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S
—Quality” backgrouna

Concept began 1800s when caveat emptor,
“let the buyer beware” coined by craftsmen

Caveat venditor, “let the seller beware”
counter to caveat emptor

made sellers/manufactures more responsible
for products, improving quality in industry

UK’s consumer’s law: protects consumers
against goods that do not meet acceptable
standards 3
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—Why quality in clinical research

Ensure human subjects safety

Avoid injustices like the early 1900
Ensure that what ought to be done is:
1) done

2) done right

Ensure only quality products enter market
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~ Quality Assurance (QA)

QA consists of systems that:
Guide a process

reduce probability of problems

QA aims
fit for purpose
right 1% time



—Quality Control

Integral part of QA

Detects problems as they occur

Provide feedback to QA

whether QA systems in place adequately
reduces likelihood of problems

QC aim: validate QA systems
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~— Evolution of QA/QC at WRP

US coordinator - 2001

Training of Kenyan staft - 2001

15t Kenyan coordinator certified - 2004

5 Kenyan coordinators certified — 2005-08
Regulatory Affairs Dept — Mar 2006

IQC personnel - Sep 2006

IQC SOP developed-Nov 2006
QC plans for each protocol
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~ Regulatory Affairs Dept

Director -1

Admin Assistant - 1
C-CRC -4

CRC in training - 2
Project manager - 1
1QC specialists - 2
Archivist -1
Records clerks - 5



_—Quality cycle-PDSA
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_—Quality Control Checks cycle
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0A QC
A Proper infrastructure A Tracking tools
A Departments A Study specific QC Plan

A FDA regulations and ICH

il : A Study coordinators
guidelines compliant

A Real time internal QC

A SOPs | |

A Appropriate equipment A Senior review -1QC 2
A Qualified personnel A Continuous training
A Implementable protocols A Internal audits

A Basic training (GCP, GLP, A Monitoring — CRAs
CITI, EPALS, etc)

11



L ———
MCompetence

Phase I, II, III

Non-regulatory studies

Malaria vaccines and drugs

TB vaccines

HIV/TB care and treatment

Diarrhea diseases - nutrient supplements

Device development
Nutrition
Dose escalation
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—Critical QA/QC Points

Staff:
Qualified and Trained

Essential Documents

Valid and Approved

Participants
Qualified - focus on vulnerable participants

Data
Collection and transcription
IP and specimen management
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—tmpact of Good
Efforts

In 2007, a World Bank report prepared by the
George Institute ranked our site as the first of
the six “mature - all purpose licensure sites”
in sub-Saharan Africa (Excluding S. Africa)
for conducting regulated malaria vaccine and
drug trials.

C
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Strengths
Good people

Good processes
Good technology

Take home: 3 legged stool in clinical trials
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//ChaHenges

Voluminous and tedious paper work
Emergence of combined EDC and paper
Emotional concerns of being ‘wrong’

Multiple versions of guidelines - sponsor,
CRO, IRB/IEC
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