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Order of Operations

A US Predicate law always comes first

I US Guidances

A Other non US regulatory standard accepted by FDA

i Industry Standards recognized by regulators follow behind
» Other standards can be put in place with regulatory permission.
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Order of Operations

A US Predicate law always comes first

21 CFR 11, 58, 210, 211, 600, 606, 820, 1270, 1271
Covers electronic records and signatures (CSV issues)
GLP related validation practices

Pharmaceutical GMP related validation

Blood and Biological related validation

Human tissue related validation

US Guidances
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?rder of Operations

Al US Guidances

I Guidances on Part 11
I Guidances on Aseptic Processing

T Guidance on Process Validation
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Order of Operations

A Other non US regulatory standard accepted by FDA
I European Union GMP Annexes
l I World Health Organization GMP and Validation Guidances

I GHTF Documents ( Except for Medical Device Process
Validation, FDA Accepts GHTF as their own for device)

I PIC/s (Pharmaceutical Inspection Co-operation Scheme)
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Order of Operations

A

Industry Standards Recognized by FDA Regulators

ISPE Baseline Guides
ISPE GAMP 4 or 5
ASTM F838 (Sterilizing filter validation)

Some but not all PDA Technical Reports:

A PDA Technical Report No. 1, Revised 2007 Validation of Moist Heat
Sterilization Processes: Cycle Design, Development, Qualification and
Ongoing Control

A PDA Technical Report No. 44, Quality Risk Management for Aseptic
Processes

A PDA Technical Report No. 3, Validation of Dry Heat Processes Used for
Sterilization and Depyrogenation

Some but not all AAMI Standards
All of ISO 14644

QPHARMA 2 June 2009



|

Order of Operations

A Other standards can be put in place with regulatory
permission, (pre-approval of the agency)

i ASTM E2500
T Nonrecognized PDA or AAMI Standards
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What IS Qualification / Verification /
Comm|SS|on|ng / Validation?

A Validation
l I Commissioning

I Qualification
I Verification
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f
What is Qualification / Verification /

Commissioning / Validation?
|

Ai Validation

lj I A process that provides an appropriate amount of assurance

" through testing that critical processes in producing a drug

H substance or drug product can be shown to be operating in the
correct sequence and effective over time

A Commissioning

I A process that will ensure installed equipment or systems
perform in conformity with their intended design.
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?
What is Qualification / Verification /
Commissioning / Validation?

|
A Qualification

| T The process of insuring equipment or system are properly
i Installed or properly operating or properly performing a process.

Verification

I Evidence that establishes or confirms the accuracy or truth of
something at a single point in time.
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