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o
’ ICH ICH Q7-IWG

Guiding Principles for the ICH Q7 Q&A

* Potential discrimination criteria for Q&As
The Q&A should NOT:

o Explain ‘How to do’

o Restate the text from ICH Q7

o Enlarge scope of ICH Q7

o Address too specific questions

o Establish new requirement

o Address regional matters

o Be outdated, no longer relevant

o Be included, if better handled in a training environment
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Scope - Steps before defined SM, - Classical fermentation and biotech. (#:#k), -
Replacing original labels

Quality - QU independent from production, - PQR vs. trend analysis,
Management - Quality defect vs. complaint, - Recalls
Training - Periodic assessment of training
Containment - Risk based approach (i)
Validation - Lifecycle approach of PV, - Source change, - Dedicated equipment vs.
visually clean, - Equipment cleaning time limits vs. cleaning validation
Materials — Appropriate spec. before blending, - Evaluation of suppliers
Management
Laboratory - Extend API’s retest date, - Use of more protective packaging system,
Controls — Impurity profiles for APls from herbal or animal tissue origin
Supplier — Responsibility of consultants, - Subcontracting, - Outsource activities
Management
Supply Chain — Transferring to another unit under the company’s control
Management
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Applicability to Biologicals/biotech and relationship with Q5D

MCB

Firm A "

WCB Maintenance of WCB

(Table 1)
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Retrieval of Vials = 18.14 = (Classical
. Fermentation
Firm B ‘v

API

Q5D
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Containment Q&A (Draft)

The principles of QRM [ICH Q9, Annex |1.4] should be applied for
control of and during design of buildings and facilities for the purpose
of containment, taking into consideration the pharmacological /
toxicological / chemical / biological properties of the API, intermediate
and/or raw material to be handled or manufactured.

Appropriate containment measures and controls [ICH Q7, 4.42]
Include but are not limited to the following:

Technical controls - e.g., dedicated production areas, closed /
dedicated HVAC system, closed manufacturing systems, use
of disposable technologies, design of facility and equipment for
containment and ease of cleaning

Procedural (organizational) controls — e.g., cleaning, personnel
flow, environmental monitoring, training

Monitoring systems are important to check the effectiveness of the
containment controls.
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