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The 
Lancet 
2016
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Goal: 
All people receive the health services they need 

without suffering financial hardship
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Non-communicable diseases
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Non-communicable diseases
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Increasing access to medical 
products
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 Diagnostic imaging

 Laboratory and pathology equipment

 Implantable medical devices 

 All medical equipment for patient care

 Single use devices ( IV)

 Personal protective equipment 

 Prosthesis and orthesis

 Quality assurance 

 Radiation protection 

 Solutions and reagents

 Surgical instruments

 Sterilization equipment….

-

 22,000 Types of medical devices
 5,000,000 different products commercially available*

*WHO GLOBAL MODEL REGULATORY 
FRAMEWORK



HIS/EMP | Communications Planning
21st AHWP Cebu 2016

WHO Resolution 
…promoting equitable access to quality, safe, 
efficacious and affordable medical products  
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2017 A year of change

• Not only the long awaited EU Regulations but 
also, some major changes at WHO
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New ADG, HISNew DG
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Changes in HIS

• Director, 
Essential Medicines and 
Health Products (EMP)

– Dr Suzanne Hill

• Head, 
Regulation of Medicines 
and Other Health 
Technologies (RHT)

– Dr Emer Cooke
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Policy, Access and Use

• Based on GHTF/IMDRF principles and concepts 
developed in the AHWP Playbook

• Two step approach

– Basic level controls and enforcement
• Legal framework

• Market oversight

• Reporting system

– Expanded level controls and enforcement
• regulatory controls depending on the priorities of the 

country
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Policy, Access and Use
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Innovation

• Priority Assistive Devices List
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Innovation

• GOALS: represent tests 
that should be reasonably 
available for people who 
need them, regardless of 
the setting

• facilitate group purchasing 
to reduce costs

• inspire development of 
logistical solutions for 
laboratory testing in 
resource-poor settings

• clarify priorities for 
policymakers

• encourage setting common 
goals regarding laboratory 
testing

• OUTCOME: paving the way 
toward improved health care 
delivery and ultimately 
better patient outcomes
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Innovation
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Regulation – Norms and 
Standards

GOAL

• development of internationally recognized norms, standards and 
guidelines, including biological reference material

• WHO Manual for the establishment of Secondary Standards
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http://whqlibdoc.who.int/hq/2011/WHO_IVB_11.03_eng.pdf?ua=1
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Regulatory system strengthening

GOAL: Assessments of national regulatory systems

• Reviews aim at strengthening national regulatory and control capacity 
through an assessment of the situation, the identification of specific needs, 
and the provision of appropriate technical support and training.

• review the existing legal framework, regulations and control activities with 
regard to medicinal products and medical devices in order to assess the 
national regulatory capacity against a set of predefined parameters;

• in collaboration with national officials, identify gaps and develop strategies 
to address these gaps;

• identify specific areas and activities for WHO’s technical input.
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Regulation - Prequalification

Vision: good-quality health products for everyone. 

Mission: to ensure timely availability of quality-assured health 
products for the prevention, diagnosis and treatment of priority 
diseases, through the assessment of the quality, safety and 
efficacy/performance of these products, with a focus on their 
suitability for use in resource-limited settings. 
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Regulation - Prequalification

PQDx Scope

• HIV (RDTs,  NAT qual and quant)

• HCV (RDTs, EIAs, NAT)

• Malaria RDTs

• G6PD deficiency IVDs

• HBsAg RDTs

• CD4 POC IVDs

• HPV POC IVDs
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PQ: Training to Regulators and 
Industry

• China  

• India  

• South Africa (Early infant diagnosis)

• Russia
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• IMDRF
– MC (Observer status)

– MDSAP

– GRRP

– Adverse Event Terminology

– Common Data Elements

• AHWP
– General support

– Request for assistance with WHO guidance

24

PQ Harmonisation and Capacity 
Building Activities
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PQ Harmonisation and Capacity 
Building Activities

• Pan African Harmonisation Working Party
– General support

• ALADDIV
– Training at general meeting

• AIDS 2016/ ASLM 2016
– HIV self testing etc

• ISO 
– ISO 20916: In vitro diagnostic medical devices —

Clinical performance studies using specimens from 
human subjects – Good study practices
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PQ Guidance
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http://www.who.int/diagnostics_laboratory/guidance/en/
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PQ Guidance
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PQ Guidance
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PQ Guidance
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WHO post-market surveillance of 
IVDs
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Reactive PMS

Evaluation of EQA/QC data

Pre-distribution 

Possible issuance of Field Safety Notice

Post-distribution 
Complaint

Possible Field Safety 
Corrective Action

Lot verification testing

Proactive 
PMS

Any class of IVD

Courtesy of A Sands.
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Blueprint 

• List 1: Crimean Congo 
haemorrhagic fever, Ebola 
virus disease and Marburg, 
Lassa fever, MERS and SARS 
coronavirus diseases, Nipah
and Rift Valley fever.

• List 2: chikungunya, severe 
fever with thrombocytopaenia
syndrome, and Zika virus
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PHEIC Zika Virus
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• Target product profile
• IVD landscape analysis

• Emergency use assessment 
and listing procedure

• Development of ZIKV 
biological reference material

• Regulatory pathways

• Biobanking



HIS/EMP | Communications Planning
21st AHWP Cebu 2016

PHEIC: Zika virus EUAL
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• step 1: review of the manufacturer’s 
QMS documentation;

• step 2: review of the documentary 
evidence of safety and performance, 
including labelling and product 
performance specifications, and 
associated verification and validation 
studies;

• step 3: performance evaluation of 
limited scope to verify critical 
analytical and clinical performance 
characteristics.
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Special thanks to S Hill, M Ward, I Prat,  J Hansen, A Velasquez


