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Food and Drug Administration, HHS § 211.34 

Subpart B—Organization and 
Personnel 

§ 211.22 Responsibilities of quality 
control unit. 

(a) There shall be a quality control 
unit that shall have the responsibility 
and authority to approve or reject all 
components, drug product containers, 
closures, in-process materials, pack-
aging material, labeling, and drug 
products, and the authority to review 
production records to assure that no 
errors have occurred or, if errors have 
occurred, that they have been fully in-
vestigated. The quality control unit 
shall be responsible for approving or re-
jecting drug products manufactured, 
processed, packed, or held under con-
tract by another company. 

(b) Adequate laboratory facilities for 
the testing and approval (or rejection) 
of components, drug product con-
tainers, 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 manufac-
turing 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 
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. 
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