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21 CFR Part 210-211 Current Good
Manufacturing Practice Final Rule 1978
Food and Drug Administration

Compliance Program Guidance Manual
Program 7536.002 “Drug Manufacturing
Inspections” Food and Drug Administration
Compliance Program Guidance Manual
7346.832
Inspections/Investigations” Food and Drug

Program “Pre-Approval
Administration

Compliance Program Guidance Manual
Program 7346.843 “Post-Approval Audit
Inspections” Food and Drug Administration
Compliance  Policy  Guides  7151.01
“Inspectional Authority; Refusal to Permit
Inspection”

Policy  Guides

Compliance 7153.01
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“Inspection of Firms when Legal Action is
Pending”

Compliance Policy Guides 7151.02 “FDA
Access to Results of Quality Assurance
Program Audits and Inspections’

Compliance Policy Guides 7150.13 “Use of
Microfiche and/or Microfilm for Method of
Records Retention”

FDAJORA Compliance Policy Guides Chapter
1 Subchapter 130 Inspections(_EFE 7151.01,
7153.01, 7151.02. XU 7150.13 (Z#HH)
Office of Regulatory Affairs, Food and Drug
Administration

Investigational Operations Manual Chapter
5 "Establishment Inspection” Food and Drug
Administration

Eudralex Volume 4 Medicinal Products for
Human and Veterinary Use! Good
Manufacturing Practices EU-GMP)
1S0O9000:2000 “Quality management
systems - Fundamentals and vocabulary”
1509001:2000 “Quality management
systems - Requirements’
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h GMP spection SurvedTmnee

Program

DNouglas A Campirell
Comnplianes Offizer
¢ DER - Offce of Comphanee
Divizior of Manufactmng aud Fraduct Vualin
Faternational Camphance Team

by 2in”

FAHEET FDA BHAEE pdf

h Presendation Overviea

e Whore we go..,
- [isk-Based Site Sctoction

e What we o when we get there,

- Usvstems” Inspection Program

o

Where we go... -

Risk-based Site Selection Approacl

More on this topic later..

i
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BTEFT FDA BHEIEZR pdf

Systems Laspection Program

What is the Progiram about?

¢ Directs routine inspoeckion o vernify
contormace with GhPs

® lnspections are o be by systems

« ‘Systems” approach pravides for s

natuyal grouping of reguirs ments, e s pectalions i

GMIP regulations

.

nspurtion O SN OPETIENs [EVSEnt A7 Sach
sile vach anspection

= basas tor aversd) GR P docision aboue sile

—

Systems laspection Program

\What are the systems?

¢ Quality System

s Materials System

e Facilities and Equipment System
e Production System

e Pachaging and Labeling Svstem
e Laboralory Control System

h Syslems Inspection Pragram

Materiuls

il
e = Al 2 e
i 11

laboratory Puckaging
& Labeling

- i ———
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h Systems Inspection Program

Wihen can the “Abbrevialed

Inspection”™ be wsed?

¢ When not deing Full Inspection

e Surveillunce inspections {routine)

= Salisfies biennial mspection
raquirement

o Rotate svstems with the Abbreviatl
Oplion

m—— v

mmﬁ

BAERT FDA EBHIRE pdf

Systuni luspection Program
Hotwe 1s a system covered?

o Sufficient details, with specilic examplus
o reflectstate of contiol For every profile
class

e If system is adequate. all profiles coversd
by system are adequate

e Unigue profile dass material / process
review, under a syslem, selected at
discrelion of Investigator

h Systems [nspection Program

How covered, cont.?

» Observations related 1o requirements
{e.g.. GMP regulations)

e Deficiencies found in one system may
indicate deficiencies in ether systems.

o T'his may warrant expansion of

coverage to varying degrees ol the
uther systems.
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