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Increasing access to essential medicines

through pre-qualified, quality local sources

GLOBAL.

Stephen Kimatu

Partnership for Supply Chain Management (PFSCM)
Product Quality Assurance Manager
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Overview of presentation

GLOBAL.

and our
Quality Assurance Unit

of prequalifying vendors

process
and tools

and status update
of wholesalers and rational
facing suppliers / vendors in Africa
to uplift their standards

among partners
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Introduction to PFSCM

GLOBAL.

PFSCM solves complex supply chain challenges by
leveraging our expertise with local, regional, and international logistics
stakeholders, ensuring that quality health products are accessible in low-
and middle-income countries.

./

Storing products in
compliant warehouses

_o Planning for
@% product demand

-

<

o) .
~ Sourcing and

o o o procuring products

Tracking the location of
products in the supply chain

at the core of
everything we do

Moving products
internationally and locally
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Introduction to PFSCM’s Quality

Assurance Unit

GL.OBAL.

SUPPLY CHAIN SUAMT

PFSCM has a robust Quality Management
System (QMS), recently achieved certification to
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for procurement agencies
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GLOBAL.

Implement and facilitate
product testing

Maintain

Liaise with our procurement team on

Undertake (e.g. product dossier
reviews, regulatory compliance)

for compliance to WHO cGMP / MQAS / GDP

Lead for product
non-compliance / client complaints
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Prequalification objectives
for local suppliers to PFSCM

GLOBAL.

our quality
standards for our procurement needs

of being supplied with Nﬁ
counterfeit / suspected counterfeit products |

between the supplier \
and our clients

in-country regulatory requirements for product market approval
the long, cumbersome importation process
by clients to have products sourced in country
WHO MQAS as a procurement agency

No longer enough to know product is
manufactured in a WHO / SRA facility; need to know how it is stored nearest
possible to the patient
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Prequalification process and tools

(modules for audit)

GL.OBAL.

potential Q z -

supplier for audit

by Procurement rep,
QA manager, or QA consultant

with our SOPs
for prequalification of manufacturers
and wholesalers based on WHO
cGMP / MQAS / GDP guidelines

in line with
WHO cGMP / WHO MQAS / GDP guidelines

Global Health Supply Chains. Accra, Ghana 2017



Six modules that PFSCM evaluates and

scores for wholesalers

QOBQL Reassessment of

Physical
’-ERLTH prequalified products / resources and
SUPPLY CHAIN SUSET manufacturers documented

Reassessment General requirements Policies

Evaluation and
selection of products
and manufacturers

Monitoring of
transport conditions
and traceability

Distribution modules that PFSCM Pre-qualification

evaluates and scores
for wholesalers

Quality control and Quantification and
storage of products procurement of

products
Product receipt and storage Procurement
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GLOBAL.

Vendors
audited
Identified
countries
in Africa
Vendors
approved
Vendors
approved
per country

Target countries and status update

Progress in November 2017

Vendors
audited

Identified
e countries
in Africa

Vendors
approved

Vendors
approved
per country
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PFSCM grading of wholesalers

GL.OBAL.
General requirements, prequalification and reassessment, procurement,
receipt, storage and distribution
Pass on QC criteria using ISO 17025, WHO-PQ, or USFDA-approved labs
General requirements, prequalification and reassessment, procurement,
receipt, storage and distribution.
~ ‘ Pass on QC criteria using ISO 17025, WHO-PQ, or USFDA-approved labs

General requirements, procurement, receipt, storage and distribution
< 80% on prequalification and reassessment and / or fail on QC criteria

non-pharma, only for 1 year
General requirements, receipt, storage and distribution
< 50% prequalification and reassessment and / or fail on QC criteria
on all requirements for pharmaceutical and non-
pharma wholesalers, respectively
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Major challenges for wholesalers in Africa

to meet WHO MQAS / GDP standards

GL.OBAL.
of WHO MQAS / . |
GDP standards .‘ Va
/ skills on QA @)
or lack of \
enforcement by local regulators :

in their operations
to invest in modern infrastructure / warehouses

— clients and owners
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How PFSCM is working with wholesalers

to upgrade quality standards

GLOBAL.

Through our prequalification audits, vendors
are introduced and sensitized to B
PHARMACIE/

with all vendors -

audited, which they can use as a benchmark

Establishment of a
— Grade D wholesalers

Exploring a mechanism to engage vendors to

, particularly from
Grade C to Grade B
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Areas of collaboration among partners

GLOBAL.

Development of for
prequalification of suppliers, particularly
wholesalers

to avoid multiple
audits to same suppliers—one network

system
Establishment of a in Africa
Establishment of a , particularly

wholesalers, to upgrade their quality standards

Working with national medicines regulatory authorities to

Establishment of a who can help wholesalers
provide the technical expertise
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Thank you! Questions?

Clinton de Souza

Partnership for Supply Chain Management (PFSCM)
1616 Fort Myer Drive, 12" Floor

Arlington, VA 22209 USA

+571.227.8748

cdesouza@pfscm.org
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Award for the Procurement in
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Promotional Content: Annual Report — Print
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Promotional Content: Annual Report — Digital
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