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Subpart C—Quality Assurance

§212.20 What activities must I perform
to ensure drug quality?

(a) Production operations. You must
oversee production operations to en-
sure that each PET drug meets the re-
quirements of the act as to safety and
has the identity and strength, and
meets the quality and purity charac-
teristics, that it is supposed to have.

(b) Materials. You must examine and
approve or reject components, con-
tainers, closures, in-process materials,
packaging materials, labeling, and fin-
ished dosage forms to ensure compli-
ance with procedures and specifica-
tions affecting the identity, strength,
quality, or purity of a PET drug.

(c) Specifications and processes. You
must approve or reject, before imple-
mentation, any initial specifications,
methods, processes, or procedures, and
any proposed changes to existing speci-
fications, methods, processes, or proce-
dures, to ensure that they maintain
the identity, strength, quality, and pu-
rity of a PET drug. You must dem-
onstrate that any change does not ad-
versely affect the identity, strength,
quality, or purity of any PET drug.

(d) Production records. You must re-
view production records to determine
whether errors have occurred. If errors
have occurred, or a production batch or
any component of the batch fails to
meet any of its specifications, you
must determine the need for an inves-
tigation, conduct investigations when
necessary, and take appropriate correc-
tive actions.

(e) Quality assurance. You must es-
tablish and follow written quality as-
surance procedures.

Subpart D—Facilities and
Equipment

§212.30 What requirements must my
facilities and equipment meet?

(a) Facilities. You must provide ade-
quate facilities to ensure the orderly
handling of materials and equipment,
the prevention of mix-ups, and the pre-
vention of contamination of equipment
or product by substances, personnel, or
environmental conditions that could
reasonably be expected to have an ad-
verse effect on product quality.

§212.40

(b) Equipment procedures. You must
implement procedures to ensure that
all equipment that could reasonably be
expected to adversely affect the iden-
tity, strength, quality, or purity of a
PET drug, or give erroneous or invalid
test results when improperly used or
maintained, is clean, suitable for its in-
tended purposes, properly installed,
maintained, and capable of repeatedly
producing valid results. You must doc-
ument your activities in accordance
with these procedures.

(c) Equipment construction and mainte-
nance. Equipment must be constructed
and maintained so that surfaces that
contact components, in-process mate-
rials, or PET drugs are not reactive,
additive, or absorptive so as to alter
the quality of PET drugs.

Subpart E—Control of Compo-
nents, Containers, and Clo-
sures

§212.40 How must I control the com-
ponents I use to produce PET drugs
and the containers and closures I
package them in?

(a) Written procedures. You must es-
tablish, maintain, and follow written
procedures describing the receipt,
login, identification, storage, handling,
testing, and acceptance and/or rejec-
tion of components and drug product
containers and closures. The proce-
dures must be adequate to ensure that
the components, containers, and clo-
sures are suitable for their intended
use.

(b) Written specifications. You must
establish appropriate written specifica-
tions for the identity, quality, and pu-
rity of components and for the identity
and quality of drug product containers
and closures.

(c) Examination and testing. Upon re-
ceipt, each lot of components and con-
tainers and closures must be uniquely
identified and tested or examined to
determine whether the lot complies
with your specifications. You must not
use in PET drug production any lot
that does not meet its specifications,
including any expiration date if appli-
cable, or that has not yet received its
material release. Any incoming lot
must be appropriately designated as
quarantined, accepted, or rejected. You
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