§211.1

Subpart A—General Provisions

§211.1 Scope.

(a) The regulations in this part con-
tain the minimum current good manu-
facturing practice for preparation of
drug products for administration to hu-
mans or animals.

(b) The current good manufacturing
practice regulations in this chapter, as
they pertain to drug products, and in
parts 600 through 680 of this chapter, as
they pertain to biological products for
human use, shall be considered to sup-
plement, not supersede, the regulations
in this part unless the regulations ex-
plicitly provide otherwise. In the event
it is impossible to comply with applica-
ble regulations both in this part and in
other parts of this chapter or in parts
600 through 680 of this chapter, the reg-
ulation specifically applicable to the
drug product in question shall super-
sede the regulation in this part.

(c) Pending consideration of a pro-
posed exemption, published in the FED-
ERAL REGISTER of September 29, 1978,
the requirements in this part shall not
be enforced for OTC drug products if
the products and all their ingredients
are ordinarily marketed and consumed
as human foods, and which products
may also fall within the legal defini-
tion of drugs by virtue of their in-
tended use. Therefore, until further no-
tice, regulations under part 110 of this
chapter, and where applicable, parts 113
to 129 of this chapter, shall be applied
in determining whether these OTC drug
products that are also foods are manu-
factured, processed, packed, or held
under current good manufacturing
practice.

[43 FR 45077, Sept. 29, 1978, as amended at 62
FR 66522, Dec. 19, 1997]

§211.3 Definitions.

The definitions set forth in §210.3 of
this chapter apply in this part.

Subpart B—Organization and
Personnel

8§211.22 Responsibilities of

control unit.
(@) There shall be a quality control
unit that shall have the responsibility
and authority to approve or reject all

quality
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components, drug product containers,
closures, in-process materials, packag-
ing material, labeling, and drug prod-
ucts, and the authority to review pro-
duction records to assure that no er-
rors have occurred or, if errors have oc-
curred, that they have been fully inves-
tigated. The quality control unit shall
be responsible for approving or reject-
ing drug products manufactured, proc-
essed, packed, or held under contract
by another company.

(b) Adequate laboratory facilities for
the testing and approval (or rejection)
of components, drug product contain-
ers, closures, packaging materials, in-
process materials, and drug products
shall be available to the quality con-
trol unit.

(c) The quality control unit shall
have the responsibility for approving
or rejecting all procedures or specifica-
tions impacting on the identity,
strength, quality, and purity of the
drug product.

(d) The responsibilities and proce-
dures applicable to the quality control
unit shall be in writing; such written
procedures shall be followed.

§211.25 Personnel qualifications.

(a) Each person engaged in the manu-
facture, processing, packing, or holding
of a drug product shall have education,
training, and experience, or any com-
bination thereof, to enable that person
to perform the assigned functions.
Training shall be in the particular op-
erations that the employee performs
and in current good manufacturing
practice (including the current good
manufacturing practice regulations in
this chapter and written procedures re-
quired by these regulations) as they re-
late to the employee’s functions.
Training in current good manufactur-
ing practice shall be conducted by
qualified individuals on a continuing
basis and with sufficient frequency to
assure that employees remain familiar
with CGMP requirements applicable to
them.

(b) Each person responsible for super-
vising the manufacture, processing,
packing, or holding of a drug product
shall have the education, training, and
experience, or any combination there-
of, to perform assigned functions in
such a manner as to provide assurance
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that the drug product has the safety,
identity, strength, quality, and purity
that it purports or is represented to
possess.

(c) There shall be an adequate num-
ber of qualified personnel to perform
and supervise the manufacture, proc-
essing, packing, or holding of each drug
product.

§211.28 Personnel responsibilities.

(a) Personnel engaged in the manu-
facture, processing, packing, or holding
of a drug product shall wear clean
clothing appropriate for the duties
they perform. Protective apparel, such
as head, face, hand, and arm coverings,
shall be worn as necessary to protect
drug products from contamination.

(b) Personnel shall practice good
sanitation and health habits.

(c) Only personnel authorized by su-
pervisory personnel shall enter those
areas of the buildings and facilities
designated as limited-access areas.

(d) Any person shown at any time (ei-
ther by medical examination or super-
visory observation) to have an appar-
ent illness or open lesions that may ad-
versely affect the safety or quality of
drug products shall be excluded from
direct contact with components, drug
product containers, closures, in-process
materials, and drug products until the
condition is corrected or determined by

competent medical personnel not to
jeopardize the safety or quality of drug
products. All personnel shall be in-

structed to report to supervisory per-
sonnel any health conditions that may
have an adverse effect on drug prod-
ucts.

§211.34 Consultants.

Consultants advising on the manu-
facture, processing, packing, or holding
of drug products shall have sufficient
education, training, and experience, or
any combination thereof, to advise on
the subject for which they are retained.
Records shall be maintained stating
the name, address, and qualifications
of any consultants and the type of
service they provide.

87

§211.42

Subpart C—Buildings and Facilities

§211.42 Design and construction fea-
tures.

(a) Any building or buildings used in
the manufacture, processing, packing,
or holding of a drug product shall be of
suitable size, construction and location
to facilitate cleaning, maintenance,
and proper operations.

(b) Any such building shall have ade-
quate space for the orderly placement
of equipment and materials to prevent
mixups between different components,
drug product containers, closures, la-
beling, in-process materials, or drug
products, and to prevent contamina-
tion. The flow of components, drug
product containers, closures, labeling,
in-process materials, and drug products
through the building or buildings shall
be designed to prevent contamination.

(c) Operations shall be performed
within specifically defined areas of ade-
quate size. There shall be separate or
defined areas or such other control sys-
tems for the firm’s operations as are
necessary to prevent contamination or
mixups during the course of the follow-
ing procedures:

(1) Receipt, identification, storage,
and withholding from use of compo-
nents, drug product containers, clo-
sures, and labeling, pending the appro-
priate sampling, testing, or examina-
tion by the quality control unit before
release for manufacturing or packag-
ing;

(2) Holding rejected components,
drug product containers, closures, and
labeling before disposition;

(3) Storage of released components,
drug product containers, closures, and
labeling;

(4) Storage of in-process materials;

(5) Manufacturing and processing op-
erations;

(6) Packaging and
ations;

(7) Quarantine storage before release
of drug products;

(8) Storage of drug products after re-
lease;

(9) Control
ations;

(10) Aseptic processing,
cludes as appropriate:

labeling oper-

and laboratory oper-

which in-



