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controlled until the required inspec-
tion and tests or other verification ac-
tivities have been completed, or nec-
essary approvals are received and docu-
mented. Sampling of in-process HCT/Ps
must be representative of the material
to be evaluated.

(d) Dura mater. (1) When there is a
published validated process that re-
duces the risk of transmissible
spongiform encephalopathy, you must
use this process for dura mater (or an
equivalent process that you have vali-
dated), unless following this process
adversely affects the clinical utility of
the dura mater.

(2) When you use a published vali-
dated process, you must verify such a
process in your establishment.

§1271.225 Process changes.

Any change to a process must be
verified or validated in accordance
with §1271.230, to ensure that the
change does not create an adverse im-
pact elsewhere in the operation, and
must be approved before implementa-
tion by a responsible person with ap-
propriate knowledge and background.
You must communicate approved
changes to the appropriate personnel in
a timely manner.

§1271.230 Process validation.

(a) General. Where the results of proc-
essing described in §1271.220 cannot be
fully verified by subsequent inspection
and tests, you must validate and ap-
prove the process according to estab-
lished procedures. The validation ac-
tivities and results must be docu-
mented, including the date and signa-
ture of the individual(s) approving the
validation.

(b) Written representation. Any writ-
ten representation that your proc-
essing methods reduce the risk of
transmission of communicable disease
by an HCT/P, including but not limited
to, a representation of sterility or
pathogen inactivation of an HCT/P,
must be based on a fully verified or
validated process.

(c) Changes. When changes to a vali-
dated process subject to paragraph (a)
of this section occur, you must review
and evaluate the process and perform
revalidation where appropriate. You
must document these activities.

§1271.260

§1271.250 Labeling controls.

(a) General. You must establish and
maintain procedures to control the la-
beling of HCT/Ps. You must design
these procedures to ensure proper HCT/
P identification and to prevent mix-
ups.

(b) Verification. Procedures must in-
clude verification of label accuracy,
legibility, and integrity.

(c) Labeling requirements. Procedures
must ensure that each HCT/P is labeled
in accordance with all applicable label-
ing requirements, including those in
§§1271.55,  1271.60, 1271.65,  1271.90,
1271.290, and 1271.370, and that each
HCT/P made available for distribution
is accompanied by documentation of
the donor eligibility determination as
required under §1271.55.

§1271.260 Storage.

(a) Control of storage areas. You must
control your storage areas and stock
rooms to prevent:

(1) Mix-ups, contamination,
cross-contamination of HCT/Ps,
plies, and reagents, and

(2) An HCT/P from being improperly
made available for distribution.

(b) Temperature. You must store HCT/
Ps at an appropriate temperature.

(c) Expiration date. Where appro-
priate, you must assign an expiration
date to each HCT/P based on the fol-
lowing factors:

(1) HCT/P type;

(2) Processing, including the method
of preservation;

(3) Storage conditions; and

(4) Packaging.

(d) Corrective action. You must take
and document corrective action when-
ever proper storage conditions are not
met.

(e) Acceptable temperature limits. You
must establish acceptable temperature
limits for storage of HCT/Ps at each
step of the manufacturing process to
inhibit the growth of infectious agents.
You must maintain and record storage
temperatures for HCT/Ps. You must pe-
riodically review recorded tempera-
tures to ensure that temperatures have
been within acceptable limits.

and
sup-

737



