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1. Self Inspection

2. Corrective Action and
CONTENTS Preventive Action(CAPA)

3. Exercises
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1. To understand and develop

self inspection program
OBJECTIVES 2. CAPA introduction

3. Learn and share per exercise
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SELF INSPECTION- Regulatory

@DPIC IS PHARMACEUTICAL INSPECTION CONVENTION

PHARMACEUTICAL INSPECTION CO-OPERATION SCHEME

PE 011-1
1 June 2014

PIC/S GUIDE TO GOOD DISTRIBUTION
PRACTICE
FOR MEDICINAL PRODUCTS
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SELF INSPECTION- Regulatory

3\ HHRER (SELFINSPECTION)

JRAI ( PRINCIPLE ) > TEEM:

Self-inspections should be conducted in order to monitor > BB IETEG S S
implementation and compliance with GDP principles and to

propose necessary corrective measures.

8.2.1 A self-inspection programme should be implemented > B XAHLE

covering all aspects of GDP and compliance with the > gjﬁgﬁzﬁ;@z%ﬁ
regulations, guidelines and procedures within a defined time

frame. Self-inspections may be divided into several individual

self-inspections of limited scope.

8.2.2 Self-inspections should be conducted in an impartial > WER AR A BT
and detailed way by designated competent company > 9#%5%*%3:@%@{—%5@-(‘-@&
personnel. Audits by independent external experts may also

be useful but may not be used as a substitute for self-

inspection.

8.2.3 All self-inspections should be recorded. Reports should | > T {EC8%

contain all the observations made during the inspection. A > SR

copy of the report should be provided to the management > %Eﬁgﬁ%ﬁﬁ@&ﬁﬁm

and other relevant persons. In the event that irregularities
and/or deficiencies are observed, their cause should be
determined and the corrective and preventive actions (CAPA)
should be documented and followed up.
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SELF INSPECTION- Program

Self-Inspection

QA

Internal Audit
» Cross departments
* Twice a year
* By QA auditors
« Audit plan/scopes
« Formal audit report
« Formal CAPA
« CAPA follow-up

Qc

Floor Audit
« Cross departments
 Daily
By QC staffs
* Checklist
« Record & Non-
conformance report
* Correction, CAPA
& follow-up

Department
Self-Inspection

* Own department
« Daily/Monthly
* By operator/supervisor
« Daily/Monthly Report
 Informal
« Records
* Immediate action
(correction)
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SELF INSPECTION- Program

REGIONAL Audit
by independent party

Self-Inspection

QA QcC Department
Internal Audit Floor Audit Self-Inspection
* Cross departments « Cross departments | | « Own department
» Twice a year  Daily « Daily/Monthly
* By QA auditors * By QC staffs * By operator/supervisor
« Audit plan/scopes * Checklist « Daily/Monthly Report
« Formal audit report « Record & Non- * Informal
« Formal CAPA conformance report | | * Records
« CAPA follow-up e Correction, CAPA * Immediate action
& follow-up (correction)

© Zuellig Pharma. All Rights Reserved.



SELF INSPECTION- Program

REGIONAL Audit W AEERU
uai . N

Self-Inspection

QA QcC Department
Internal Audit Floor Audit Self-Inspection
* Cross departments « Cross departments | | « Own department
» Twice a year  Daily « Daily/Monthly
* By QA auditors * By QC staffs * By operator/supervisor
« Audit plan/scopes * Checklist « Daily/Monthly Report
« Formal audit report « Record & Non- * Informal
« Formal CAPA conformance report | | * Records
« CAPA follow-up e Correction, CAPA * Immediate action
& follow-up (correction)
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SELF INSPECTION- Program

Establishing the self-inspection
objectives

Establishing the self-inspection program

Implementing the self-inspection
program

Monitoring the self-inspection program

Reviewing and improving the self-
inspection program
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SELF INSPECTION- Program

Establishing the self-inspection
objectives

Establishing the self-inspection program

>»Roles and responsibilities of the person
managing the program

»Competence of the person for the program
> Establishing the scope of the program
»>|dentifying and evaluating program risks

> Establishing procedures for the program
>|dentifying program resources
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SELF INSPECTION- Program

Implementing the self-inspection
program

»General

»>Defining the objectives, scope and criteria
»>Selecting the methods

»>Selecting the members

»Assigning responsibility
»Managing the program outcome
»Managing and maintaining program records
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SELF INSPECTION- Program

Monitoring the self-inspection program

Reviewing and improving the self-
inspection program
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CAPA- Corrective Action and Preventive

Action 58 IE TR i \

Continuous
Improvement

Documentation

(" ¢~ A

Monitoring &
Measuring

Key Business Processes
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CAPA

1.2.7 The quality system should ensure that:

vi. appropriate corrective and preventive actions (commonly
known as CAPA) are taken to correct deviations and prevent
them in line with the principles of quality risk management.

2.3.5 The responsibilities of the designated responsible
person(s) include but are not limited to:

viii. ensuring that self-inspections are performed at
appropriate regular intervals following a prearranged
programme and necessary corrective measures are put in
place;
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CAPA

3.6.3 Validation and qualification reports should be prepared
summarising the results obtained and commenting on any
observed deviations. Deviations from established procedures
should be documented and further actions decided to correct
deviations and avoid their reoccurrence (corrective and preventive
actions). The principles of CAPA should be applied where
necessary. Evidence of satisfactory validation and acceptance of a
process or piece of equipment should be produced and approved
by appropriate personnel.
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CAPA

8.2.3 All self-inspections should be recorded. Reports should
contain all the observations made during the inspection. A copy
of the report should be provided to the management and other
relevant persons. In the event that irreqularities and/or
deficiencies are observed, their cause should be determined
and the corrective and preventive actions (CAPA) should be
documented and followed up.
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CAPA

Terms and Definitions

R
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CAPA

Correction vs. Corrective
Action

“Correctionts |

- refers to repair,

rework, or adjustment and relates
to the disposition of an existing

nonconformi

ty.

“Corrective actionts1E1T78)” relates to
the elimination of the causes of

nonconformi
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DEVIATION,

NON-
CONFORMANCE




CORRECTION

DEVIATION, .
NON -
CONEORMANCE

=5 RECURRENCEE=E

CORRECTION




CORRECTIVE
ACTION

EIE{TEl
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CAPA

Corrective Action%s E{T8)
Action taken to eliminate the causes
of an existing non-conformity,
defect or other undesirable situation
in order to prevent recurrence(G# ¢ E
ek, [ISO]

g
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CAPA

Preventive ActionTE[J51T8E)

Action taken to eliminate the cause
of a potential non-conformity, defect,
or other undesirable situation in
order to prevent occurrence [ISO]
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CAPA

PREVENTIVE
ACTION

HRITTE)




CAPA

CAPA [21CFR 820.100]
Includes Actions Needed To:

Correction& & - /ot

Corrective action (“prevent recurrence”)

FHE AR - sk

Preventive actionsg I# {7 & - g F# B5 3 5
Example:
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CAPA- Processes

Non-conformance:

Report &
Correction

EOI"I"ECtIOﬂ

Recurrence SSIPQ:
Safety.
Strength,
_ Identification,
Effectiveness Purity,

Quality
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CAPA- Processes

e CAPA program is usually separate from
deviation program. CAPATTEE =R ElEXD

BRI T

e Implement corrective and preventative
action(s) identified in the investigation report

TGS RFHTTCAPA

e Assign a responsible person to each action$g

ENESRITITEY

e Assign a deadlineg] E52 G EIER

e Track and confirm completion of each action

BERGER
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CAPA- Processes

Summary

e Main Goal of an Investigation is to determine root
cause of the failure/deviation.Fg&E,HIEAERR
e |nvestigation Report should be written for outside
auditors to read and understand.fHEEER &S EEE

e Corrective Action/Preventative Actions should be
based on information from the investigation report. {85
FHERHCAPA

e Goal of Corrective Action/Preventative Actions is to
prevent reoccurrence of the deviation. CAPARYHEVETE
VifREEEE

e Corrective Actions/Preventative Actions should be
tracked to make sure that they are implemented. CAPA

EREBER
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Q&A

Thank you

© Zuellig Pharma. All Rights Reserved.



Exercise- |
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Exercise- Il
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