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Overview

Why this workshop
Diabetes is the seventh leading cause of death globally and a major cause of costly and debilitating 
complications such as heart attacks, strokes, kidney failure, blindness and lower limb amputations. 
There are more than 420 million people living with diabetes and this number is estimated to rise to 
570 million by 2030 and to 700 million by 2045.
 
People with type 1 diabetes need insulin for survival while people with type 2 diabetes need insulin 
for controlling blood glucose levels to avoid complications when oral medicines become less 
effective in the progressive course of the illness. Only about half of people with type 2 diabetes in 
need of insulin can access it.

Lack of access to insulin is largely due to high prices and supply challenges. Insulin originator 
companies control 96% of the global market, setting prices that are prohibitive for many countries. 
Access to delivery devices for insulin and basic technologies such as blood glucose testing is also 
limited. Without access to health products for screening, diagnosis, and treatment and control and 
to health professionals trained in managing diabetes, premature mortality due to diabetes cannot 
be reduced.
 
World Health Organization (WHO) Member States recognized prevention, screening, early diagnosis 
and appropriate treatment of diabetes and other noncommunicable diseases as a priority in 2000, 
following a call for action by the Fifty-third World Health Assembly. However, over the last two 
decades WHO has had to report to the World Health Assembly that there is not enough progress in 
countries in meeting the health-care needs of people living with diabetes. 
 
During the current COVID-19 pandemic, many people who need treatment for diabetes are not 
receiving the health services and medicines they need. People with diabetes are at increased risk 
of severe disease and death from COVID-19. Immediate action to correct this is needed as part of 
the COVID-19 response.
 
Improving access to insulin and other health products for diagnosis, monitoring and treatment of 
diabetes is complex, and interventions require collaboration for greater impact at country level. 

Insulin is a question of survival
Insulin is a life-saving treatment that has been known 
for 100 years and it should be available in countries. 

Urgent actions are needed for improved access to 
diabetes treatment, delivery devices, screening and 
diagnostics. Organizations need to take action to 

overcome the many challenges including improving 
affordability, strengthening political will and placing 

people with diabetes at the centre. 
mariângela simão 

who assistant director-general for access to  
medicines and health products

A call for a collective response
If we want different results, we have to do things 

differently. Today’s workshop is a bold step to influence 
the imbalance in access to insulin in low-income 
countries. This is the moment for the international 

community to heed the current wake-up call, and move 
ahead with a collective response in unity and solidarity. 

ren minghui 
who assistant director-general for uhc/communicable and 

noncommunicable diseases 
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Workshop objectives
The WHO workshop aimed to:

 inform stakeholders of WHO’s global objectives to increase availability and affordability of 
quality-assured insulin, insulin-delivery and glucose monitoring devices; 

 increase visibility and awareness of the extent of the barriers to access quality-assured 
insulins; and 

 identify possible solutions through the collaborative efforts and the input of multisectoral 
stakeholders.

About the workshop
The workshop was held online on 21, 23, 24, 
and 25 September 2020 from 14:00 to 16:00 
(CET) each day. Sessions were chaired by 
representatives from WHO and presentations 
were made by a wide range of panellists from 
the UN and partner organizations, civil society, 
and country regulators and policy makers and 
included 4 people with type 1 diabetes (See 
agenda in Annex 2, list of panellists/speakers 
in Annex 3 and list of presentations in Annex 4). 
Fact sheets on specific topics were prepared in 
advance of the webinar and made available 
to all participants (Annex 5). An average of 
270 speakers/panellists and observers from 
governments, nongovernmental organizations, 
patient organizations, academia, United Nations 
Organizations and private sector representatives 
participated each day (Figure 1).

The workshop report
This report provides an overview of the input received at the workshop and summarizes the key 
outcomes and opportunities identified.

2 Overview

Fig. 1. Observers at the workshop by organization 
type (average per day)

Private 
sector

Academia, 
NGO, 
Partners

United 
Nations

Government
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Workshop highlights

5 Key global challenges identified

1 Products not affordable 

In 2013, the World Health Assembly defined 
9 global targets for noncommunicable diseases 
to be attained by 2025. One of these was 80% 
availability of affordable basic technologies 
and essential medicines required to treat 
noncommunicable diseases. However, this 
target is seldom met for insulin especially outside 
of major urban areas. If insulin is not available, 
people with diabetes may need to go to the 
private sector and pay more or go further to find 
it and face the added cost of travelling, more 
time off work, and less income. 

A study looking at prices in 13 low- and middle-
income countries showed huge ranges in prices 
of human and analogue insulin in both the 
public and private sectors, often at prices much 
higher than the estimated cost of production. 
High prices are caused by a lack of competition 
in the market, a lack of transparency in pricing, 
a lack of pricing policy, mark ups along the 
supply chain and inadequate procurement and 
supply practices. Access to insulin is a global 
challenge impacting patients in both high-
income countries and low- and middle-income 
countries and varies greatly between and within 
countries. 

Tools for injecting insulin have additional 
challenges. Delivery with a pen or pump 
is preferred by many people with diabetes, 
but they are more expensive than syringes. 
Monitoring of blood glucose is often more 

BRANDON’S STORY 
TYPE 1 DIABETES IN BOLIVIA (PLURINATIONAL 
STATE OF) 
 
Brandon has diabetes. He has difficulties in 
accessing insulin and all of the associated care he 
needs to live a healthy life. Nevertheless, Brandon 
has seen a big improvement in diabetes care 
during the last decade. When he was a child in 
hospital, medical staff used a razor to draw blood 
for checking his blood sugar. Today, he uses an 
appropriate lancet device designed for the purpose 
of monitoring glucose. Brandon expresses his 
gratitude to his diabetes care professionals who 
provide him with the tools and education after his 
diagnosis and throughout his life to stay a healthy 
young person with T1D.

Life for a child https://lfacinternational.org/brandon/

expensive than treatment especially in retail 
pharmacies where prices are generally higher 
than in public sector facilities. Glycated 
haemoglobin (HbA1c) tests monitor blood 
glucose levels over a longer period of time and 
are conducted in a laboratory facility. These 
tests are often poorly available outside of major 
hospitals, and people with diabetes need to pay 
out of pocket. Unlike some medicines, test strips 
and HbA1c machines are often not exempt from 
taxes and duties, raising prices even higher.
 
Humanitarian settings pose a number of 
challenges for access to diabetes products, 
particularly for sustainable provision to ensure 
continuity of treatment. 

Pricing of insulin —
A person on the minimum government wage in Tanzania paying out-of-pocket would 
need to work for:
 3–4 days to afford a 1 month supply of human insulin and
 8–9 days wages for a package of care including insulin, syringes, self-monitoring 

machine and test strips (depending on the sector).  
Source: ACCISS Study
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MAHAMANE’S STORY 
TYPE 1 DIABETES IN HUMANITARIAN SETTINGS, MALI 
 
By the end of 2019, 79.5 million people* have forcibly been displaced worldwide. 4 million refugees and 
displaced people are currently living with diabetes. Mahamane from Timbuktu in northern Mali is one living 
with type 1 diabetes forced to move nearly 1’000 km to Bamako in 2012. A special centre in Bamako 
provides medical support to people with diabetes once every three months to ensure uninterrupted access to 
medication to avoid life-threatening complications.

International Diabetes Federation  
https://www.youtube.com/watch?v=hEfbGd0EaN8&list=PLYvsqlKJFSCz8dXaXpxPtx_IGttkl3sTW&index=4 
 
*UNHCR Trends Report 2019

2 Weak infrastructure and cold 
storage 

Insulin requires cold chain storage which causes 
significant issues in those countries with weak 
infrastructure and cold storage capacity. 
Disruption of the cold chain and inappropriate 
product storage, such as freezing and exposure 
to high temperature, may impact insulin potency 
and represents an important risk associated with 
insulin products whether they are vials, pens 
or pumps. The lack of controlled refrigeration 

is common in many low- and middle-income 
countries, in humanitarian settings, and for 
people living in precarious situations. A lack of 
refrigeration in the home may require people 
to report at the hospital twice a day for their 
treatment and injections. Alternatively, people 
with diabetes often have to use non-electrical 
cooling methods, some of which are unproven. 
Where refrigeration does exist, appropriate 
temperature control or a means of monitoring 
may still be lacking. 
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3 Access to quality assured 
insulin 

Lack of access to insulin and related device is not 
limited to low- and middle-income countries but 
also in several high-income countries. Regulatory 
authorities are responsible for protecting 
public health and ensuring that medicines are 
of the required quality, safety and efficacy. 
Stringent Regulatory Authorities as well as the 
WHO prequalification programme assess insulin 
quality, safety and efficacy mainly using the 
standardized approach with a set of guidelines. 
However, the diversity of requirements used by 
different regulatory authorities of other countries 
for product approval adds costs and complexity 
for manufacturers.

4 A lack of universal health 
coverage 

The provision of insulin by governments to people 
with diabetes varies across the globe. Sufficient 
amounts of syringes are generally not widely 
provided, and very few countries have full 
provision of self-monitoring strips. When insulin 
products and blood glucose monitoring devices 
are not provided or reimbursed, individuals must 
pay out of pocket. There is seldom an integrated 
approach to the provision of products.

5 Primary health care 

Health care professionals at the primary 
health care level in many LMICs have limited 
experience with screening, diagnosing and 
caring for people with diabetes. 

“LIVING WITHOUT LIMITS” 
 
Winner of the NCDs FILM PRIZE of the Health for All 
Film Festival 2020, organized by the World Health 
Organization.

America and Alexis are two young persons in 
Mexico affected by type 1 diabetes, an autoimmune 
disease with no cure. They recount their challenges 
to buy insulin, syringes and glucose strips and the 
support that they have received in an emotional and 
uplifting film.

Made by BBC StoryWorks for the Helmsley Trust  
https://www.youtube.com/
watch?v=ew3nApbKtXc&feature=youtu.be 
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Opportunities for improving access
Improve affordability of insulin and devices for delivery, diagnosing and monitoring. Several 
different measures could contribute to better affordability of health products for diabetes including 
improving transparency. Price transparency, both by insulin manufactures and by governments can 
improve capacity for procurers to achieve lower prices. Gaining a better understanding of national 
demand through patient registries and improving procurement practices enables countries to get 
the best prices based on accurate need. Introducing and implementing national policies with 
provisions for regulating supply chain mark-ups and eliminating taxes and tariffs is another measure 
to improve affordability. Consolidating demand through pooled procurement mechanisms has 
already proven effective for other products. Expanding the supplier base, including with policies and 
laws promoting competition, has a clear impact on pricing and affordability – as well as reducing 
potential for shortages – as has been seen with other products such as treatments for HIV/AIDS and 
hepatitis and some vaccines. 

Support better planning. Guidelines could support selection of cost-effective options and simplify 
the selection of priority products. Better data would improve forecasting of needs. 

Include insulin and delivery devices, screening and blood glucose monitoring tools in universal 
health coverage. A greater understanding and recognition of the importance of diabetes treatment 
and monitoring is needed in order to gain commitment to ensuring that diabetes products are part 
of essential health services. 
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Integrate diabetes care at the primary health care level. Training of health care professionals at 
the primary health care level with access to quality health products would improve early detection, 
treatment and disease management. Trained health care professionals are also needed at the 
tertiary or secondary level as diabetes care is often initiated there. 

Facilitate product assessment and national registration. An important service provided by WHO 
to UN agencies and WHO Member States is the prequalification program that provides guidance 
on the acceptability of health products for procurement. The pilot project for prequalification of 
human insulin in vials invites both insulin products that have not been approved by a Stringent 
Regulatory Authority and also products that already have been approved by a Stringent Regulatory 
Authority. The manufacturers are encouraged to contact the WHO prequalification team to discuss 
requirements and product data. 

Furthermore, the WHO Collaborative Registration Procedure is available to facilitate assessment 
and to accelerate national registration of products with demonstrated quality, safety and efficacy 
(e.g. prequalified product). The procedure facilitates registration of products that have received 
WHO prequalification or have been approved by a “stringent regulatory authority”. The procedure 
is based on principles of reliance, harmonization and collaboration, and is voluntary for both 
manufacturers and countries. 

Address cold chain challenges. Many low-resourced countries or countries in humanitarian 
crisis lack adequate cold chain mechanisms and storage capacity, causing major public health 
challenges for maintaining required storage conditions for insulin. Innovative research and sharing 
of data and ideas are needed to support storage of insulin products over longer timeframes and/
or at higher temperature to meet such public health needs. The manufacturers are therefore 
invited to expand the scope of their approved products providing the required supporting stability 
data. Several regulatory pathways, such as the WHO prequalification program1 or an article 58 of 
Regulation (EC) No 726/20042, are available to manufacturers for changing the storage condition 
for products that are already on the market.
 
Manufacturers are encouraged to engage in dialogue with regulators as well as the WHO 
prequalification programme to seek guidance on appropriate and efficient regulatory pathways 
in changing market authorization of storage conditions or to review data produced by third parties 
in support of changes to storage conditions that may be applicable to their product. 

Through a WHO Global Diabetes Compact. WHO will work with across programs and with partners 
to support countries to mobilize resources and accelerate structural transformations that together 
will enable the scale-up of access to essential diabetes medicines and technologies, the inclusion 
of diagnosis and treatment of diabetes in primary healthcare and universal health coverage 
packages, and the reduction of major population-level diabetes risk factors such as obesity. This 
initiative represents a valuable opportunity to build partnerships between governments, care 
providers, patient advocates, and non-governmental organizations and also to implement the 
Lancet Commission’s recommendations through a renewed global diabetes movement.

1 WHO Pilot Prequalification of human insulin: https://www.who.int/medicines/regulation/prequalification/pq_human_insulin/en/
2 Article 58 of Regulation (EC) No 726/2004: https://www.ema.europa.eu/en/human-regulatory/marketing-authorisation/medicines-use-outside-european-

union 
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Co-design for Change:  
Rewriting the Insulin Story 

Inputs received during the first 3 days of the workshop were consolidated by WHO and presented 
as the contours of a strategic framework to boost access to affordable and quality-assured testing 
and treatment for diabetes. The framework addresses the key challenges identified in the workshop.

Towards a strategic framework
Commitment to action

WHO to raise its voice to mobilize countries and other relevant stakeholders, including manufactures, 
to make commitments that ensure insulin and related devices are available, including in primary 
health care services. 

All stakeholders, including WHO, to take integrated actions to accelerate availability and affordability 
of insulin and associated devices through:
 

 collaboration on patient-centered and human rights-framed approaches;
 
 advocating and creating awareness of the continuing challenges in access to insulin and 

associated devices;
 
 setting a global target and clear goals for diabetes, including the % of people diagnosed, 

receiving treatment, and having access to insulin, as well as measuring performance 
indicators such as the true burden and the ghost population;

 
 scaling up access to essential diabetes medicines including insulin and associated devices 

(i.e., insulin delivery devices, blood glucose monitoring devices, including HbA1c) along 
with ensuring optimized use of available products; and

 improving accountability of each stakeholder to pave the way forward toward agreed 
target and goals with defined timelines.

Addressing affordability and sustainability

WHO and partners to support countries in:
 

 improving the selection of appropriate insulins and including them in national essential lists;

 improving the capacity and efficiency of procurement and supply chain management;
 
 exploring options for regional or multi-country collaborative procurement and reducing 

reliance on humanitarian assistance;

 improving diagnostic capacity and availability of performance data, and pricing and 
usage of associated devices, such as test strips and blood glucose meters; and

 supporting national and global legal and policy strategies that promote access to insulin 
and related products, including by promoting competition and transparency.

8 Co-design for Change: Rewriting the Insulin Story



Addressing quality of health product and health services

WHO and partners to:
 

 advocate and focus on greater international harmonization, convergence and reliance, 
and reduction of regulatory complexities and unnecessary barriers;

 
 leverage WHO’s prequalification programme to enhance cooperation between regulators 

and manufacturers to expand the number of producers of quality-assured insulin and 
associated devices;

 
 work with all stakeholders to better gauge the global impact of diabetes and improve 

coverage and quality of diagnosis and monitoring; and

 support strengthening and expanding sustainable training and coaching programs for 
healthcare professionals to ensure quality diabetes care, including monitoring and optimal 
use of essential diabetes medicines and associated devices.

Research, innovation and development

 WHO to support research and development of thermostable solutions for insulin, cost-
effective user-friendly potency assays, standardized interchangeable blood glucose 
monitoring devices in cooperation with partners; and

 All stakeholders to promote increased funding of research in low- and middle-income 
countries and improve sharing of data on insulin stability and storage conditions at higher 
temperature.

NGOs need to do more to coordinate actions that are 
required to respond to the challenges discussed in 

this workshop. For this reason a joint IDF, JDRF and 
NCDA statement has been published to highlight the 

development and implementation of a comprehensive 
and ambitious plan with wide-ranging and cross-

sectoral collaboration to improve equitable access to 
affordable insulin, related supplies and support. 

stephen colagiuri 
idf

People don’t always understand 
how important access is. 

Education is a primary need to 
help parents, teachers and care 
givers to understand what they 

are dealing with. 
daniela rojas jimenez 

asociación día vida

The lack of major large-scale 
advocacy is an issue. How can 

we give voice to people with 
diabetes to raise awareness in 

the general population? 
sylvia kehlenbrink oh 

harvard humanitarian initiative 

Governments need to be 
involved from the beginning in 
the planning as well as people 
with diabetes and their families. 
Without their involvement they 

will not realize how crucial is the 
organization behind the product 

that they are receiving. 
kaushik ramaiya 

tanzania diabetes association

I know what it is like to be without insulin and to go into 
diabetic ketoacidosis (DKA). It is very painful and scary. 

People all over the world suffer because they cannot 
access or afford insulin and I am glad that this is part 
of the conversation. Thank you for including patient 

voices and involving them in this meeting. Patients are 
heartened to hear so many people coming together on 
this issue and we hope to see more patient involvement 

at all levels. 
elizabeth pfiester 

t1international
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Annex 2. Agenda

21 September 2020
Topic Presenters / speakers / panelists

WELCOME Ren Minghui 
Mariângela Simão 

SESSION 1

Is diabetes under control? 
Bente Mikkelsen

Where are we at with the global burden of 
diabetes?

Andrew Boulton, International Diabetes Federation (IDF)

Ghost population: Overlooked burden of people 
with T1D

Tom Robinson, Juvenile Diabetes Research Foundation (JDRF)

WHO Tools for diabetes management Gojka Roglic, World Health Organization (WHO)

SESSION 2

Data on price and availability
Clive Ondari

Most debated: Insulin Margaret Ewen, Addressing the Challenges and Constraints of Insulin Sources and 
Supply (ACCISS) Study/Health Action International (HAI)

Overlooked: Glucose meters and test strips Beatrice Vetter, Foundation for Innovative New Diagnostics (FIND), in partnership 
with Life for a Child (LFAC) 

Overlooked: Needles and syringes Emma Klatman, LFAC

Overlooked: HbA1c tests Graham Ogle, LFAC

SESSION 3

Changing the game to save lives
Bente Mikkelsen
Evandro Medeiros Costa, Ministry of Health, Brazil
Daniela Rojas, Asociación Día Vida, Costa Rica
Ihab Nabil Amin Hanna, National Institute of Diabetes & Endocrinology, Egypt
Stéphane Besançon, Santé Diabète, France/Mali
Ji Linong, Peking University People’s Hospital, China

23 September 2020
Topic Presenters / speakers / panelists

SESSION 4

Insulin from A to B: Overcoming Stumbling 
Blocks

Clive Ondari

Procurement of Insulin: key challenges and 
possible actions

Akthem Fourati, United Nations Children’s Fund (UNICEF)

Challenges in procuring insulin Juliana Vallini, Pan American Health Organization (PAHO)

Gulf Countries Cooperation Mohammad A. Al-Owairdhi, Saudi Food and Drug Authority (SFDA)

WHO NCD Standard kit Sophie Laroche, WHO

The critical PATH: complexities and opportunities 
in insulin supply chains

Marilyn Noguera, PATH

SESSION 5 
Paving the way to tame the burden

Temo Waqanivalu & Bente Mikkelsen

Paediatric Endocrinology Training Centre for 
Africa (PETCA)

Thomas Ngwiri, Kenya

Sustainable insulin supply program: feasibility Kaushik Ramaiya, Tanzania Diabetes Association (TDA), United Republic of 
Tanzania

Ensuring access to insulin: diabetes in 
humanitarian crises and the Boston Declaration

Sylvia Kehlenbrink Oh, Harvard Humanitarian Initiative

WHO Diabetes Global Compact Bente Mikkelsen, WHO
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24 September 2020
Topic Presenters / speakers / panellists

SESSION 6

Regulating Supply of safe, effective and 
quality-assured insulin

Emer Cooke

Role of regulatory authority in facilitating access 
to quality-assured insulin

Agnès Saint Raymond / Elena Mezquita González, European Medicines Authority 
(EMA)
Dolly Misra / Sarah Yim, Food and Drug Administration (FDA), USA
Jayant Gangakhedkar, Central Drugs Standard Control Organisation (CDSCO), 
India
Ai Xing, National Medical Products Administration (NMPA), China

WHO Prequalification and its insulin project Guido Pante, WHO

Collaborative registration procedure: facilitating 
the country registration

Luther Gwaza, WHO

Supporting Access to quality-assured insulins in 
CARICOM

Rian Marie Extavour, Caribbean Public Health Agency, Trinidad and Tobago

SESSION 7

Thermostability of insulins: What does it mean 
to countries and patients?

Emer Cooke

Insulin storage in hot climates without 
refrigeration

Stéphane Besançon, Santé Diabète

Insulin thermostability: Challenges with home 
use of insulin

Philippa Boulle, Médecins Sans Frontières (MSF)

East African Diabetes Study Group (EADSG) 
recommendation on storage of insulin

Silver Bahendeka, Uganda

Insulin at United States Pharmacopeia Diane McCarthy, U.S. Pharmacopeia (USP), USA
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Annex 3. List of speakers and panellists1

Presenters / speakers / panelists

Agnès Saint-Raymond Head of Division International Affairs, European Medicines Agency, Amsterdam, The Netherlands

Ai Xing Clinical Reviewer, National Medical Products Administration (NMPA), Beijing, China

Akthem Fourati Chief, Medicines and Nutrition Centre, Supply Division, UNICEF, Copenhagen, Denmark

Andrew Boulton President, International Diabetes Federation

Beatrice Vetter Scientific Officer, FIND, Geneva, Switzerland

Daniela Rojas Jimenez Phycologist and diabetes educator, Asociación Día Vida, San José, Costa Rica

Diane McCarthy Senior Manager, Science and Standards, Global Biologics, United States Pharmacopeia 

Dolly Misra Medical Officer, Division of Diabetes, Lipid Disorders, and Obesity, Office of New Drugs, Center 
for Drug Evaluation and Research, Food and Drug Administration, Maryland, USA

Elena Mezquita González International Affairs Officer, European Medicines Agency, Amsterdam, The Netherlands

Elizabeth Pfiester Founder & Executive Director, T1International, UK

Emanuela Lacana Deputy Director of the Office of Therapeutic Biologics and Biosimilars, Office of New Drugs, 
Center for Drug Evaluation and Research, Food and Drug Administration, Maryland, USA

Emma Klatman Health Systems Specialist, Life for a Child, UK

Estefania Palomino Program Officer Type 1 Diabetes Program, Helmsley Charitable Trust, New York, USA

Evandro Medeiros Costa Public Health Servant, Ministry of Health, Brasilia, Brazil

Graham Ogle General Manager, Life for a Child, Adjunct Professor, University of Sydney, Sydney, Australia

Guido Pante Technical Officer, Medicines Assessment, Regulation and Prequalification, MHP, WHO, Geneva, 
Switzerland

Helen McGuire Global Program Leader, Noncommunicable Diseases, PATH, Seattle, WA, USA

Ihab Nabil Amin Hanna Dean, National Institute of Diabetes & Endocrinology, Cairo, Egypt

Jayant Gangakhedkar Assistant drugs Controller, Biologicals Division, Central Drugs Standard Control Organization 
(CDSCO), New Delhi, India

Judit Rius Sanjuan
Policy Specialist, Health Technology Innovation and Access, HIV, Health and Development Group 
at the Bureau for Policy and Programme Support, United Nations Development Programme 
(UNDP), New York, USA

Juliana Vallini Consultant, Medicines and Technology Unit, PAHO Strategic Fund, Washington DC, USA

Kaushik Ramaiya CEO & Consultant Physician, Shree Hindu Mandal Hospital, Dar es Salaam, and General 
Secretary, Tanzanian Diabetes Association, Tanzania

Linong Ji Director of Peking University Diabetes Center, Director of Department of Endocrinology and 
Metabolism, Peking University People’s Hospital, Beijing, China

Lisa Yanoff Director, Division of Metabolism and endocrinal products, Office of New Drugs, Center for Drug 
Evaluation and Research, Food and Drug Administration, Maryland, USA (acting) 

Luther Gwaza Technical Officer, Facilitated product Introduction, Regulation and Prequalification, MHP, WHO, 
Geneva, Switzerland

Margaret Ewen Senior Projects Manager, Medicines Prices, Health Action International, Amsterdam, The 
Netherlands

Marilyn Noguera Senior Supply Chain Officer, PATH, Washington DC, USA

Mike Wilson CEO Juvenile Diabetes Research Foundation (JDRF) Australia & Lead JDRF Global Project, 
Sydney, Australia

1 At least 4 of the panellists were people with type 1 diabetes.
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Presenters / speakers / panelists

Mohammad A. Al-Owairdhi Director, Pricing and Pharmacoeconomics Department, Saudi Food and Drug Authority (SFDA), 
Riyadh, Saudi Arabia

Molly Lepeska Project Manager - ACCISS Study, Health Action International, Amsterdam, The Netherlands

Philippa Boulle Intersectional NCD Working Group Leader, Médecins Sans Frontières (MSF), Geneva, Switzerland

Rian Marie Extavour Technical Coordinator, Caribbean Regulatory System, Caribbean Public Health Agency, Port of 
Spain, Trinidad and Tobago

Sarah Yim Director, Office of Therapeutic Biologics and Biosimilars, Office of New Drugs, Center for Drug 
Evaluation and Research, Food and Drug Administration, Maryland, USA

Silver Bahendeka
Honorary senior consultant physician, Diabetes and Endocrinology, St. Francis Hospital / 
Associate Professor, Diabetes and Endocrinology, Mother Kevin Post Graduate Medical School, 
Kampala, Uganda 

Sophie Laroche Quality Officer, Global Supply Policies, WHO, Geneva, Switzerland

Stéphane Besançon Chief Executive Officer, Santé Diabète, HQs France, Delegation Mali, Burkina Faso and Comoros 

Stephen Colagiuri Vice President, International Diabetes Federation (IDF)

Sylvia Kehlenbrink Oh Director, Global Endocrinology, Brigham and Women’s Hospital and Director, NCDs in Conflict 
Program, Harvard Humanitarian Initiative, Boston Massachusetts, USA

Thomas Ngwiri Head Clinician at Gertrude’s Children’s Hospital and Director of the Pediatric endocrinology 
training center for Africa (PETCA), Nairobi, Kenya

Tom Robinson Head of product, T1D Global Index, Juvenile Diabetes Research Foundation (JDRF), Sydney, 
Australia 

William Hallet Lead Chemist, Office of Therapeutic Biologics and Biosimilars, in CDER’s Office of New Drugs, 
Food and Drug Administration, Maryland, USA

Mariângela Batista Galvão Simão Assistant Director-General, Division for Access to Medicines and Health Products (MHP), WHO, 
Geneva, Switzerland 

Ren Minghui Assistant Director-General, Division for Universal Health Coverage/Communicable and NCDs, 
WHO, Geneva, Switzerland

Bente Mikkelsen Director, Dept of Non-communicable Diseases, WHO, Geneva, Switzerland

Gojka Roglic Medical Officer, NCD Management-Screening, Diagnosis and Treatment, Dept of NCD, WHO 
Geneva, Switzerland

Clive Ondari Acting Director, Dept of Health product Policy and Standards, MHP, WHO, Geneva, Switzerland

Emer Cooke Director, Dept of Regulation and Prequalification, MHP, WHO, Geneva, Switzerland 

Deusdedit Mubangizi Unit Head, Prequalification, Dept of Regulation and Prequalification, WHO, Geneva Switzerland 

Temo Waqanivalu Programme Officer, Integrated Service Delivery, Dept NCD, WHO, Geneva, Switzerland
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Annex 4. Presentations 

Presentations are available upon request to PQ-insulin@who.int, by indicating title of the 
presentation(s).

Session Title Presenter

Aim-Agenda-Outcomes WHO

S1_1 Diabetes – a huge and growing problem Andrew Boulton (IDF)

S1_2 “Ghost population”: the overlooked burden Tom Robinson (JDRF)

S1_3 WHO Tools for diabetes management Gojka Roglic (WHO)

S2_1 Availability, prices and affordability of insulin Margaret Ewen (ACCISS Study, HAI)

S2_2 Data on price and affordability: Overlooked: Glucose meters and test 
strips

Beatrice Vetter (FIND – LFAC)

S2_3 Data on price and affordability: Overlooked: Access to insulin 
delivery devices 

Emma Klatman (LFAC)

S2_4 Data on price and affordability: Overlooked: Access to glycated 
haemoglobin (HbA1c) testing

Graham Ogle (LFAC)

S3_1 Insulin and associated devices: Brazil Evandro Medeiros Costa (Ministry of Health, Brazil)

S3_2 Access to insulin and diabetes supplies for T1D community in Latin 
America

Daniela Rojas Jiménez (Psychologist, diabetes 
educator with T1D in Costa Rica)

S3_3 Challenges in accessing quality-assured insulin Ihab Nabil Hanna (National Institute of Diabetes 
and Endocrinology, Egypt)

S3_4 Diabetes situation in Mali Stephane Besançon (Santé Diabète)

S3_5 Challenges in accessing quality-assured insulin and associated 
devices in China

Linong Ji (Peking University People’s Hospital)

S4_1 Procurement of insulin and related devices: key challenges and 
possible actions

Akthem Fourati (UNICEF)

S4_2 Challenges and solutions for procuring quality-assured insulin: PAHO 
Strategic Fund

Juliana Vallini (PAHO)

S4_3 Gulf Countries Cooperation (GCC) Factsheet on Diabetes and insulin 
procurement

Mohammad A. Al-Owairdhi (SFDA)

S4_4 WHO NCD Emergency Health Kit Sophie Laroche (WHO)

S4_5 The critical PATH: complexities & opportunities in country insulin 
supply chains

Marilyn Noguera (PATH)

S5_1 Paediatric Endocrinology Training in Africa Thomas Ngwiri (Gertrude’s Children’s Hospital, 
Kenya)

S5_2 Sustainable insulin supply program: feasibility Kaushik Ramaiya (Tanzania Diabetes Association)

S5_3 Diabetes in humanitarian crises and the Boston declaration Sylvia Kehlenbrink (Brigham and Women’s 
Hospital / Harvard Humanitarian Initiative)

S5_4 Summary of the first day and WHO Global Diabetes Compact Bente Mikkelsen (WHO)

S6_1 Feedback from Center for Drug Evaluation of the China National 
Medical Products Administration

(National Medical Products Administration, China)

S6_2 Factsheet WHO Pilot procedure for prequalification of biotherapeutic 
products: human insulin Sep2020

Guido Pante (WHO)

S6_3 How do we get the priority products faster and efficiently to those 
who need? 

Luther Gwaza (WHO)

S6_4 Supporting access to quality-assured, safe, effective insulins in 
CARICOM 

Rian Marie Extavour (CARPHA Caribbean 
Regulatory System)
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Session Title Presenter

S6_5 Feedback on PQ related questions

S7_1 Insulin storage in Mali Stephen Besançon (Santé Diabète)

S7_2 Insulin thermostability – Challenges with home use of insulin Philippa Boulle (MSF)

S7_3 East African Diabetes Study Group (EADSG) Guidelines: Insulin 
storage and optimisation of injection technique in diabetes 
management 

Silver Bahendeka (Mother Kevin Post Graduate 
Medical School & Uganda Martyrs University, 
Uganda)

S7_4 Insulin work at United States Pharmacopeia Diane McKercy (USP)

S8_1 Changes we want to see in Latin America Daniela Rojas Jiménez (Psychologist, diabetes 
educator with T1D in Costa Rica)

S8_2 IDF JDRF NCDA Joint Statement Stephen Colagiuri (on behalf of three organizations)

Summary Day 2

Summary Day 3
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Annex 5. Fact sheets and background 
documents

Documents are available upon request to PQ-insulin@who.int, by indicating title of the document(s).

Title Prepared by

Approved list of insulins in China (Sept 2020) Center for Drug Evaluation of the National Medical 
Products Administration, China

Approved list of insulins - EMA (Sept 2020) European Medicines Agency 

Approved list of insulins in India (Sept 2020) Central Drugs Standard Control Organization 
(CDSCO), India

Approved list of insulins in USA (Sept 2020) US Food and Drug Administration 

BG: EADSG Guidelines – insulin storage 2019 Publication

BG: Insulin storage in hot climate 2016 Santé Diabète

BG: PETCA Impact and successes 2016 Publication

BG: UniGe-EPFL Insulin Heat Stability Study for MSF vMarch2018 Pre-publication data shared by MSF

BG: UniGe-EPFL Insulin Heat Stability Study for MSF vOct2014 Pre-publication data shared by MSF

Factsheet: Diabetes WHO Jun2020 WHO

Factsheet: Global Impact of Diabetes IDF 18Sep2020 IDF

Factsheet: Action in Mali – Sante Diabetes 2018 Santé Diabète

Factsheet: Ghost population T1D burden JDRF Sep2020 JDRF

Factsheet: Glucose meters and test strips FIND-LFAC Sep2020 FIND - LFAC

Factsheet: Diabetes and insulin procurement by Gulf Country Cooperation GCC

Factsheet: HbA1c testing availability LFAC Sep2020 LFAC

Factsheet: Availability and affordability of insulin and supplies HAI-ACCISS 
21Sep2020

HAI – ACCISS 

Factsheet: Insulin delivery devices LFAC Sep2020 LFAC

Factsheet: Insulin supply chains in countries PATH 21Sep2020 PATH

Factsheet: WHO Pilot procedure for prequalification of biotherapeutic products: 
human insulin Sep2020

WHO

Factsheet: UNICEF Procurement of insulin and related devices_Sep2020 UNICEF

Factsheet: USP work on insulin Sep2020 USP
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Contact
World Health Organization 
Mail to: PQ-Insulin@who.int

www.who.int/teams/health-product-and-policy-standards 
www.who.int/teams/regulation-prequalification 
www.who.int/health-topics/noncommunicable-diseases#tab=tab_1

mailto:PQ-Insulin%40who.int?subject=
www.who.int/teams/health-product-and-policy-standards
www.who.int/teams/regulation-prequalification
www.who.int/health-topics/noncommunicable-diseases#tab=tab_1
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