virus 
(HIV) test kit approved for use in the 
diagnosis, prognosis, or monitoring of 
this communicable disease agent. 

(b) You must not distribute a lot that 
is found to be not acceptable for sensi-
tivity and specificity under § 610.44(a). 
FDA may approve an exception or al-
ternative to this requirement. Appli-
cants must submit such requests in 
writing. However, in limited cir-
cumstances, such requests may be 
made orally and permission may be 
given orally by FDA. Oral requests and 
approvals must be promptly followed 
by written requests and written ap-
provals. 

[66 FR 31164, June 11, 2001]

§ 610.46 ‘‘Lookback’’ requirements. 
(a) Quarantine and notification. (1) All 

blood and plasma establishments are 
required to take appropriate action 
when a donor of Whole Blood, blood 
components, Source Plasma and 
Source Leukocytes tests repeatedly re-
active for antibody to human immuno-
deficiency virus (HIV), or otherwise is 
determined to be unsuitable when test-
ed in accordance with § 610.45. For 
Whole Blood, blood components, 
Source Plasma and Source Leukocytes 
collected from that donor within the 5 
years prior to the repeatedly reactive 
test, if intended for transfusion, or col-
lected within the 6 months prior to the 
repeatedly reactive test, if intended for 
further manufacture into injectable 
products, except those products exempt 
from quarantine in accordance with 
§ 610.46(c), the blood establishment 
shall promptly, within 72 hours: 

(i) Quarantine all such Whole Blood, 
blood components, Source Plasma and 
Source Leukocytes from previous col-
lections held at that establishment; 
and 

(ii) Notify consignees of the repeat-
edly reactive HIV screening test re-
sults so that all Whole Blood, blood 
components, Source Plasma and 
Source Leukocytes from previous col-
lections they hold are quarantined. 

(2) Consignees notified in accordance 
with paragraph (a)(1)(ii) of this section 
shall quarantine Whole Blood, blood 
components, Source Plasma and 
Source Leukocytes held at that estab-
lishment except as provided in para-
graph (c) of this section. 

(b) Further testing and notification of 
consignees of results. Blood establish-
ments that have collected Whole 
Blood, blood components, Source Plas-
ma or Source Leukocytes from a donor 
as described in paragraph (a) of this 
section shall perform a licensed, more 
specific test for HIV on the donor’s 
blood, and in the case of distributed 
products, further shall notify the con-
signee(s) of the results of this test, 
within 30 calendar days after the do-
nor’s repeatedly reactive test. Pending 
the availability of a licensed, more spe-
cific test for HIV–2, a second, different 
screening test for antibody to HIV–2 
shall be used along with a licensed, 
more specific test for HIV–1. 
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(c) Exemption from quarantine. Prod-
ucts intended for transfusion need not 
be held in quarantine if a determina-
tion has been made that the Whole 
Blood, blood components, Source Plas-
ma or Source Leukocytes was collected 
more than 12 months prior to the do-
nor’s most recent negative antibody 
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]
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