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steps to inactivate or remove adven-
titious agents, preservation for stor-
age, and removal from storage. 

(gg) Quality audit means a docu-
mented, independent inspection and re-
view of an establishment’s activities 
related to core CGTP requirements. 
The purpose of a quality audit is to 
verify, by examination and evaluation 
of objective evidence, the degree of 
compliance with those aspects of the 
quality program under review. 

(hh) Quality program means an orga-
nization’s comprehensive system for 
manufacturing and tracking HCT/Ps in 
accordance with this part. A quality 
program is designed to prevent, detect, 
and correct deficiencies that may lead 
to circumstances that increase the risk 
of introduction, transmission, or 
spread of communicable diseases. 

(ii) Recovery means obtaining from a 
human donor cells or tissues that are 
intended for use in human implanta-
tion, transplantation, infusion, or 
transfer. 

(jj) Storage means holding HCT/Ps for 
future processing and/or distribution. 

(kk) Validation means confirmation 
by examination and provision of objec-
tive evidence that particular require-
ments can consistently be fulfilled. 
Validation of a process, or process vali-
dation, means establishing by objective 
evidence that a process consistently 
produces a result or HCT/P meeting its 
predetermined specifications. 

(ll) Verification means confirmation 
by examination and provision of objec-
tive evidence that specified require-
ments have been fulfilled. 

[66 FR 5466, Jan. 19, 2001, as amended at 68 
FR 3826, Jan. 27, 2004; 69 FR 29829, May 25, 
2004; 69 FR 68680, Nov. 24, 2004] 

§ 1271.10 Are my HCT/P’s regulated 
solely under section 361 of the PHS 
Act and the regulations in this part, 
and if so what must I do? 

(a) An HCT/P is regulated solely 
under section 361 of the PHS Act and 
the regulations in this part if it meets 
all of the following criteria: 

(1) The HCT/P is minimally manipu-
lated; 

(2) The HCT/P is intended for homolo-
gous use only, as reflected by the label-
ing, advertising, or other indications of 
the manufacturer’s objective intent; 

(3) The manufacture of the HCT/P 
does not involve the combination of 
the cells or tissues with another arti-
cle, except for water, crystalloids, or a 
sterilizing, preserving, or storage 
agent, provided that the addition of 
water, crystalloids, or the sterilizing, 
preserving, or storage agent does not 
raise new clinical safety concerns with 
respect to the HCT/P; and 

(4) Either: 
(i) The HCT/P does not have a sys-

temic effect and is not dependent upon 
the metabolic activity of living cells 
for its primary function; or 

(ii) The HCT/P has a systemic effect 
or is dependent upon the metabolic ac-
tivity of living cells for its primary 
function, and: 

(a) Is for autologous use; 
(b) Is for allogeneic use in a first-de-

gree or second-degree blood relative; or 
(c) Is for reproductive use. 
(b) If you are a domestic or foreign 

establishment that manufactures an 
HCT/P described in paragraph (a) of 
this section: 

(1) You must register with FDA; 
(2) You must submit to FDA a list of 

each HCT/P manufactured; and 
(3) You must comply with the other 

requirements contained in this part. 

[66 FR 5466, Jan. 19, 2001, as amended at 69 
FR 68681, Nov. 24, 2004] 

§ 1271.15 Are there any exceptions 
from the requirements of this part? 

(a) You are not required to comply 
with the requirements of this part if 
you are an establishment that uses 
HCT/P’s solely for nonclinical sci-
entific or educational purposes. 

(b) You are not required to comply 
with the requirements of this part if 
you are an establishment that removes 
HCT/P’s from an individual and im-
plants such HCT/P’s into the same indi-
vidual during the same surgical proce-
dure. 

(c) You are not required to comply 
with the requirements of this part if 
you are a carrier who accepts, receives, 
carries, or delivers HCT/P’s in the 
usual course of business as a carrier. 

(d) You are not required to comply 
with the requirements of this part if 
you are an establishment that does not 
recover, screen, test, process, label, 
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package, or distribute, but only re-
ceives or stores HCT/P’s solely for im-
plantation, transplantation, infusion, 
or transfer within your facility. 

(e) You are not required to comply 
with the requirements of this part if 
you are an establishment that only re-
covers reproductive cells or tissue and 
immediately transfers them into a sex-
ually intimate partner of the cell or 
tissue donor. 

(f) You are not required to register or 
list your HCT/P’s independently, but 
you must comply with all other appli-
cable requirements in this part, if you 
are an individual under contract, 
agreement, or other arrangement with 
a registered establishment and engaged 
solely in recovering cells or tissues and 
sending the recovered cells or tissues 
to the registered establishment. 

§ 1271.20 If my HCT/P’s do not meet 
the criteria in § 1271.10, and I do 
not qualify for any of the excep-
tions in § 1271.15, what regulations 
apply? 

If you are an establishment that 
manufactures an HCT/P that does not 
meet the criteria set out in § 1271.10(a), 
and you do not qualify for any of the 
exceptions in § 1271.15, your HCT/P will 
be regulated as a drug, device, and/or 
biological product under the act and/or 
section 351 of the PHS Act, and appli-
cable regulations in title 21, chapter I. 
Applicable regulations include, but are 
not limited to, §§ 207.20(f), 210.1(c), 210.2, 
211.1(b), 807.20(d), and 820.1(a) of this 
chapter, which require you to follow 
the procedures in subparts B, C, and D 
of this part. 

Subpart B—Procedures for 
Registration and Listing 

§ 1271.21 When do I register, submit an 
HCT/P list, and submit updates? 

(a) You must register and submit a 
list of every HCT/P that your establish-
ment manufactures within 5 days after 
beginning operations or within 30 days 
of the effective date of this regulation, 
whichever is later. 

(b) You must update your establish-
ment registration annually in Decem-
ber, except as required by § 1271.26. You 
may accomplish your annual registra-
tion in conjunction with updating your 

HCT/P list under paragraph (c) of this 
section. 

(c)(i) If no change described in 
§ 1271.25(c) has occurred since you pre-
viously submitted an HCT/P list, you 
are not required to update your listing. 

(ii) If a change described in 
§ 1271.25(c) has occurred, you must up-
date your HCT/P listing with the new 
information: 

(a) At the time of the change, or 
(b) Each June or December, which-

ever month occurs first after the 
change. 

[69 FR 68681, Nov. 24, 2004] 

§ 1271.25 What information is required 
for establishment registration and 
HCT/P listing? 

(a) Your establishment registration 
Form FDA 3356 must include: 

(1) The legal name(s) of the establish-
ment; 

(2) Each location, including the 
street address of the establishment and 
the postal service zip code; 

(3) The name, address, and title of 
the reporting official; and 

(4) A dated signature by the report-
ing official affirming that all informa-
tion contained in the establishment 
registration and HCT/P listing form is 
true and accurate, to the best of his or 
her knowledge. 

(b) Your HCT/P listing must include 
all HCT/P’s (including the established 
name and the proprietary name) that 
you recover, process, store, label, pack-
age, distribute, or for which you per-
form donor screening or testing. You 
must also state whether each HCT/P 
meets the criteria set out in § 1271.10. 

(c) Your HCT/P listing update must 
include: 

(1) A list of each HCT/P that you 
have begun recovering, processing, 
storing, labeling, packaging, distrib-
uting, or for which you have begun 
donor screening or testing, that has 
not been included in any list previously 
submitted. You must provide all of the 
information required by § 1271.25(b) for 
each new HCT/P. 

(2) A list of each HCT/P formerly list-
ed in accordance with § 1271.21(a) for 
which you have discontinued recovery, 
processing, storage, labeling, pack-
aging, distribution, or donor screening 
or testing, including for each HCT/P so 
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