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Subpart B-Organization and Personnel

211.22 Responsibilities of quality control unit.—21CFR211 (CGMP) MD%EXTY

(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,
packaging 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 investigated. The quality control unit shall be responsible for approving or
rejecting drug products manufactured, processed, packed, or held under contract by another
company.

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

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

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

Interpretations —FDARITOXEN SSZIRIBEDHERZIRM U TREE LI U,

CGMPOEPIZNMHRE L CNEX I D TEFE TS IESERTT,

1.  The regulations mandate the availability of laboratory facilities to the Q.C. unit.
(GMP 3/98)

2.  The GMP requires that the Quality Control unit have final responsibility for certain
actions in the manufacturing process. The regulations do not encroach upon the
expertise or responsibility of other units in a firm and do not dictate a particular
organizational or reporting structure. (P 89)

3. The Quality Control unit can be a department or a single person. (P 91)

4. The Quality Control unit could be an outside consulting laboratory. The manufacturer,
however, is responsible for ensuring the qualifications of the outside laboratory. (P
94)

5. If the contracted Q.C. unit is remote from the manufacturing operation it is charged
with monitoring, it might not be able to perform that oversight effectively and in a
timely manner. (GMP 3/98)
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14.

15.

16.

17.

"Laboratory facilities” can be either internal or an independent outside laboratory. (P
101)

The Quality Control department must maintain its independence from the Production
department. (DFD 10/93)

Under a quality system, it is normally expected that the production department and the

ual idual
gan fif&Rld. John Lee REEDK THERASN TV IENEIRI-R /- MeZDFFRH it is

recoy X:RT.POFIRTEMULET . COI—R ) — MEFCRD QA X—/(=/\AF=05XH CGMP fiction

OPEN e BEDEE LTW\BRELERETT. LN, ABET(E PC TRETEA. PDFIRT
The | BfmLELET, (BEEER) tured
prod actor

should not be given the authority to release the product for distribution. (P 97)

Contract laboratories must have a quality control unit. The quality control unit must
revig /99)

CGMP DOfRFRDSIANE(S 42 F@%E T,

"Rej

Minor adjustments on equipment by Production personnel may be made without the
Quality Control unit's approval of the specific change. The GMP does not require that
the procedures regarding such equipment adjustments be reviewed in advance by the
Quality Control unit. (P 103)

The requirement for a self-audit program was not considered by the FDA Commissioner
becapsa—afthaimnact anthaoing FVSTS MU SToMEJoVoToV 2V Aok A Vo] [VAAVSToMaYateaToTeTs g4 an

Course Notes

The coun

APG- FDA Gudelm

APM- FDA Guidance foc
and Biologics. July

Phar AMV- FDA Guideline for Sehmitting Samples and Amalytical Data for Methods Valsdaton,

o of Val 1
p p CMG- FDA Compressed Medical Giases Guideline, 289
eq ul CP-  FDA Compliance Programs

CPG- FDA Compliance Policy Gusdes

However: TETY of an
organization, all QC functions may be performed by the same individual(s) performing
manufacturing. For example, in some small operations, it may be necessary to have the
same individual perform both manufacturing and QC functions, including release or
rejection of each batch. However, in such circumstances, we strongly recommend that
another qualified individual not involved in the manufacturing operation conduct an
additional periodic review of manufacturing records and other QC activities. (PH1)
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