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@V ERVIEW

Review definitions
Outline two scenario of Supply Chain
How to determine Best Practice

Summary
Breakout during Q&A
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Supplier and ISO 9000 and 13485

The organization shall ensure that purchased product conforms
to specified purchase requirements. The type and extent of
control applied to the supplier and the purchased product shall
be dependent upon the effect of the purchased product on
subsequent product realization or the final product.

The organization shall evaluate and select suppliers based on
their ability to supply product in accordance with the
organization's requirements. Criteria for selection, evaluation
and re-evaluation shall be established.

Records of the results of evaluations and any necessary actions
arising from the evaluation shall be maintained

(see 4.2.4).

FOR MORE INFO...

. 1ISO 9000: 2008 7.4.1 Purchasing process
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Supplier and ISO 9000 and 13485

. The organization shall establish and
Implement the inspection or other activities
necessary for ensuring that purchased
product meets specified purchase
requirements.

. Where the organization or its customer
Intends to perform verification at the
supplier's premises, the organization shall
state the intended verification arrangements
and method of product release Iin the
purchasing information.
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Supplier and EU Pharmaceutical
GMP

. The source, origin and suitability of starting
raw material should be clearly defined.

A system of master and working cell bank
should be in place with appropriate seed lots,
doubling time, consistency of cells

FOR MORE INFO...

Annex Il EU - GMPS for Medicinal Products
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Supplier-and FDA Drug GMPs

_ that changes to materials (e.g.,
specification, supplier, or materials
handling) be implemented through a
change control system (certain changes
require review and approval by the QU
(8§ 211.100(a))

Ruchika Ravail Global

6/14/2009 Biopharmaceutical Inc.



Supplier and:FDA Drug GMP

Guidance - Quality Systems Approach to
Pharmaceutical CGMP Regulations

Section (c)manufacturing

2. Examine inputs

regulations require either testing or use of a
certificate of analysis (COA) plus an identity
analysis (8 211.84) for the release of
materials for manufacturing
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Supplier and ISO Q10

2.1 Management Commitment

Define individual and collective roles,
responsibilities, authorities and inter-
relationships of all organizational units related
to the pharmaceutical quality system. Ensure
these interactions are communicated and
understood at all levels of the organization.

FOR MORE INFO...

, ISO Q10 Pharmaceutical Quality Systems
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Supplier and ISO Q10

Assessing prior to outsourcing operations or selecting
material suppliers, the suitability and competence of
the other party to carry out the activity or provide the
material using a defined supply chain (e.g., audits,
material evaluations, qualification);

FOR MORE INFO...

, ISO Q10 2.7 of Pharmaceutical Quality Systems
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Supplierand ISO Q10

. Defining the responsibilities and
communication processes for quality-

related activities of the involveo

parties.

For outsourced activities, this should be

iIncluded in a written agreement
between the contract giver and
acceptor;
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Supplierand ISO Q10

Monitoring and review of the performance of
the contract acceptor or the quality of the
material from the provider, and the
identification and implementation of any
needed improvements;

Monitoring incoming ingredients and
materials to ensure they are from approved
sources using the agreed supply chain.
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CONCEPT PAPER from the GMP
INSPECTORS WORKING GROUP

. The GMP/GDP Working Group recommends
the revision following chapters Of the Q10

.1 (Quality management),
2 (Personnel) and
., [ (Contract Manufacture and Analysis)

. PROPOSED TIMETABLE
. Adoption of the concept paper by GMP/GDP IWG February 2009
Expected date for adoption by Commission May 2010
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Best Practice Audit Preparation

Know your ENTIRE list of Supplier

Review Previous (at least three) audit
x EOOXxU@ZdEOXxdEAEI dUOONI

ranking
Review/draft a Quality Agreement
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Best Practicé Audit Preparation

Review Supplier Qualification against
intended criteria (NDA or BLA or
PMA) for adequacy of criteria and
audit schedule to meet current need
or the organization

If required create criteria against
which to measure supplier
performance
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Best Practice Audit Preparation

~ Review all batches, materials,
guantities of material (service)
supplied since prior audit

_ Reconcile, bill of landing, payment
Invoices, incoming QC records

. If sourcing from a distributor,
reconcile up to manufacturer

. Prepare likely audit trails to follow
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- Sponsor is ABC Inc
ScenarlO 1 ombination not approvec

ABC Inc DEC Inc

Pulmonary Device Bulk Powder

JKL Inc

Package Powder
and Device
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Scenario.2

ABC Inc

Stent

XYZ Inc

Polymer/peptide
drug coating

Sponsor is ABC Inc for US
Sponsor XYZ for EU

6/14/2009
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On-Site

. Review previous three reports with
supplier

~ Verify and collect records of improvement
to bring back to your firm

. Audit previously unattended areas find
records that give confidence for
Improvement (price, delivery time, quality
of service of material provided)

. Ask broad open ended questions
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On Site (Off Shore Outsourced)

Prepare a forensic audit plan

Use technique to engage all levels of the
organization - operators, quality engineer,
plant manager.

Prepare to deviate from audit trail initially
olanned

Give your self the confidence of the
overseas partnero0s capa
PAIl and document with records
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Audit Report

. Scope

Review of Past History
Pre-Audit Notes

Report of Current Audit
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Audit Report

- Recommendation

~ Impact on License Application and
Continuous Improvement

. New Score on Report Card and
adjustment of schedule

_ Re-Negotiate Quality Agreement
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Supplier Qualification. Process
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