
 

Increasing Access to Diagnostics 
Through Technology Transfer and 
Local Production

Intellectual  
Property and Trade

Financing
Technology 
Transfer

Im
proving Access

R&D, 
Innovation

M
onitoring and 

Reporting





Increasing Access to Diagnostics 
Through Technology Transfer and 
Local Production



Prepared for the WHO Department of Public Health, Innovation and Intellectual Property by 
Rosanna Peeling and Ruth McNerney (London School of Hygiene & Tropical Medicine).

This report forms part of the project entitled: Improving access to medicines in developing 
countries through technology transfer related to medical products and local production. It is 
implemented by the Department of Public Health Innovation and Intellectual Property of the 
World Health Organization (WHO/PHI) in partnership with the United Nations Conference on 
Trade and Development (UNCTAD) and the International Centre for Trade and Sustainable 
Development (ICTSD) with funding from the European Union (EU). The overall objective of the 
project is to increase access – especially for the poor in developing and least developed countries 
– to medicines, vaccines and diagnostics.

All reports associated with this project are available for free download from the following website: 
http://www.who.int/phi/en/

This publication has been produced with the assistance of the European Union. The contents of 
this publication are the sole responsibility of the World Health Organization and can in no way be 
taken to reflect the views of the European Union.

Editing and design by Inís Communication – www.iniscommunication.com

WHO Library Cataloguing-in-Publication Data

Increasing access to diagnostics through technology transfer and local production.

1. Diagnostic tests, Routine. 2.Technology transfer. 3.Developing countries. I.World Health Organization.

ISBN 978 92 4 150237 5 (NLM classification: WB 141)

All rights reserved. Publications of the World Health Organization are available on the WHO web site 
(www.who.int) or can be purchased from WHO Press, World Health Organization, 20 Avenue Appia, 1211 
Geneva 27, Switzerland (tel.: +41 22 791 3264; fax: +41 22 791 4857; e-mail: bookorders@who.int).

Requests for permission to reproduce or translate WHO publications – whether for sale or for 
noncommercial distribution – should be addressed to WHO Press through the WHO web site (http://
www.who.int/about/licensing/copyright_form/en/index.html).

The designations employed and the presentation of the material in this publication do not imply the 
expression of any opinion whatsoever on the part of the World Health Organization concerning the legal 
status of any country, territory, city or area or of its authorities, or concerning the delimitation of its 
frontiers or boundaries. Dotted lines on maps represent approximate border lines for which there may 
not yet be full agreement.

The mention of specific companies or of certain manufacturers’ products does not imply that they 
are endorsed or recommended by the World Health Organization in preference to others of a similar 
nature that are not mentioned. Errors and omissions excepted, the names of proprietary products are 
distinguished by initial capital letters.

All reasonable precautions have been taken by the World Health Organization to verify the information 
contained in this publication. However, the published material is being distributed without warranty of 
any kind, either expressed or implied. The responsibility for the interpretation and use of the material 
lies with the reader. In no event shall the World Health Organization be liable for damages arising from 
its use.

Photo: WHO /Harold Ruiz
Printed in France

© World Health Organization 2011

ii



Contents

Abbreviations                                                                             v

Executive summary                                                                     1

1. Background and context                                                             4

2. Objectives and methodology                                                       6

3. The diagnostics landscape                                                           7

4. Opportunities and absorptive capacity for R&D and manufacturing of 
IVDs in the developing world                                                     27

5. Technology transfer to developing countries                                   37

6. Challenges                                                                            45

7. Measures to facilitate technology transfer and local manufacture         50

8. Recommendations                                                                  52

Annex I: Workshop attendees                                                        56

References                                                                               57

iii



iv



Abbreviations

AHWP Asia Harmonization Working Party

ANDI African Network for Drugs and Diagnostics Innovation

ANVISA National Health Surveillance Agency

ASEAN Association of South-East Asian Nations

CAGR compound annual growth rate

CE Conformité européenne

DALY disability-adjusted life-year

DPP Dual Path Platform

ELISA enzyme-linked immunosorbent assay

EU European Union

FDA United States Food and Drug Administration

FIND Foundation for Innovative New Diagnostics

Fiocruz Oswaldo Cruz Foundation

GDP gross domestic product

GHTF Global Harmonization Task Force

GLP good laboratory practice

GMP good manufacturing practice

GSPA-PHI Global Strategy and Plan of Action on Public Health, Innovation 
and Intellectual Property

HCG human chorionic gonadotrophin

HIV human immunodeficiency virus

IFPMA International Federation of Pharmaceutical Manufacturers and 
Associations

IMCI Integrated Management of Childhood Illness

ISO International Organization for Standardization

IVD in vitro diagnostic

JICA Japanese International Cooperation Agency

KEMRI Kenyan Medical Research Institute

LMIC low- and middle-income country

MGIT mycobacteria growth indicator tube

NDI Asian Network for Drugs and Diagnostics Innovation

NGO nongovernmental organization

OECD Organisation for Economic Co-operation and Development

PATH Program for Appropriate Technology in Health
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PCR polymerase chain reaction

PEPFAR United States President’s Emergency Plan for AIDS Relief

PPP public-private partnerships

R&D research and development

TB tuberculosis

TDR Special Programme for Research and Training in Tropical Diseases

UNAIDS United Nations Programme on HIV/AIDS

UNICEF United Nations Children’s Fund

WHO World Health Organization
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