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(ii) Appropriate measures are taken 
to screen and test the donor(s) before 
transfer to the recipient. 

(4) A cryopreserved embryo, origi-
nally exempt under paragraph (a)(2) of 
this section at the time of 
cryopreservation, that is subsequently 
intended for directed or anonymous do-
nation. When possible, appropriate 
measures should be taken to screen and 
test the semen and oocyte donors be-
fore transfer of the embryo to the re-
cipient. 

(b) Required labeling. As applicable, 
you must prominently label an HCT/P 
described in paragraph (a) of this sec-
tion as follows: 

(1) ‘‘FOR AUTOLOGOUS USE 
ONLY,’’ if it is stored for autologous 
use. 

(2) ‘‘NOT EVALUATED FOR INFEC-
TIOUS SUBSTANCES,’’ unless you 
have performed all otherwise applica-
ble screening and testing under 
§§ 1271.75, 1271.80, and 1271.85. This para-
graph does not apply to reproductive 
cells or tissue labeled in accordance 
with paragraph (b)(6) of this section. 

(3) Unless the HCT/P is for 
autologous use only, ‘‘WARNING: Ad-
vise recipient of communicable disease 
risks,’’ 

(i) When the donor-eligibility deter-
mination under § 1271.50(a) is not per-
formed or is not completed; or 

(ii) If the results of any screening or 
testing performed indicate: 

(A) The presence of relevant commu-
nicable disease agents and/or 

(B) Risk factors for or clinical evi-
dence of relevant communicable dis-
ease agents or diseases. 

(4) With the Biohazard legend shown 
in § 1271.3(h), if the results of any 
screening or testing performed indi-
cate: 

(i) The presence of relevant commu-
nicable disease agents and/or 

(ii) Risk factors for or clinical evi-
dence of relevant communicable dis-
ease agents or diseases. 

(5) ‘‘WARNING: Reactive test results 
for (name of disease agent or disease),’’ 
in the case of reactive test results. 

(6) ‘‘Advise recipient that screening 
and testing of the donor(s) were not 
performed at the time of 
cryopreservation of the reproductive 
cells or tissue, but have been performed 

subsequently,’’ for paragraphs (a)(3) or 
(a)(4) of this section. 

[69 FR 29830, May 25, 2004, as amended at 70 
FR 29952, May 25, 2005] 

Subpart D—Current Good Tissue 
Practice 

SOURCE: 69 FR 68681, Nov. 24, 2004, unless 
otherwise noted. 

§ 1271.145 Prevention of the introduc-
tion, transmission, or spread of 
communicable diseases. 

You must recover, process, store, 
label, package, and distribute HCT/Ps, 
and screen and test cell and tissue do-
nors, in a way that prevents the intro-
duction, transmission, or spread of 
communicable diseases. 

§ 1271.150 Current good tissue practice 
requirements. 

(a) General. This subpart D and sub-
part C of this part set forth current 
good tissue practice (CGTP) require-
ments. You must follow CGTP require-
ments to prevent the introduction, 
transmission, or spread of commu-
nicable diseases by HCT/Ps (e.g., by en-
suring that the HCT/Ps do not contain 
communicable disease agents, that 
they are not contaminated, and that 
they do not become contaminated dur-
ing manufacturing). Communicable 
diseases include, but are not limited to, 
those transmitted by viruses, bacteria, 
fungi, parasites, and transmissible 
spongiform encephalopathy agents. 
CGTP requirements govern the meth-
ods used in, and the facilities and con-
trols used for, the manufacture of HCT/ 
Ps, including but not limited to all 
steps in recovery, donor screening, 
donor testing, processing, storage, la-
beling, packaging, and distribution. 
The CGTP provisions specifically gov-
erning determinations of donor eligi-
bility, including donor screening and 
testing, are set out separately in sub-
part C of this part. 

(b) Core CGTP requirements. The fol-
lowing are core CGTP requirements: 

(1) Requirements relating to facili-
ties in § 1271.190(a) and (b); 

(2) Requirements relating to environ-
mental control in § 1271.195(a); 

(3) Requirements relating to equip-
ment in § 1271.200(a); 
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(4) Requirements relating to supplies 
and reagents in § 1271.210(a) and (b); 

(5) Requirements relating to recovery 
in § 1271.215; 

(6) Requirements relating to proc-
essing and process controls in § 1271.220; 

(7) Requirements relating to labeling 
controls in § 1271.250(a) and (b); 

(8) Requirements relating to storage 
in § 1271.260 (a) through (d); 

(9) Requirements relating to receipt, 
predistribution shipment, and distribu-
tion of an HCT/P in § 1271.265(a) through 
(d); and 

(10) Requirements relating to donor 
eligibility determinations, donor 
screening, and donor testing in 
§§ 1271.50, 1271.75, 1271.80, and 1271.85. 

(c) Compliance with applicable require-
ments—(1) Manufacturing arrangements 
(i) If you are an establishment that en-
gages in only some operations subject 
to the regulations in this subpart and 
subpart C of this part, and not others, 
then you need only comply with those 
requirements applicable to the oper-
ations that you perform. 

(ii) If you engage another establish-
ment (e.g., a laboratory to perform 
communicable disease testing, or an ir-
radiation facility to perform terminal 
sterilization), under a contract, agree-
ment, or other arrangement, to per-
form any step in manufacture for you, 
that establishment is responsible for 
complying with requirements applica-
ble to that manufacturing step. 

(iii) Before entering into a contract, 
agreement, or other arrangement with 
another establishment to perform any 
step in manufacture for you, you must 
ensure that the establishment complies 
with applicable CGTP requirements. If, 
during the course of this contract, 
agreement, or other arrangement, you 
become aware of information sug-
gesting that the establishment may no 
longer be in compliance with such re-
quirements, you must take reasonable 
steps to ensure the establishment com-
plies with those requirements. If you 
determine that the establishment is 
not in compliance with those require-
ments, you must terminate your con-
tract, agreement, or other arrange-
ment with the establishment. 

(2) If you are the establishment that 
determines that an HCT/P meets all re-
lease criteria and makes the HCT/P 

available for distribution, whether or 
not you are the actual distributor, you 
are responsible for reviewing manufac-
turing and tracking records to deter-
mine that the HCT/P has been manu-
factured and tracked in compliance 
with the requirements of this subpart 
and subpart C of this part and any 
other applicable requirements. 

(3) With the exception of §§ 1271.150(c) 
and 1271.155 of this subpart, the regula-
tions in this subpart are not being im-
plemented for reproductive HCT/Ps de-
scribed in § 1271.10 and regulated solely 
under section 361 of the Public Health 
Service Act and the regulations in this 
part, or for the establishments that 
manufacture them. 

(d) Compliance with parts 210, 211, and 
820 of this chapter. With respect to HCT/ 
Ps that are drugs (subject to review 
under an application submitted under 
section 505 of the Federal Food, Drug, 
and Cosmetic Act or under a biological 
product license application under sec-
tion 351 of the Public Health Service 
Act) or that are devices (subject to pre-
market review or notification under 
the device provisions of the act or 
under a biological product license ap-
plication under section 351 of the Pub-
lic Health Service Act), the procedures 
contained in this subpart and in sub-
part C of this part and the current good 
manufacturing practice regulations in 
parts 210 and 211 of this chapter and the 
quality system regulations in part 820 
of this chapter supplement, and do not 
supersede, each other unless the regu-
lations explicitly provide otherwise. In 
the event that a regulation in part 1271 
of this chapter is in conflict with a re-
quirement in parts 210, 211, or 820 of 
this chapter, the regulations more spe-
cifically applicable to the product in 
question will supersede the more gen-
eral. 

(e) Where appropriate. When a require-
ment is qualified by ‘‘where appro-
priate,’’ it is deemed to be ‘‘appro-
priate’’ unless you can document jus-
tification otherwise. A requirement is 
‘‘appropriate’’ if nonimplementation of 
the requirement could reasonably be 
expected to result in the HCT/P not 
meeting its specified requirements re-
lated to prevention of introduction, 
transmission, or spread of commu-
nicable diseases, or in your inability to 
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carry out any necessary corrective ac-
tion. 

§ 1271.155 Exemptions and alter-
natives. 

(a) General. You may request an ex-
emption from or alternative to any re-
quirement in subpart C or D of this 
part. 

(b) Request for exemption or alternative. 
Submit your request under this section 
to the Director of the appropriate Cen-
ter (the Director), e.g., the Center for 
Biologics Evaluation and Research or 
the Center for Devices and Radio-
logical Health. The request must be ac-
companied by supporting documenta-
tion, including all relevant valid sci-
entific data, and must contain either: 

(1) Information justifying the re-
quested exemption from the require-
ment, or 

(2) A description of a proposed alter-
native method of meeting the require-
ment. 

(c) Criteria for granting an exemption 
or alternative. The Director may grant 
an exemption or alternative if he or 
she finds that such action is consistent 
with the goals of protecting the public 
health and/or preventing the introduc-
tion, transmission, or spread of com-
municable diseases and that: 

(1) The information submitted justi-
fies an exemption; or 

(2) The proposed alternative satisfies 
the purpose of the requirement. 

(d) Form of request. You must ordi-
narily make your request for an ex-
emption or alternative in writing (hard 
copy or electronically). However, if cir-
cumstances make it difficult (e.g., 
there is inadequate time) to submit 
your request in writing, you may make 
the request orally, and the Director 
may orally grant an exemption or al-
ternative. You must follow your oral 
request with an immediate written re-
quest, to which the Director will re-
spond in writing. 

(e) Operation under exemption or alter-
native. You must not begin operating 
under the terms of a requested exemp-
tion or alternative until the exemption 
or alternative has been granted. You 
may apply for an extension of an ex-
emption or alternative beyond its expi-
ration date, if any. 

(f) Documentation. If you operate 
under the terms of an exemption or al-
ternative, you must maintain docu-
mentation of: 

(1) FDA’s grant of the exemption or 
alternative, and 

(2) The date on which you began op-
erating under the terms of the exemp-
tion or alternative. 

(g) Issuance of an exemption or alter-
native by the Director. In a public health 
emergency, the Director may issue an 
exemption from, or alternative to, any 
requirement in part 1271. The Director 
may issue an exemption or alternative 
under this section if the exemption or 
alternative is necessary to assure that 
certain HCT/Ps will be available in a 
specified location to respond to an un-
anticipated immediate need for those 
HCT/Ps. 

§ 1271.160 Establishment and mainte-
nance of a quality program. 

(a) General. If you are an establish-
ment that performs any step in the 
manufacture of HCT/Ps, you must es-
tablish and maintain a quality pro-
gram intended to prevent the introduc-
tion, transmission, or spread of com-
municable diseases through the manu-
facture and use of HCT/Ps. The quality 
program must be appropriate for the 
specific HCT/Ps manufactured and the 
manufacturing steps performed. The 
quality program must address all core 
CGTP requirements listed in 
§ 1271.150(b). 

(b) Functions. Functions of the qual-
ity program must include: 

(1) Establishing and maintaining ap-
propriate procedures relating to core 
CGTP requirements, and ensuring com-
pliance with the requirements of 
§ 1271.180 with respect to such proce-
dures, including review, approval, and 
revision; 

(2) Ensuring that procedures exist for 
receiving, investigating, evaluating, 
and documenting information relating 
to core CGTP requirements, including 
complaints, and for sharing any infor-
mation pertaining to the possible con-
tamination of the HCT/P or the poten-
tial for transmission of a commu-
nicable disease by the HCT/P with the 
following: 
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