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Clauses where PS 9000 contains more than ISO 15378

7.2.3. Customer communication. It iIs more specific.
7.5.1. Line Clearance. It is more demanding.

7.5.2. Validation of processes for production. There is one
extra requirement.

9.1.2. Facilities, equipment and operating conditions.
There are additional requirements for segregation.

9.2. Environmental conditions. There are specific
requirements.

Annex C: Additional requirements for certificates
Annex D: Additional guidance on types of bar codes.
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Current Future = realistic plans Vision = ideal 3-5
within 1-2 years years

PS 9000:2001 PS 9000:2001 Not needed if ISO
standard/guide standard/guide 15378 covers all
requirements

+ Appendices
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Issue Annexes for latest requirements

Annex 1. Additional specific requirements for 1y packaging materials over
ISO 15378 (source PS 9000 and updates, also include requirements which
are in ISO 15378 and not in PS 9000 e.qg. risk, validation)

Annex 2. Requirements for 2y packaging materials (source document ISO
15378; updated; paraphrased ISO text)

Annex 3. IPAC-RS specific requirements/ guidance for inhalation products

Annex 4. Revised certification requirements [ideally same as PS 9100]

Notes

Paraphrased ISO where needed

Annexes to be cheap to produce/buy

Annexes to be downloaded free from PQG members area
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Current Future = realistic plans Vision = ideal 3-5
within 1-2 years years

PS 9004:2004 guide PS 9004:2004 guide Not needed if ISO
15378 covers all
requirements

Leave as IS — do not develop. Reason - little/no demand

Continue to be available to download free from members
area
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Current

Future = realistic plans

PS 9100 PQG
standard/guide

within 1-2 years

IPEC/PQG PS 9100A
standard

+ Appendices

Vision = ideal 3-5
years

IPEC/PQG PS
9100A standard [or
possibly developed

to ISO standard]
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Develop Standard matched to IPEC/POG GMP quide

Extra auditable requirements only [or possibly paraphrase 1SO 90007?]
Matched to IPEC/PQG guide at foundation level

Additional annexes for specific requirements [e.g. parenterals,
Inhalations]. Take note of MHRA feedback/input.

Revised certification requirements [should be same as PS
9000 — unless collaboration with IPEC requires difference]
Notes

Standard to be cheap to produce/buy
Standard to be downloaded free from PQG & IPEC members areas



C

Develop Standard matched to IPEC/POG GMP quide

Extra auditable requirements only [or possibly paraphrase 1SO 90007?]

Matched to IPEC/PQG guide at foundation level

Additional annexes for harenterals,

Inhalations]. Take note of

For detalled
discussion at a
future meeting

Revised certification requ
9000 — unless collaboratior

Notes
Standard to be cheap to produce/buy
Standard to be downloaded free from PQG & IPEC meml
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Current Future = realistic plans Vision = ideal 3-5
within 1-2 years years

Certification to Certification of: Certification of:
PS 9000, PS 9100 | 1y components to PS 9000
annex 1 =1S0 15378 1y
std Components to
ISO 15378 1 & 2y
2y to PS 9000 annex 2. std

Inhalation components to | Excipients to
PS 9000 annex 3 = IPAC- |} IPEC/PQG PS
RS, 9100A,

Excipients to IPEC/PQG
PS 9100A
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Current Future = realistic plans Vision = ideal 3-5
within 1-2 years years
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Main points from discussion:

1.

2
3.
A

Validation model examples for pack material suppliers helpful.
New version of ISO 9001 no concern, as no requirements change.
A few 'unregulated’ certifications of suppliers to ISO 15378.

Potential for wider certification of suppliers to ISO 15378 — e.qg.
Far East.

CBs need to see true demand and prepare business plans etc to
develop certification to ISO 15378.

CBs must comply with 1ISO 17021 requirements for auditors.
Wider communication of PS scheme and benefits welcomed.
Certification to ISO 15378 superior to certification to PS 9000.

1
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10.

11.

12.

13.

Dual certification by PQG (PS 9000 and ISO 15378) proposed in
a PQG paper 2/2/06, has not been taken up.

Approach for recertification assessments would need to be
defined (for dual PS certification, and/or CB certification). Could
be similar to scope extension.

IPAC-RS includes both guidance and standard. A certifiable
annex would be useful to assist in certification.

Early submission of an ISO work item for IPEC/PQG draft
standard would encourage interest and save time.

PQG primary focus is on making standards widely available,
rather than ensuring widespread take up of certification.



Any questions for clarification?
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PS 9000

Is the proposal to update PS 9000 to include specific
appendices within the next 1-2 years appropriate?

30 min discussion in groups

+ 15 minutes (total) feedback/discussion
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PS 9004

Is the proposal to leave PS 9004 untouched in the next
1-2 years appropriate?

15 min discussion in groups

+ 10 minutes (total) feedback/discussion
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Current Future = realistic plans Vision = ideal 3-5
within 1-2 years years

Certification to Certification of: Certification of:
PS 9000, PS 9100 | 1y components to PS 9000
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Current Future = realistic plans Vision = ideal 3-5
within 1-2 years years
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PS Supplier Certification &
Auditor Accreditation schemes

Are the proposals appropriate?

20 min discussion in groups

+ 15 min (total) feedback/discussion.
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1. PS 9000

2. PS 9004 — (no change)

3. PS 9100

4. PS Supplier certification scheme

5. PS Auditor scheme (training &
certification)



Confirm plans for each proposal, and
identify

- actions for PQG Partners
- actions for Suppliers

- volunteer for involvement in developing
appendices!
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Thank you for your
participation



