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A AL A X AFE LHE(EMEA ; "95-"05)
No Category of GMP deficiency Number |Incidence(%)
] E);é:ttjjrrgsentatlon qguality system elements/pro 1341 141
2 |Design and maintenance of premises 634 6.7
3 |Design and maintenance of equipment 594 6.2
4 | Documentation — manufacturing 526 5.5
5 |Contamination, microbiological — potential for | 463 4.9
6 |Documentation — specification and testing 432 4.5
7 ?;ate%suggfneellért]g work in progress, facilities a 371 39
8 |[Environmental monitoring 323 3.4
9 |Process validation 317 3.3
10 |[Sampling — procedures and facilities 297 3.1
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A AN 2Dt KR ANEH LIS (EMEA ; *95-"05)

11 Supplier and contractor audit and technical agreements | 296 3.1
12 [Equipment validation 288 3.0
13 |Personnel issues: Hygiene/Clothing 266 2.8
14 Personnel issues: Duties of key personnel 258 2.7
15 |Contamination, chemical/physical — potential for 256 2.7
16 |Housekeeping — cleanliness, tidiness 243 2.0
17 |Line clearance, segregation and potential for mix—up 238 2.5
18 |Personnel issues: Training 205 2.2
19 |Calibration of measuring and test equipment 202 2.1
20 |Sterility Assurance 194 2.0
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AlAFSS A X EAFEE LHE(EMEA ; '95-'05)

21 |Environmental control 192 2.0
22 |Regulatory issues: Unauthorised activities 176 1.8
23 |Cleaning validation 173 1.8
24 |Investigation of anomalies 164 1.7
25 |In—process controls — control and monitoring of production operations 153 1.6
26 |Starting material and packaging component testing 121 1.3
27 |Batch release procedures 118 1.2
28 |Regulatory issues: Non—compliance with marketing authorisation 113 1.2
29 |Warehousing and distribution activities 104 1.1
30 |Self-inspection 91 1.0
31 JAnalytical validation 83 0.9
32 |Computerised systems — documentation and control 64 0.7
33 |Complaints and product recall 47 0.5
34 |Handling and control of packaging components 38 0.4
35 |Finished product testing 36 0.4
36 |Calibration of reference materials and reagents 28 0.3
37 |Computerised systems — validation 27 0.3
38 |Intermediate and bulk product testing 18 0.2
39 |Regulatory issues: Non—compliance with manufacturing authorisation 18 0.2
40 |Production planning and scheduling 11 0.1
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AARSE 21 XI® A W2 (FDA-483)

21 € Deficienc Primary
Reference U System

211.22(d) The responsibilities & procedures applicable to the | Quality
QC unit are not in writing or fully followed. [SOP]

211.100(b) | Written production & process control procedures Production
are not followed in the execution of production & [Training]
process control functions &/or documented at the
time of performance.

211.25(a) GMP training is not conducted on a continuing Quality
basis &/or with sufficient frequency to assure [Training]
employees remain familiar with cGMP requirements
applicable to them.

211.25(a) Employees are not given training in the particular Quality
operations they perform as part of their function, [Training]
cGMPs, &/or written procedures required by
cGMPs.




AARSE 21 XIEALS LHZ(FDA-483)

21 CFR o Primary
Reference Deficiency System

211.110(a) | Control procedures are not established which Quality
monitor the output &/or validate the performance | [sOp &
of those manufacturing processes that may be review of
responsible for causing variability in the records]
characteristics of IP material & the drug product.

211.188 Batch production & control records are not Production
prepared for each batch of drug product [Poor
produced &/or do not include complete records]
information relating to the production & control of
each batch.




AARSE 21 XI® A W2 (FDA-483)

21 CFR Deficienc Primary
Reference y System
211.160(b) | Lab. controls do not include the establishment of Laboratory

scientifically sound & appropriate specs., standards, | [PMF]
sampling plans, &/or test procedures designed to

assure that components, containers, closures, in—

process materials, labeling &/or drug products

conform to appropriate standards of identity,

strength, quality & purity.

211.165(a) | Testing & release of drug products for distribution do | Laboratory
not include appropriate laboratory determination of [procedural
satisfactory conformance to the final specs. &/or deviation]
identity & strength of each Al prior to release.

211.100(a) There are no written procedures for production & Quality
process controls designed to assure that the drug [Lack of
products have the identity, strength, quality, & purity  SOP]

they purport or are represented to possess.
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9 | 211.68(a) | Routine calibration, inspection &/or checking of F&E
automatic, mechanical &/or electronic equipment is [Training]
not performed according to a written program
designed to assure proper performance.

10 | 211.67(b) | Written procedures are not established &/or followed F&E
for the cleaning & maintenance of equipment used in | [Training]
the manufacture, processing, packing or holding of a
drug product.

11 211.192 There is a failure to thoroughly review any unexplained @ Quality
discrepancy &/or the failure of a batch or any of its [Investig
components to meet any of its specifications whether  gtjon]
or not the batch has been thoroughly distributed.
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21 CFR Deficiency Primary
Reference System
12 1211.192 Drug product production & control records are not Quality
reviewed/approved by the QC unit to determine [Training]
compliance with all established, approved written
procedures before a batch is release or distributed.
13 | 211.166(a) | There is no written testing program designed to Lab.
assess the stability characteristics of drug products. | [SOP]
14 | 211.198(a) @ Procedures describing the handling of all written & Quality
oral complaints regarding a drug product are not [SOP/
established, written &/or followed. Training]
15 1 211.80(a) Written procedures are lacking which describe in Materials
sufficient detail the receipt. identification, storage, [Lack of
handling. sampling, testing, approval &/or rejection  SQOP]
of components &/or drug product containers &/or
closures.
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21 CFR Deficiency Primary
Reference System

16 | 211.67(a) Equipment/utensils are not cleaned, maintained F&E
&/or sanitized at appropriate intervals to prevent [Training]
malfunction &/or contamination that would alter
the safety, identity, strength, quality or purity of the
drug product.

17 1 211.165(e) | The accuracy, sensitivity, specificity &/or Lab.
reproducibility of test methods have not been [SOP/
established &/or documented. Training]

18 | 211.180(e)(  Written procedures are not established &/or Quality

2) followed for evaluation done at least annually & [SOP/
including provisions for a review of complaints, Training]
recalls, returned or salvaged drug products &/or
investigations conducted for each drug product.
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Reference System
19 | 211.84(d) (2) Reports of analysis from component suppliers are Materials
accepted in lieu of testing each component for [SOP]
conformity with all appropriate written specs., without
performing at least one specific identity test on each
component &/or establishing the reliability of the
supplier’s analyses through appropriate validation of the
supplier’s test results at appropriate intervals.
20 | 211.180(e) | Written procedures are not established &/or followed for | Quality
(1) evaluations conducted at least annually to review [SOP/
records associated with a representative number of training;
batches, whether approved or rejected. AR]
21 211.67(b) Written procedures for cleaning & maintenance fail to F&E
include assignment of responsibility, maintenance & [SOP]

cleaning schedules, description in sufficient detail of
methods, equipment & materials used, description in
sufficient detail of the methods
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21 CFR Deficiency Primary
Reference System

21 211.67 of disassembling & reassembling equipment as F&E

cont. | (b) necessary to assure proper cleaning & maintenance, [SOP]
instructions for removal or obliteration of previous batch
identification, instructions for protection of clean
equipment from contamination prior to use &/or
parameters relevant to the operation.

22 211.160 Calibration of instruments, apparatus, gauges &/or F&E

(b)(4) recording devices is not done at suitable intervals in [SOP/
accordance w/ an established written program &/or w/ | training]
provisions for remedial action in the event accuracy
&/or precision limits are not met.

23 211.63 Equipment used in the manufacture, processing, F&E
packing or holding of drug products is not of [Design &
appropriate design, of adequate size &/or suitably CC]
located to facilitate operations for its intended use &/or
cleaning & maintenance.
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Reference System

24 |1 211.100(a) Written procedures are not drafted, reviewed & approved by | Quality
the appropriate organizational units &/or reviewed & [SOP]
approved by the QC unit.

25 | 211.22(a) There is no quality control unit. Quality
[Organizat
ion]

26 | 211.160(a) Established specifications, standards, sampling plans, test Lab.
procedures &/or laboratory control mechanisms are not [Training]
followed &/or documented at the time of performance.

27 1 211.198(a) Procedures describing the handling of written & oral Quality
complaints related to drug products are not written or [SOP/
followed or are deficiently written or followed. Training]

28 1 211.194(a)(8) Laboratory records do not include the initials or signature of | Lab.

a second person showing that the original records have [Training]

been reviewed for accuracy, completeness &/or compliance
with established standards.
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21 CFR Deficiency Primary
Reference System
29 211.192 Written records of investigations into unexplained Quality
discrepancies & the failure of a batch or any of its [SOP]
components to meet specifications do not always
include the conclusions & follow—up.

S Zouofzormy
R Korea Food & Drug Administration
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