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Committed to providing safe, cost effective,
quality medicinal products.
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Building relationships B . L

Requirements

* Joined NBI in 2007 as the Head of Quality Active
Raw Materials

* Responsibilities included on-going safety and
quality of plasma used within NBI g,gzggg;m

* Acquired the necessary information to operate @ fheTTE %?
from a solid base csnn  NAMBTS

National Blood Service

* Worked jointly with NBI's plasma suppliers to e
improve plasma quality and supply

* Developed working relationships with plasma
suppliers and improved effective
communication on plasma related issues and optimise the donor's gift offe

% N ATIONAL BIOPRODUCTS [ NSTITUTE nec

Western Cape Blood
Services (WCBS)




Improving plasma quality and
supply

* Improved GMP at regional zones at all plasma suppliers

e Expanded plasma categories for fractionation and
reduced plasma rejection rates

* Provided guidance on improving electronic systems for
issuing of plasma to NBI

e Contributed to transportation validation of plasma
consignments from suppliers to NBI

 Assisted with setting up a specialized anti-rabies plasma
collection programme at NAMBTS
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Compliance and improving product _,z Va%s
release times

*In 2013, my job role was expanded to include the
pharmaceutical microbiology discipline at NBI

* Implemented a robust site-wide environmental monitoring
programme and contamination control strategy

* Designed and implemented state of the art laboratories for
biological testing to address regulatory expectations

 Reduced reliance on external test service providers and
improved final product release times e.g. Monocyte
Activation Test (an alternate to pyrogens testing)
implemented routinely at NBI
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Expanding NBI’s product portfolio

* Project Manager for the development of new

products at NBI

* Managed the technology transfer process &
* Planned and executed trial and pilot batches ~ \ K/
* Worked with industry peers on viral validation Ny

studies, analytical test development, stability
protocol designs and biochemical characterization of

new products
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Improving availability of Plasma and PDMPs

in Africa and LMIC

* PDMPs are costly and insufficient in
LMIC

* The major factors limiting the
availability of PDMPs in LMIC :

* Insufficient supply of domestic
surplus plasma

OR

* Surplus plasma does not meet
required quality standards for
contract/toll fractionation
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Improving availability
of Plasma and PDMPs
in Africa and LMIC

e NBIl launched the “Plasma from Africa for
Africans” programme

* Objective of the programme is to partner
with blood establishments across Africa and
assist with improving plasma quality and
supply for the manufacture of PDMPs to
address the needs of patients in Africa

* Improved awareness of the programme
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establishments in Rwanda, Uganda, U

* Currently working with blood 4

R

Ethiopia, Zambia, Tanzania and Kenya
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Collaboration with key organisations

* To overcome challenges to improve plasma quality and
allow for the export plasma for contract fractionation
collaborations were initiated with:

* AfSBT

 WHO/International Coalition of Safe Plasma e
Proteins (ICSPP)

* Paul Ehrlich Institute (PEI)

e African Union Development Agency-New
Partnership for ‘s Development (AUDA-

NG © ICSPP
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Conclusion

* Fulfilment in personal values
* Making a positive contribution
* Building relationships as they are a key to achieve goals

"Every adversity, every failure, every heartache carries with it the seed
of an equal or greater benefit,” Napolean Hill
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What next?

e Advance on our approach by working with key =
organisations to overcome challenges related . & mm P
to export of plasma from Africa and other . “’"‘:";m%: = T el Q AAAAA
LMIC E N

* Continue to build relationships with blood % o wgg;.m
establishments in low resource settings and =lof R .
work together to improve plasma quality and ATRANTIE T g v
availability of PDMPs OCEAN . Y

" NI
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Thank you

* IPFA

* NBl Executive Team

* Microbiological Sciences and Q-ARM
Team

* NBI team



Thank You for Your Attention
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