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Public Health Service Act, are not sub-
ject to the regulations set forth in this 
subpart. 

§ 1271.400 Inspections. 
(a) If you are an establishment that 

manufactures HCT/Ps described in 
§ 1271.10, whether or not under contract, 
you must permit the Food and Drug 
Administration (FDA) to inspect any 
manufacturing location at any reason-
able time and in a reasonable manner 
to determine compliance with applica-
ble provisions of this part. The inspec-
tion will be conducted as necessary in 
the judgment of the FDA and may in-
clude your establishment, facilities, 
equipment, finished and unfinished ma-
terials, containers, processes, HCT/Ps, 
procedures, labeling, records, files, pa-
pers, and controls required to be main-
tained under the part. The inspection 
may be made with or without prior no-
tification and will ordinarily be made 
during regular business hours. 

(b) The frequency of inspection will 
be at the agency’s discretion. 

(c) FDA will call upon the most re-
sponsible person available at the time 
of the inspection of the establishment 
and may question the personnel of the 
establishment as necessary to deter-
mine compliance with the provisions of 
this part. 

(d) FDA’s representatives may take 
samples, may review and copy any 
records required to be kept under this 
part, and may use other appropriate 
means to record evidence of observa-
tions during inspections conducted 
under this subpart. 

(e) The public disclosure of records 
containing the name or other positive 
identification of donors or recipients of 
HCT/Ps will be handled in accordance 
with FDA’s procedures on disclosure of 
information as set forth in parts 20 and 
21 of this chapter. 

§ 1271.420 HCT/Ps offered for import. 
(a) Except as provided in paragraphs 

(c) and (d) of this section, when an 
HCT/P is offered for import, the im-
porter of record must notify, either be-
fore or at the time of importation, the 
director of the district of the Food and 
Drug Administration (FDA) having ju-
risdiction over the port of entry 
through which the HCT/P is imported 

or offered for import, or such officer of 
the district as the director may des-
ignate to act in his or her behalf in ad-
ministering and enforcing this part, 
and must provide sufficient informa-
tion for FDA to make an admissibility 
decision. 

(b) Except as provided in paragraphs 
(c) and (d) of this section, an HCT/P of-
fered for import must be held intact by 
the importer or consignee, under condi-
tions necessary to prevent trans-
mission of communicable disease, until 
an admissibility decision is made by 
FDA. The HCT/P may be transported 
under quarantine to the consignee, 
while the FDA district reviews the doc-
umentation accompanying the HCT/P. 
When FDA makes a decision regarding 
the admissibility of the HCT/P, FDA 
will notify the importer of record. 

(c) This section does not apply to re-
productive HCT/Ps regulated solely 
under section 361 of the Public Health 
Service Act and the regulations in this 
part, and donated by a sexually inti-
mate partner of the recipient for repro-
ductive use. 

(d) This section does not apply to pe-
ripheral blood stem/progenitor cells 
regulated solely under section 361 of 
the Public Health Service Act and the 
regulations in this part, except that 
paragraphs (a) and (b) of this section 
apply when circumstances occur under 
which such imported peripheral blood 
stem/progenitor cells may present an 
unreasonable risk of communicable 
disease transmission which indicates 
the need to review the information ref-
erenced in paragraph (a) of this sec-
tion. 

§ 1271.440 Orders of retention, recall, 
destruction, and cessation of manu-
facturing. 

(a) Upon an agency finding that there 
are reasonable grounds to believe that 
an HCT/P is a violative HCT/P because 
it was manufactured in violation of the 
regulations in this part and, therefore, 
the conditions of manufacture of the 
HCT/P do not provide adequate protec-
tions against risks of communicable 
disease transmission; or the HCT/P is 
infected or contaminated so as to be a 
source of dangerous infection to hu-
mans; or an establishment is in viola-
tion of the regulations in this part and, 
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therefore, does not provide adequate 
protections against the risks of com-
municable disease transmission, the 
Food and Drug Administration (FDA) 
may take one or more of the following 
actions: 

(1) Serve upon the person who dis-
tributed the HCT/P a written order 
that the HCT/P be recalled and/or de-
stroyed, as appropriate, and upon per-
sons in possession of the HCT/P that 
the HCT/P must be retained until it is 
recalled by the distributor, destroyed, 
or disposed of as agreed by FDA, or the 
safety of the HCT/P is confirmed; 

(2) Take possession of and/or destroy 
the violative HCT/P; or 

(3) Serve upon the establishment an 
order to cease manufacturing until 
compliance with the regulations of this 
part has been achieved. When FDA de-
termines there are reasonable grounds 
to believe there is a danger to health, 
such order will be effective imme-
diately. In other situations, such order 
will be effective after one of the fol-
lowing events, whichever is later: 

(i) Passage of 5 working days from 
the establishment’s receipt of the 
order; or 

(ii) If the establishment requests a 
hearing in accordance with paragraph 
(e) of this section and part 16 of this 
chapter, a decision in, and in accord-
ance with, those proceedings. 

(b) A written order issued under para-
graph (a) of this section will state with 
particularity the facts that justify the 
order. 

(c)(1) A written order issued under 
paragraph (a)(1) of this section will or-
dinarily provide that the HCT/P be re-
called and/or destroyed within 5 work-
ing days from the date of receipt of the 
order. After receipt of an order issued 
under paragraph (a)(1) of this section, 
the establishment in possession of the 
HCT/P must not distribute or dispose 
of the HCT/P in any manner except to 
recall and/or destroy the HCT/P con-
sistent with the provisions of the 
order, under the supervision of FDA. 

(2) In lieu of paragraph (c)(1) of this 
section, other arrangements for assur-

ing the proper disposition of the HCT/P 
may be agreed upon by the person re-
ceiving the written order and FDA. 
Such arrangements may include, 
among others, providing FDA with 
records or other written information 
that adequately ensure that the HCT/P 
has been recovered, processed, stored, 
and distributed in conformance with 
this part, and that, except as provided 
under §§ 1271.60, 1271.65, and 1271.90, the 
donor of the cells or tissue for the HCT/ 
P has been determined to be eligible. 

(d) A written order issued under para-
graph (a)(3) of this section will specify 
the regulations with which you must 
achieve compliance and will ordinarily 
specify the particular operations cov-
ered by the order. After receipt of an 
order that is in effect and issued under 
paragraph (a)(3) of this section, you 
must not resume operations without 
prior written authorization of FDA. 

(e) The recipient of an order issued 
under this section may request a hear-
ing in accordance with part 16 of this 
chapter. To request a hearing, the re-
cipient of the written order or prior 
possessor of such HCT/P must make 
the request within 5 working days of 
receipt of a written order for retention, 
recall, destruction, and/or cessation (or 
within 5 working days of the agency’s 
possession of an HCT/P under para-
graph (a)(2) of this section), in accord-
ance with part 16 of this chapter. An 
order of destruction will be held in 
abeyance pending resolution of the 
hearing request. Upon request under 
part 16 of this chapter, FDA will pro-
vide an opportunity for an expedited 
hearing for an order of cessation that 
is not stayed by the Commissioner of 
Food and Drugs. 

(f) FDA will not issue an order for 
the destruction of reproductive tissue 
under paragraph (a)(1) of this section, 
nor will it carry out such destruction 
itself under paragraph (a)(2) of this sec-
tion. 

PARTS 1272–1299 [RESERVED] 
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