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  1  Link to quotation

1Measure our success 
not by our outputs, but 

by outcomes - by the 
measurable impact we 
deliver where it matters 
most: that’s in countries.

“
”Tedros Adhanom Ghebreyesus, WHO Director-General

WHO/iStock
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2018
Access to health products continues to be a major 
challenge in low- and middle-income countries and, 
due to rising prices, has become one for wealthy 
countries as well. While a central health and human 
right, access to health products is also a pillar of 
development – without preventive, diagnostic and 
treatment tools populations cannot thrive.  For these 
reasons, WHO’s principal goal of achieving universal 
health coverage is dependent on access to vaccines, 
medicines and other medical technologies for all.

Access alone however will not help us reach the goals 
WHO and the international community have set in the 
shorter and longer terms.  We must ensure that access 
is equitable, and that medicines and other health 
products are affordable, quality-assured, safe and 
effective.

WHO has therefore been working along two main 
lines – formulating policies that will allow for more 
people to receive the treatment they need and issuing 
guidance on the norms and standards that must be 
applied to ensure health products do what they are 
supposed to do.  Interaction between these two broad 
streams is essential if we want to ensure that people 
everywhere have the opportunity to be diagnosed 
and treated so they can have a higher quality of life.

To that end, WHO developed its first ever ‘Access 
Roadmap’ for vaccines, medicines and health 
products in 2018.  The roadmap serves as a framework 
for countries to build the necessary blocks for 
sustainable access.

Other firsts included the revision of the Global 
Benchmarking Tool, an instrument used to measure 
and improve countries’ regulatory agencies’ 
proficiency.  The 2018 success story in regulatory 
strengthening was United Republic of Tanzania’s 
achievement of a well-functioning regulatory system 
after a number of technical exchanges with WHO. 

In the pages that follow you will find details of these 
and many more developments. For those who 
want to delve deeper, we highlight some of the key 
publications and flagship meetings of the year.

2019 promises to be another year of growth and 
change as WHO undergoes a major transformation. 
This will only further strengthen our will and ability 
to support countries to increase access to health 
products and achieve sustainable health care for their 
populations. 

Mariângela Simão
Assistant Director-General
Access to Medicines, Vaccines and Pharmaceuticals

MESSAGE FROM THE ASSISTANT 
DIRECTOR-GENERAL

”
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 of the WHO 

Programme 
for International 
Drug Monitoring

50TH

TRAINING WORKSHOPS 
on substandard and falsified 
medicines for approximately 

300 participants 
from 60 countries
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An ACCESS ROADMAP 
developed to direct WHO’s 
work for greater access in 

countries

UNITED REPUBLIC OF 
TANZANIA 
becomes  
country in Africa to 
achieve recognition as
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ESSENTIAL 
DIAGNOSTICS 
published to optimize testing 
and treatment for 

APPLICATIONS 
filed for WHO 
prequalification 
for biosimilar 
cancer 
medicines
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The Vaccine Safety Net:  

68 websites, in 
32 countries
22 different languages. 

Estimated 103 million 
people a month visited the 
network’s websites. 

WHO Global 
BENCHMARKING TOOL: 

more than               

indicators
200

Landmark REPORT 
published on the high cost of 
CANCER MEDICINES

12
countries

 joined the African 
Blood Regulator 

Forum, a WHO 
initiative

review of cannabis and
1ST time

CANNABIS-RELATED 
SUBSTANCES

time 
in WHO’s history 
ASSISTIVE 
TECHNOLOGY was 
on the World Health 
Assembly agenda

1ST

of1ST-LIST
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KEY 
ACHIEVEMENTS

A ROADMAP FOR ACCESS

New guidance on access to medicines 
developed in 2018 will help countries decide 
their priority actions, and how WHO can support 
them in achieving their goals. The Draft Road 
Map for Access to Medicines, Vaccines and 
Other Health Products, 2019–2023, developed 
in consultation with Member States, outlines 
the principles of WHO’s work on access to health 
products, including the essential health system 
components.  The roadmap is structured around 
two interlinked strategic areas that support 
access to health products: ensuring the quality, 
safety and efficacy of health products; and 
improving equitable access to health products 
(See below).

Source: Roadmap for access 2019-2023: Comprehension support 
for access to medicines and vaccines. Zero draft

ACCESS TO SAFE, EFFECTIVE AND QUALIT Y 
MEDICINES AND VACCINES FOR ALL

  2  https://www.who.int/medicines/access_use/Roadmap_Englishv2.pdf?ua=1

Universal health coverage can only be achieved when there is affordable access to safe, effective and quality 
medicines and health products. Countries face a range of obstacles to achieving this, including rising prices for 
new medicines; shortages and stock outs of essential medicines, especially for noncommunicable diseases, and 
the growing problem of substandard and falsified medical products entering the global supply chain. Added to 
this, there are other challenges to ensuring that medicines are not only available, but are used appropriately. 
Antimicrobial resistance has become a worldwide problem largely due to overuse, and misuse of opioids has led 
to an addiction epidemic in some countries. Knowing where to tackle the problem is the first step. WHO works 
with Member States to identify what their priorities are on the road to achieving this universal access.

UNIVERSAL ACCESS

MEMBER STATES

https://www.who.int/medicines/access_use/Roadmap_Englishv2.pdf?ua=1
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ENSURING QUALITY, SAFETY AND EFFICACY OF HEALTH 
PRODUCTS

IMPROVING EQUITABLE ACCESS

Regulatory system
strengthening

Appropriate prescribing,
dispensing and rational use

Assessment of the quality, safety and efficacy/performance 
of health products through prequalification

Evidence-based selection and fair and affordable management

Research & development that meets public health needs & improves access to health products

Application and management of intellectual property to contribute to innovation 
and promote public health

Market surveillance of quality, safety & performance

Procurement and supply chain management

STRATEGIC AREAS OF THE DRAFT ROAD MAP FOR ACCESS TO MEDICINES, VACCINES AND OTHER HEALTH PRODUCTS, 2019–2023

UNIVERSAL ACCESS

WHO/F.Diabate
9
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ESSENTIAL MEDICINES 
LIST UPDATE

The WHO Model Lists of Essential Medicines is due for its bi-
annual update in 2019, and 2018 was spent preparing for that, 
with over 60 applications for review received by the 
Expert Committee on Selection and Use of Essential Medicines, 
which will meet in April 2019. An online version of the List, 
which should make the most up-to-date version of the list more 
accessible to countries, was developed and underwent testing 
in 2018. Criteria for inclusion of cancer medicines were also high 
on the essential medicines team’s agenda for 2018, as was a 
review of the antibiotics on the List, support to Member States 
for antimicrobial stewardship, and updates of national essential 
medicines lists.

FIRST ESSENTIAL LIST OF 
DIAGNOSTICS PUBLISHED

In vitro diagnostics are an essential part of a health provider’s 
toolkit. Without them it is impossible to diagnose patients 
effectively and promptly, and provide appropriate treatments. 
Like the established Essential Medicines List, the purpose 
of the Model List of Essential In Vitro Diagnostics is to 
provide evidence-based guidance and set a reference for the 
development or update of national lists of essential in vitro 
diagnostic tests. 

Because national essential medicines lists prioritize the most 
important medicines all countries need to make available to 
their populations, they have successfully raised awareness and 
political will, guided procurement and regulation policies and 
improved access to affordable medicines, particularly in low-
resourced countries. 

It is expected that national essential diagnostics lists will provide 
similar benefits and improve access to essential IVDs. As such, 
they will also contribute towards health systems strengthening 
and realizing universal health coverage, which is central to Goal 
3 of the Sustainable Development Goals (Ensure healthy lives 
and promote well-being for all at all ages). 

The Model List of Essential In Vitro Diagnostics was published 
in November 2018, and the Strategic Advisory Group will meet 
again in March 2019.

SUPPORTING 
COUNTRIES TO PAY A 

FAIR PRICE FOR MEDICINES

Fair pricing is a key dimension of access to medicines. MVP’s 
pricing team works with countries in a variety of ways, including 
negotiation workshops, evaluation of national medicines pricing 
governance and policy, and developing pricing guidelines. In 
2018 the team supported the United Republic of Tanzania to 
develop pricing policies that are designed to promote affordable 
access. 

Monitoring prices is a challenge for resource-constrained 
countries. Paper-based price surveillance systems are 
cumbersome to administer and the data is difficult to round 
up and analyse. WHO developed a mobile phone app to 
monitor prices, with the surveillance sites automatically geo-
located, and the data efficiently uploaded, so that it can be 
analysed promptly. In 2018 the app was used in a Rohingya 
camp in Bangladesh, which was surveyed for availability and 
affordability of medicines. The survey data not only adds to 
WHO’s global picture of medicines availability and pricing, but 
is also very useful for development agencies working with this 
population.

Cancer treatments pricing came under the spotlight in 2018, 
with the publication of a technical report on pricing approaches 
adopted by the pharmaceutical industry and authorities 
responsible for the pricing of medicines. The report laid 
out options for countries to enhance the affordability and 
accessibility of cancer medicines in six areas: 

  3 https://www.who.int/medical_devices/diagnostics/WHO_EDL_2018.pdf

WHO_005635

https://www.who.int/medical_devices/diagnostics/WHO_EDL_2018.pdf
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SIX OPTIONS TO ENHANCE THE 
AFFORDABILITY AND ACCESSIBILITY OF 
CANCER MEDICINES

Improving the consistency of 
policies across health and other 
sectors

sensitive to health systems’ 
ability to pay
Enhancing system ability to 
review ans adjust prices, and 
withdraw funding for superseded 

required
Enforcing price caps for cancer 
medicines, with or without 
progressive reduction of prices 
over time
Creating competition among 
substitutable cancer medicines, 
with respect to price, quality and 
ability to supply

Prioritizing the selection of 
medicines with high(er) 
clinical value

Considering the costs of 
model of care as part of 
pricing approach

Considering manged entry 
agreements for 
expenditure control only in 
specific cases

Avoiding the use or 
establishment of funds 
earmarked for the 
provision of cancer 
medicines

Disclosing the net 
transaction prices of cancer 
medicines to relevant 
stakeholders
Disclosing and controlling 
prices along the supply 
chain
Reporting the costs of 
research, development and 
production, including any 
public sources of funding
Communicating pricing and 
reimbursement decisions to 
the public when appropriate

Removing 
financial/non-financial 
incentives for prescribing 
cancer medicines of limited 
clinical value
Restricting promotional 
activities of cancer 
medicines to clinicians and 
the public
Correcting any 
misperception of inferior 
quality of generic or 
biosimilar medicines
Implementating regulatory 
measures upon 
identification of 
substandard and falsified 
medicines

Sharing information on medicine 
prices and technical assessments

Harmonizing regulatory 
requirements for biosimilar 
medicines to ensure safety and 
quality, and to promote 
competition

Streamlining cross-border 
regulatory requirements and 
supply management of medicines 
in shortage

Pooling subnational, national and 
regional resources for joint 
negotiation and procurement

Using voluntary licence 
agreements where possible and 
applying WTO TRIPS flexibilities 
for patented medicines where 
appropriate

Incentivizing research for 

populations

Focusing on health service 
research to improve system 

medicines and packages of 
care
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Source: Pricing of cancer medicines and 
its impacts

WHO/F.Diabate
12
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GLOBAL ANTIBIOTIC 
RESEARCH AND DEVELOPMENT 

PARTNERSHIP (GARDP)

In 2018, the Global Antibiotic Research and Development 
Partnership (GARDP), a not-for-profit research and development 
organization that addresses global public health needs 
by developing and delivering new or improved antibiotic 
treatments, became a legal entity, after two years of incubation. 
With a staff of 40 based in Geneva, Switzerland, and a EURO70 
million budget, it is already filling part of the innovation gap on a 
not for profit basis in the area of new antibiotics. 

The partnership is making a tangible difference, such as running 
clinical trials on new compounds. One such project is first-in-
class trials of zoliflodacin, a compound to treat gonorrhoea, 
currently in development.  In 2018, results of a phase II clinical trial 
showed zoliflodacin to have high activity against drug-resistant 
gonorrhoea. In summer 2019, a multi-site phase III clinical trial 
is due to start in the Netherlands, South Africa, Thailand and 
the United States. With antibiotic resistant-gonorrhoea on the 
rise this is a significant development, and is aligned with WHO’s 
identified priorities.

GATHERING INTELLIGENCE ON 
ANTIBIOTIC USAGE AND THE 
CLINICAL PIPELINE FOR NEW 

AGENTS
Whilst the link between antimicrobial resistance and use of 
antimicrobials is well documented, there is sparse information 
available on antimicrobial use in low-income countries. Without 
baseline data, it is impossible for WHO and its Member States 
to effectively work on stewardship and appropriate use of 
antimicrobials. To address this gap, in 2018, MVP published WHO 
Report on Surveillance of Antibiotic Consumption, 2016 - 2018 
Early implementation. 

A 2018 WHO review of the clinical pipeline for antibacterial agents 
gives a clear picture of the extent to which medicines currently in 
development are aligned with the priorities identified by WHO. 
The update is based on the outcome of analysis of the pipeline 
of antibacterial products (antibiotics and biologicals) that were 
in phase I-III of clinical development as of July 2018, and which 
had not, at that date, received market authorization for human 
use anywhere in the world (figure x). It includes a targeted search 
of products in development in China. The biggest gap and need 
is for innovative antibacterials to treat the priority pathogens, in 
particular critical Gram-negative bacteria. 

   5 https://www.gardp.org/

ANTIMICROBIAL RESISTANCE: 
ACTION TODAY FOR A HEALTHIER 
TOMORROW

Antimicrobial resistance (AMR) is an increasingly serious threat to global public 

health. If AMR is not brought under control, the effective prevention and treatment 

of an ever-increasing range of infections caused by bacteria, parasites, viruses and 

fungi, as well as the success of major surgery and cancer chemotherapy will be 

further compromised. In 2018, numerous MVP initiatives actively contributed to 

the fight against AMR.

https://www.gardp.org/
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Expected activity against priority pathogens

Active?

yes

Possibly

No

Acinetoba
cter baum

annii

Pseudomo
nas aerugi

nosa
Enteroba..

All critical
priority

pathogens
Subtotal

Gram-
positive

priority p..

Neisseria
gonnorho

eae
Helicobact

er pylori
Subtotal Total

Critical priority pathogensC ritical priority pathogens

45 92 14 14 2

35

16 30

28 26 23 31 32 53 63 73 7

46 43 91 12 11

Source: WHO Report on Surveillance of Antibiotic Consumption, 2016 - 2018 Early implementation

Global leaders have committed to eliminating hepatitis C as a 
major public health threat by aiming to treat 80% of cases by 
2030. Although worldwide the annual number of people initiating 
direct-acting antivirals for the treatment of infection with the 
hepatitis C virus has increased from approximately 1 million in 
2015 to 1.5 million in 2016, bringing the overall number of people 
accessing this treatment to almost 3 million, the vast majority of 
the estimated 71 million people living with the disease remain 
untreated. More equitable access to direct-acting antivirals is 
urgently needed. 

A 2018 WHO report on access to hepatitis C found that progress in 
access has been encouraging in countries as diverse as Australia, 
Brazil, China, France, Georgia, Mongolia, Morocco, Rwanda and 
Spain, and more rapid progress is possible if more countries 
mobilize the much-needed leadership to utilize existing 
opportunities and expand testing and treatment services. 

WHO is also promoting greater market transparency as countries 
need market intelligence on prices used by other countries and 
buyers, and the report includes updated information on direct-
acting antivirals prices and registration.

PROGRESS REPORT ON ACCESS 
TO HEPATITIS C TREATMENT

WHO/iStock
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    6  https://apps.who.int/iris/bitstream/handle/10665/277359/9789241514880-eng.pdf?ua=1
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shutterstock_216247708

Global leaders 
have committed to 
ELIMINATING HEPATITIS C 
as a major public 
health threat by aiming 
to treat    80%      of cases 
by 2030

In framing access to medicines, 
vaccines and health technologies 

as a human rights-based issue, 
all stakeholders have a collective 

responsibility to ensure that 
international agreements, national 
policies, laws and regulations are 

health-sensitive and are 
implemented to ensure the 
protection of public health. 

Mariângela Simão, WHO Assistant Director-General

“
”

15

WHO/F.Diabate

WHO/iStock

https://apps.who.int/iris/bitstream/handle/10665/277359/9789241514880-eng.pdf?ua=1
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TOWARDS EQUITABLE ACCESS 
TO ASSISTIVE TECHNOLOGIES

ASSISTIVE TECHNOLOGIES: 
FIRMLY ON THE GLOBAL AGENDA

For the first time in WHO’s 70-year history, in May 2018, at 
the 71st World Health Assembly, WHO’s 194 Member States 
unanimously endorsed a resolution committing countries 
to improving access to assistive technology. The resolution 
not only sets out the impact of assistive technology and the 
challenges to making it accessible, but also commits the WHO 
Secretariat to provide support to Member States in building 
country capacity for access to assistive technology, and also 
to producing a global report, based on progress reports from 
Member States, every four years.

THE GLOBAL PARTNERSHIP FOR 
ASSISTIVE TECHNOLOGY

In 2018, WHO joined forces with the Global Partnership for 
Assistive Technology (ATScale) to help 500 million people get 
access to the life changing assistive technologies that they need 
by 2030. Launched at the Global Disability Summit in London, 
UK in July 2018, the partnership shines a light on the pressing 
need for assistive technology, from something as simple as a 
pair of eyeglasses (needed by 970 million people worldwide) to 
more complex technologies such as wheelchairs, (needed by 75 
million people). 

ATScale is unique in that it is a cross-sector partnership, 
with a unified strategy and agenda that coordinates diverse 
stakeholders, advocates for the right to assistive technologies, 
mobilizes resources, and evaluates impact and progress. Its aim 
is to enable partners in different sectors to come together and 
break down supply and demand barriers in a systematic and 
coordinated way.

  7 https://apps.who.int/iris/bitstream/handle/10665/260445/WHO-CDS-HIV-18.4-eng.pdf?sequence=1&isAllowed=y   

8 http://apps.who.int/gb/ebwha/pdf_files/WHA71/A71_R8-en.pdf?ua=1

One in seven people worldwide lives with some form of disability, and the number is growing. Access to assistive technology, 

such as hearing aids, wheelchairs, communication aids, spectacles, and prostheses, can be life changing. However, barriers 

to access, due to lack of awareness and political commitment, and market failure, mean that only one in 10 people who need 

such help to live their daily lives actually get it. It is estimated that by 2050, over 2 billion people will need some form of assistive 

technology to go to school, get a job, or make their fullest contribution to family and community life.

TOWARDS EQUITABLE ACCESS 
TO ASSISTIVE TECHNOLOGIES

One in seven people worldwide lives with some form of disability, and the number is growing. Access to assistive technology, 

such as hearing aids, wheelchairs, communication aids, spectacles, and prostheses, can be life changing. However, barriers 

to access, due to lack of awareness and political commitment, and market failure, mean that only one in 10 people who need 

such help to live their daily lives actually get it. It is estimated that by 2050, over 2 billion people will need some form of assistive 

technology to go to school, get a job, or make their fullest contribution to family and community life.
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Today more than 1 billion 
people need some form of 

assistive technology, but only 
one in 10 can access what 

they need.
Mariângela Simão, WHO Assistant Director-General

“
”

In 2018, WHO joined forces with 
the GLOBAL PARTNERSHIP for 
Assistive Technology (ATScale) to 
HELP 500 MILLION PEOPLE get 
access to the life changing assistive 
technologies that they need 
by 2030. 
   

WHO/T.Miranda17
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WEIGHING THE EVIDENCE ON
DRUG DEPENDENCE

The Expert Committee on Drug Dependence (ECDD) brings together an independent group of experts in the field of drugs and 

medicines to assess the health risks and benefits of the use of psychoactive substances according. The committee uses three 

main criteria for its assessments: evidence of dependence potential of the substance; actual abuse and/or evidence of likelihood 

of abuse; and therapeutic applications of the substance. In 2018, two stand-out issues faced the committee: cannabis (see spot-

light), and tramadol.

TRAMADOL

Tramadol is a weak opioid, and it is widely used in low-
income countries for pain relief. It is often the only treatment 
available in emergency situations, but there have been 
reports of abuses in Africa, the Middle East, and US, which 
have put it on the ECDD’s agenda. At the 41st ECDD meeting 
in November 2018, the committee discussed whether or not 
tramadol should be scheduled as a controlled substance. 
Weighing the evidence of its potential for dependence, 
the likelihood and abuse and therapeutic benefits, the 
committee decided that it should not be controlled.

   9 https://www.who.int/medicines/news/2018/DDG-speech-dsability-summit-london/en/   10 Global Partnership for Assistive 
Technology  11 https://www.who.int/medicines/access/controlled-substances/ecdd_40_meeting/en/

SPOTLIGHT ON 
CANNABIS

Until recently there has been limited robust scientific 
information about the health effects of cannabis and 
cannabis-related substances.  As more Member States permit 
the use of cannabis for medical and non-medical purposes, 
more evidence is emerging about its health effects.

On 12-16 November 2018 the WHO Expert Committee on 
Drug Dependence (ECDD) met in Geneva to conclude its 
review of cannabis and cannabis related substances.  This 
was the first time that the ECDD carried out a full review 
of these substances since the International Drug Control 
Conventions were established in 1961 and 1971. The 
Committee recognized the public health harms presented 
by these substances, as well as their potential for therapeutic 
and scientific use. As a result, the Committee recommended 
a more rational system of international control surrounding 
cannabis and cannabis-related substances that would 
prevent drug-related harms while ensuring that cannabis-
derived pharmaceutical preparations are available for 
medical use. 

The recommendations from the ECDD meeting are now 
endorsed by WHO and have been forwarded to the UN 
Secretary General. They will be considered by the UN 
Commission on Narcotic Drugs in 2020.

https://www.who.int/medicines/news/2018/DDG-speech-dsability-summit-london/en/
https://atscale2030.org/
https://atscale2030.org/
https://www.who.int/medicines/access/controlled-substances/ecdd_40_meeting/en/
https://www.who.int/medicines/access/controlled-substances/ecdd/work-on-ecdd/en/
https://www.who.int/medicines/access/controlled-substances/ecdd/work-on-ecdd/en/
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SUPPORTING STRONGER 
REGULATORY SYSTEMS

THE MISSION OF THE WHO 
REGULATORY SYSTEM 
STRENGTHENING TEAM 
IS TO HELP NATIONAL 
REGULATORY AUTHORITIES 
FULFIL THEIR MANDATE IN 
AN EFFECTIVE, EFFICIENT, 
PREDICTABLE AND 
TRANSPARENT MANNER.  

A country’s medicines, vaccines, blood products, traditional or 

herbal medicines and medical devices all fall under the watchful eye 

of its national regulatory authority (NRA). Regulatory oversight is not 

only the cornerstone of a well-functioning medical products supply 

chain, it is also key to attaining universal health coverage. Without 

regulated medical products, a country cannot offer equitable access 

to quality health care. Fewer than 30% of the world’s medicines 

regulatory authorities are considered to have the capacity to 

perform the functions required to ensure medicines, vaccines and 

other health products actually work and do not harm patients. 

The Global Benchmarking Tool (GBT) 
is the primary means by which WHO 
objectively evaluates regulatory 
systems.  The WHO Regulatory Systems 
Strengthening team, with its mission 
to strengthen capacity of regional, 
sub-regional and national regulatory 
systems, works with countries to apply 
the GBT as part of a step-by-step 
approach to improvement. In December 
2018, Revision VI of the tool was released, 
taking into account input from two 
international consultations with Member 
States in 2015, a public consultation 
in early 2018 and a series of meetings 
involving experts from regulatory 
authorities around the world.

GLOBAL 
BENCHMARKING 
TOOL

WHO Global 
BENCHMARKING TOOL: 

more than               

indicators
200

19

WHO/T.Miranda
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GBT Revision VI was developed to benchmark regulatory 
systems for medicines and vaccines, and future revisions are 
expected to address blood products (including whole blood, 
blood components and plasma-derived medicinal products) and 
medical devices, including diagnostics. The tool is supported by a 

computerized platform to facilitate the benchmarking, including 
the calculation of maturity levels. From 2016 to 2018, 23 countries 
had undergone formal benchmarking against GBT indicators, and 
a further 41 had conducted self-benchmarking exercises.

The GBT Revision VI represents the FIRST 
TRULY GLOBAL TOOL for BENCHMARKING 

REGULATORY SYSTEMS. It incorporates the 
concept of ‘maturity level’ (adapted from 
quality management standard  ISO 9004), 

allowing WHO and regulatory authorities to 
assess the overall maturity of a regulatory 

system on a scale of 1 to 4.

Maturity  Levels (MLs) of Regulatory Systems and Functions based on 
WHO Global Benchmarking Tool (GBT)
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2018

In December 2018, the United Republic of Tanzania became the first 
confirmed country in Africa to achieve a well-functioning, regulatory 
system for medical products. The Food and Drug authority (FDA) of the 
United Republic of Tanzania made considerable improvements in recent 
years in ensuring medicines in the healthcare system are of good quality, 
safe and produce the intended health benefit. 

“This is a major African milestone and we are very proud of Tanzania’s 
achievement, which we hope will inspire other countries in the region,” 
says Dr Matshidiso Moeti, WHO Regional Director for Africa. “Access to 
medicines alone, without quality assurance, is not enough.  With this 
milestone Tanzania makes a big step towards improving the quality of its 
health care services.”

WHO’s assessment of the FDA of the United Republic of Tanzania was 
based on its Global Benchmarking Tool, which checked regulatory 
functions against a set of more than 200 indicators, such as product 
authorization, market surveillance and the detection of potential 
adverse-effects, to establish their level of maturity.

The benchmarking of the regulatory authorities of the United Republic of 
Tanzania was carried out in phases by a WHO-led team of international 
experts. Earlier this year, WHO facilitated self-assessments and 
conducted a formal evaluation of the FDA on the mainland and the 
Zanzibar Food and Drug Agency and required the regulatory authorities 
to make a number of adjustments. In the last assessment,  the FDA met 
all indicators that define a maturity level 3 agency, the second highest on 
WHO’s scale and the target for regulatory systems globally.

Also in 2018, WHO, with funding from the UK Department for 
International Development, worked with the United Republic of 
Tanzania to develop its drug pricing policies. This exercise brought 
medicines regulators and policy-makers together with academic and 
WHO technical experts to plan a strategy and framework for pricing 
guidelines. 

THE UNITED REPUBLIC 
OF TANZANIA’S 
MILESTONE ACHIEVEMENT: 
A FIRST FOR AFRICA

FE ATURE STORY

This is a major 
African milestone 
and we are very 

proud of Tanzania’s 
achievement, 

which we hope 
will inspire other 
countries in the 

region.
Dr Matshidiso Moeti, WHO Regional 

Director for Africa.

“
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The WHO Prequalification team ensures that active 
pharmaceutical ingredients, medicines, diagnostics and vector 
control products for supply in developing countries are safe, 
appropriate for use and meet WHO quality standards. It does 
this by assessing product dossiers, inspecting manufacturing 
and clinical sites, and organizing quality control testing of 
products. When WHO prequalifies a medical product, it often 
opens the door to affordable access for 
low- and middle-income countries. 

In 2018, WHO pre-qualified vaccines, biosimilar cancer 
treatments and at-home HIV tests, all of which will enhance 
the health and lives of millions of people in low- and middle-
income countries.  As of the end of 2018, the following products 
had been prequalified:

5
MEDICINES 
QUALITY CONTROL 
LABORATORIES.

12
IN VITRO 
DIAGNOSTICS

An independent impact assessment of prequalification and regulatory systems supporting activities was carried out in 2018 and was 
slated for publication in 2019.  The resulting report shows strong improvements in quality and efficiency.

10
VACCINES

VECTOR CONTROL 
PRODUCTS

53

ACTIVE 
PHARMACEUTICAL 
INGREDIENTS

21 48
FINISHED 

PHARMACEUTICAL 
PRODUCTS

IMMUNIZATION 
DEVICES

30

PREQUALIFICATION: THE DOOR TO 
AFFORDABLE ACCESS TO QUALITY 
MEDICAL PRODUCTS
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ROTAVIRUS
Rotavirus is responsible for about 37% of deaths from diarrhoea 
among children younger than 5 years of age worldwide, 
with a disproportionate effect in parts of Africa and Asia. In 
September 2018, WHO prequalified Rotasil, an oral rotavirus 
vaccine produced by Serum Institute of India. Rotasil is the first 
Rotavirus vaccine with heat stable characteristics, which makes it 
particularly suitable for use in low-income countries, where weak 
infrastructure and frequent lack of electricity make refrigeration 
very difficult. 

Adding Rotasil to the WHO list of Prequalified vaccines will help 
to expand the global supply of rotavirus vaccines, increasing 
countries’ options to address the disease. It is also possible 
that it will reduce the price of available quality-assured vaccines 
through greater competition. 

TYPHOID AND POLIO
In January 2018 WHO also prequalified the first conjugate 
vaccine to prevent typhoid fever. Typbar-TCV®, developed by 
Indian pharmaceutical company Bharat Biotech, has long-lasting 
immunity, requires only one dose and can be given to children 
as young as six months through routine childhood immunization 
programmes. In October, WHO prequalified its seventh 
inactivated polio vaccine, ShanIPV™, produced by Shantha 
Biotechnics Private Limited of India, a Sanofi company.

CANCER BIOSIMILARS
In response to the growing burden of non-communicable 
diseases, such as cancer, WHO launched the prequalification 
process for two biosimilar cancer medicines - rituximab (used 
principally to treat non-Hodgkin’s lymphoma and chronic 
lymphocytic leukemia), and trastuzumab (used to treat breast 
cancer). In 2018 there were eight applications filed. Treatment 
for cancer remains expensive, therefore inaccessible to many 
people. Biosimilars are generally less expensive, facilitating the 
availability of quality biosimilars will therefore increase access 
to cancer treatment, particularly in low- and middle-income 
countries. In 2018 WHO also updated its guidance on similar 
biotherapeutic products.

HIV TESTING AND TREATMENT
In 2018, WHO prequalified a second self-administered HIV 
test, having prequalified one in 2017. Tests such as these help 
surmount the barrier of the stigma associated with HIV testing 
in medical facilities, and helps put the test in the hands of 
populations at increased risk of HIV, including young people and 
key populations. Low- and middle-income countries with a high 
HIV burden, such as South Africa and Botswana, are expected 
to benefit from such tests. Prequalification means it can be 
procured by recipients of grants from the Global Fund to Fight 
AIDS, Tuberculosis and Malaria, UNITAID, and the Bill & Melinda 
Gates Foundation, as well as projects funded by the United States 
Agency for International Development and the U.S. President’s 
Emergency Plan for AIDS Relief (PEPFAR).

In November 2018 the US Food and Drug Administration and 
WHO launched a joint pilot to accelerate access to HIV medicines 
for supply to developing countries. The FDA will share documents 
on HIV drug applications that have been approved or tentatively 
approved by the agency under PEPFAR. WHO will then use the 
FDA’s reviews to expedite its own assessments of the medicines, 
producing reviews which can then be shared with regulators in 
resource-limited countries to speed up their own regulatory 
review processes—making lifesaving drugs available to patients 
faster.

This kind of arrangement has already born impressive results 
through the WHO Collaborative Registration Procedure, 
whereby registration of medical products that have already been 
prequalified by WHO is fast-tracked by shortening the national 
regulatory body’s assessment timeline.  Through the procedure, 
35 countries have registered over 300 medicines and shortened 
assessment time to just three months as opposed to two years 
or more. 
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PROMOTING SAFETY
OF MEDICINES 
VACCINES AND MEDICAL
PRODUCTS

Regulatory preparedness during 
emergencies

During 2018, WHO continued to support regulatory aspects 
related to the availability of medical products in the context 
of the Ebola crisis. This included working with concerned 
regulators on preparedness and the development of a draft 
roadmap to facilitate deployment of a licensed vaccine from 
Merck.

Merck is seeking regulatory approval from the United States 
Food and Drug Administration and the European Medicines 
Agency (EMA). As the vaccine is most likely to be used in Africa, 
WHO has sought the involvement of relevant African NRAs in 
the EMA review process to expedite the prequalification of this 
vaccine and in-country registration.

Regulatory preparedness activities for vaccines include 
facilitating joint review through the African Vaccine Regulatory 
Forum platform of clinical trials of vaccines, development 
of norms and standards, and appropriate assessment 
mechanisms. 

Substandard and falsified 
medicines

WHO takes country-level vigilance about substandard and 
falsified medicines and amplifies its impact by sharing national 
reports internationally through its Medical Products Alerts 
system.  In 2018, WHO issued three Medical Product Alerts, for 
the hepatitis B vaccine, and for two antibiotics (cefixime and 
Augmentin) as a result of country data submitted to the WHO 
global surveillance and monitoring system. Medical Product 
Alerts serve an important function in spreading awareness of 
potentially harmful substandard and falsified medicines in the 
supply chain. For example, the alert on falsified Augmentin 
that had been discovered in Cameroon prompted the health 
authorities to increase their vigilance and market surveillance. 
Other falsified versions of the same product were discovered 
in another country in Africa, illustrating the widespread 
circulation of these falsified products. 

Member States continued to request support in 2018, including 
bespoke projects such as training workshops, surveys on 
the quality of medicines, and technical assistance. One 
such project in 2018 was the development of a smartphone 
application to facilitate field reporting from healthcare 
professionals to national medicine regulatory authorities in 
the United Republic of Tanzania and Indonesia. WHO also 
conducted insight surveys on the attitudes and behaviors of 
how people access medicines in four sub-Saharan countries; 
and facilitated laboratory analysis of approximately 15 suspect 
products for four countries. 

 15  https://www.who.int/medicines/publications/drugalerts/en/

 https://www.who.int/medicines/publications/drugalerts/en/
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VACCINE SAFETY

In 2018, one of the buzzwords in vaccines 
was unfortunately not coverage but 
hesitancy. One of the main drivers of 
vaccine hesitancy are concerns about the 
safety of vaccines, so timely and adequate 
communication on vaccine safety is 
crucial. The Vaccine Safety Net is a unique 
worldwide network of websites, assessed 
by WHO, dedicated to providing reliable 
information on vaccine safety to Internet 
users. In 2018, the network expanded, 
growing from 57 to 68 websites, 
dispatched in 32 countries and providing 
information in 22 different languages. An 
estimated 103 million people a month 
visited the network’s websites. 

In September 2018, the newly revamped 
VSN portal was launched.  The portal is 
the Vaccine Safety Net’s online hub, and 
a gateway for Internet users to verified 
sources of reliable information on vaccine 
safety, for the health professionals and 
the public. 

The VSN portal is a host of the Vaccine 
Safety Communications e-library, an 
open-source library of tools and resources 
for vaccine safety communication.  The 
aim of the VSC library is to facilitate 
collection and sharing of the tools 
and resources for the vaccine safety 
communicators. 

Little girls using 
    DIGITAL TABLET
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 In 2018, three diverse countries 
were chosen to work with on their 
pharmacovigilance systems: 
ARMENIA, INDIA and ETHIOPIA.

WHO/iStock 26
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50 YEARS OF 
PHARMACOVIGILANCE

Access to medicines means more than getting medicines into 
the supply chain. Once they are there, it is imperative to monitor 
their safety. That is why ideally, pharmacovigilance systems must 
be in place as early as possible, preferably before medicines are 
on the market. For resource-constrained countries, however, it 
can be difficult to know where to prioritize, and that is where 
WHO’S support for pharmacovigilance is invaluable. 

2018 was the 70th year of WHO, the 50th year of the WHO 
Programme for International Drug Monitoring, and the 40th 
year of the Uppsala Monitoring Centre, which was established 
to support WHO’s pharmacovigilance programme. Three 
simultaneous anniversaries were an ideal time for WHO to take 
stock of its contribution to pharmacovigilance, and at the same 
time think about new strategies for the future. 

WHO promotes smart, strategic and selective pharmacovigilance 
as a way for low- and middle-income countries to maximise their 
scarce resources and attain the best level of medicines safety 
they can. In 2018, the pharmacovigilance team looked at the 
pipelines of medicinal products to be introduced in low- and 
middle-income countries and picked three diverse countries to 
work with on their pharmacovigilance systems: Armenia, India 
and Ethiopia.
  
In Armenia, WHO worked with the country’s regulatory body to 
build a risk-based monitoring process for the multi-drug resistant 
tuberculosis medicine bedaquiline. By building a system that 
can look at this specific product, which is a priority medicine 
for Armenia, it will at the same time create a system that can be 
used for any medical product. In India, WHO is taking a similar 
approach but with the rotavirus vaccine RotaTeq. In Ethiopia, the 
project is supporting the development of pharmacovigilance for 
bedaquiline and the medicine tafenoquine for the treatment of 
Plasmodium vivax malaria. 

PHARMACOVIGILANCE 
TOOLS

Monitoring medicines safety in the market relies on easy-to-
use systems for reporting of adverse events. These can include 
a whole host of tools from mobile phone applications to text 
message-based and social media-based reporting, as well as 
traditional paper forms and web-based reporting systems. In 
2018, WHO started working with Botswana, Cote d’Ivoire, The 
Democratic Republic of the Congo, Ethiopia, and Kenya to 
customise the wide range of available tools into a suite of those 
most suitable in their setting. The countries will start to use the 
chosen suite of tools in 2019 and WHO will monitor their progress 
to inform future work in support of pharmacovigilance.

WHO promotes smart, 
strategic and selective 

pharmacovigilance 
as a way for low- 

and middle-income 
countries to maximise 
their scarce resources.
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ROADMAP FOR ACCESS 2019-2023: 
COMPREHENSIVE SUPPORT FOR ACCESS TO 

MEDICINES AND VACCINES. ZERO DRAFT
In response to the global shortage of medicines and vaccines, 
WHO prepared a zero-draft document of the road map on access 
to medicines and vaccines 2019-2023. Based on the priority 
options for actions presented in the report submitted to the 
Health Assembly in May 2018, the draft road map outlines the 
actions and deliverables for the 10 strategic activities.

Link to PDF

WORLD HEALTH ORGANIZATION MODEL LIST 
OF ESSENTIAL IN VITRO DIAGNOSTICS FIRST 

EDITION (2018)

The WHO Model List of In Vitro Diagnostics consists of 58 general 
laboratory tests that can be used for routine patient care and 
for the detection and diagnosis of a wide array of diseases 
communicable and noncommunicable, and 55 types of laboratory 
tests needed for the detection, diagnosis and monitoring of HIV, 
tuberculosis, malaria, hepatitis B and C, syphilis and human 
papilloma virus. For each category of test, the list specifies: test 
category and purpose; assay format; specimen type; and health 
care facility level for most appropriate use (e.g. primary care with 
no or minimal laboratories versus facilities with laboratories).

Link to PDF

PRICING OF CANCER MEDICINES AND ITS 
IMPACTS

This comprehensive report describes known pricing approaches 
adopted by the pharmaceutical industry and authorities 
responsible for the pricing of medicines. It presents evidence 
relating to the impacts of pricing approaches (or lack thereof) 
on the price, availability and affordability of cancer medicines. It 
examines the possible relationship between pricing approaches 
and research and development of cancer medicines; transparency 
in price and governance; and benefits and unintended negative 
consequences that would deviate from the original policy intent.
 

Link to PDF

WHO QUESTIONS AND ANSWERS: SIMILAR 
BIOTHERAPEUTIC PRODUCTS 

This document complements the WHO Guidelines on evaluation 
of similar biotherapeutic products. It explains the concept of 
licensing similar biotherapeutic products, and covers reference 
biotherapeutic products, quality, clinical and nonclincial 
evaluation and pharmacovigilance.

Link to PDF

WHO REPORT ON SURVEILLANCE OF 
ANTIBIOTIC CONSUMPTION, 2016 - 2018 

EARLY IMPLEMENTATION 

Based on 2015 data on the consumption of systemic antibiotics 
from 65 countries and areas, this report makes a significant 
contribution to our understanding of how antibiotics are used in 
these countries. It also documents WHO’s early efforts to monitor 
antimicrobial consumption together with participating countries, 
describes the WHO global methodology for data collection, 
and highlights the challenges and future steps in monitoring 
antimicrobial consumption.

Link to PDF

KEY 
PUBLICATIONS

IN 2018

https://www.who.int/medicines/access_use/Roadmap_Englishv2.pdf?ua=1
https://www.who.int/medical_devices/diagnostics/WHO_EDL_2018.pdf
https://apps.who.int/iris/bitstream/handle/10665/277190/9789241515115-eng.pdf?ua=1
https://www.who.int/biologicals/expert_committee/QA_for_SBPs_ECBS_2018.pdf?ua=1
https://www.who.int/biologicals/expert_committee/QA_for_SBPs_ECBS_2018.pdf?ua=1
https://www.who.int/biologicals/expert_committee/QA_for_SBPs_ECBS_2018.pdf?ua=1
https://apps.who.int/iris/bitstream/handle/10665/277359/9789241514880-eng.pdf?ua=1
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ANTIBACTERIAL AGENTS IN CLINICAL 
DEVELOPMENT: AN ANALYSIS OF 

THE ANTIBACTERIAL CLINICAL 
DEVELOPMENT PIPELINE, INCLUDING 

TUBERCULOSIS

As part of implementation of the Global Action Plan on 
Antimicrobial Resistance, WHO drew up a list of priority 
antibiotic-resistant pathogens (priority pathogens list; PPL) 
to guide research into and the discovery and development of 
new antibiotics. As a further step, WHO reviewed the publicly 
available information on the current clinical development 
pipeline of antibacterial agents to assess the extent to which 
the drug candidates act against these priority pathogens, 
Mycobacterium tuberculosis, and Clostridium difficile.

Link to PDF

PROGRESS REPORT ON ACCESS TO 
HEPATITIS C TREATMENT: FOCUS ON 

OVERCOMING BARRIERS IN LOW- AND 
MIDDLE-INCOME COUNTRIES 

The report identifies key drivers for progress and the current 
roadblocks. It calls on more low- and middle-income countries 
to lead the fight against hepatitis C by developing a strong 
government response; creating coherent plans to prevent, 
diagnose and treat it; and committing adequate funding to roll 
out and sustain testing and treatment services.  

Link to PDF

WHO/iStock

http://apps.who.int/medicinedocs/documents/s23299en/s23299en.pdf
https://apps.who.int/iris/bitstream/handle/10665/260445/WHO-CDS-HIV-18.4-eng.pdf?sequence=1&isAllowed=y
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MEETINGS

WHO-WIPO-WTO TECHNICAL SYMPOSIUM 
ON SUSTAINABLE DEVELOPMENT GOALS: 

INNOVATIVE TECHNOLOGIES TO PROMOTE 
HEALTHY LIVES AND WELL-BEING

In February 2018, a landmark meeting brought together World 
Intellectual Property Organization (WIPO), WHO and the World 
Trade Organization (WTO) to look at how they can better 
cooperate on innovation and public health. The event was 
attended by representatives of international and philanthropic 
organizations, experts on intellectual property and trade, 
civil society organizations and interested individuals and 
organizations, as well as the Geneva-based delegations to 
WHO, WIPO and WTO. The meeting examined technology as 
a driver of medical progress and access, and looked at how 
policy choices impact on access to innovative technologies. 
Looking to the future, the three Directors General–Francis 
Gurry of WIPO, Tedros Adhanom Ghebreyesus of WHO, and 
Roberto Azevêdo of WTO pledged further cooperation on 
innovation and public health.

Link to PDF

WHO ESSENTIAL MEDICINES LIST CANCER 
MEDICINES WORKING GROUP 

The meeting, held in March 2018 in Geneva, Switzerland, 
helped guide the selection of optimal cancer medicines 
under consideration for inclusion in the Essential Medicines 
List. There was agreement on the usefulness and relevance 
of current magnitude of benefit scales for cancer medicines, 
as they have promoted the involvement of the oncology 
community (clinicians, researchers) and cancer patients 
in discussing the value of new cancer medicines and have 
fostered better understanding of what it is meant by relevant 
clinical benefit. The committee recommended WHO endorse 
the need to have overall survival as the main eligibility criterion 
of a medicine proposed for listing. 

Link to PDF

STRATEGIC ADVISORY GROUP OF EXPERTS 
ON IN VITRO DIAGNOSTICS (SAGE IV)

WHO’s Strategic Advisory Group of Experts on In Vitro 
Diagnostics (SAGE IVD), which advises on global policies and 
strategies related to in vitro diagnostics (IVDs), held its first 
meeting in April 2018 at WHO headquarters in Geneva. The 
objectives of the meeting were to define the methods and 
the work of SAGE IVD, to make recommendations on the 
development of a Model List of Essential In Vitro Diagnostics 
and on establishing a framework for prioritization of IVDs for 
eligibility for WHO prequalification assessment.

Link to PDF

EXPERT COMMITTEE ON DRUG 
DEPENDENCE 40TH MEETING

At the ECDD’s 40th meeting, held in Geneva, Switzerland, in 
June 2018, it was the first time that cannabis and cannabis-
related substances had come under review to consider 
the appropriateness of their current scheduling within the 
International Drug Control Conventions. The 40th ECDD 
was a specially convened session, dedicated to carrying out 
pre-reviews of cannabis and cannabis-related substances: 
cannabis plant and cannabis resin, extracts and tinctures of 
cannabis, delta-9-tetrahydrocannabinol (THC), and isomers 
of THC. In addition to these pre-reviews, the Committee 
undertook a critical review of Cannabidiol (CBD).

Link to PDF

IN 2018

https://www.who.int/phi/sustainable_development_goals_February2018/en/
https://apps.who.int/iris/bitstream/handle/10665/272962/WHO-EMP-IAU-2018.03-eng.pdf?sequence=1&isAllowed=y
https://www.who.int/medical_devices/diagnostics/selection_in-vitro/sage-roster/en/
https://www.who.int/medicines/access/controlled-substances/ecdd_40_meeting/en/
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18TH INTERNATIONAL CONFERENCE OF 
DRUG REGULATORY AUTHORITIES 

Since it was founded in 1980, the International Conference of Drug 
Regulatory Authorities (ICDRA) has brought together regulatory 
authorities from WHO Member States to strengthen collaboration 
and develop international consensus on regulatory priorities. 
Under the theme of smart safety surveillance, the 18th ICDRA held 
in September 2018 focused on quality issues, regulatory reform 
and strengthening regulatory systems, safety of medical products, 
substandard and falsified products, access, regulation of clinical 
trials, regulatory collaboration, harmonization, convergence and 
reliance, new technologies, and regulation of herbal medicines, 
etc.

Link to PDF

EXPERT COMMITTEE ON DRUG DEPENDENCE 
41ST MEETING

At the 41st ECDD meeting in November 2018, the committee 
reviewed evidence concerning cannabis and cannabis resin, 
extracts and tinctures of cannabis, Delta-9-THC, isomers of THC 
medicines, tramadol, pregabalin five fentanyls and four synthetic 
cannabinoids.

Link to PDF

WHO/TZ-Bagamoyo

http://www.icdra2018.ie/
https://www.who.int/medicines/access/controlled-substances/ecdd_41_meeting/en/
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FUNDING 
PARTNERS
FINANCIAL OVERVIEW

• WHO continues to enjoy close and expanding relations with a number of governments in support of its access and regulatory 
agendas, including Austria, Brazil, Canada, France, Germany, Japan, Republic of Korea, the Netherlands, Sweden, Switzerland, 
the United Kingdom (the Fleming Fund) and the United States (USAID, US Department of Health and Human Services, and the US 
Food and Drug Administration).  

• The Bill & Melinda Gates Foundation and international agencies – such as Gavi, the Vaccine Alliance; the Global Fund to 
Fight AIDS, Tuberculosis and Malaria, UNICEF, UNITAID and the World Bank continue to provide critical support to the WHO 
Prequalification Programme and national and regional regulatory systems strengthening.  

• The European Commission Directorate-General for Development and Cooperation continues to provide invaluable support to 
WHO’s work on antimicrobial resistance and health solutions to tackle neglected tropical diseases.

• In 2018, WHO entered into new collaborations with the Church of Jesus Christ of Latter-day Saints (or LDS Church or Mormon); 
the Global Antibiotic Research and Development Partnership; the Welcome Trust; UNDP, the US Department of State;  and 
benefits from new and comprehensive WHO multi-annual collaborations with the UK Department for International Development 
(DFID) and the Federal Ministry of Economic Cooperation and Development (BMZ).

• MVP continues to draw on the technical expertise of its worldwide network of Collaborating Centers and non-governmental 
organizations in official relations with WHO. 

• The Republic of Korea, Japan, Norway and the Netherlands provide technical expertise and country experience through the loan 
of national professional staff.     

• MVP also implements activities from pooled funding from the WHO Pandemic Influenza Preparedness Framework Partnership.   

$56 500 000

11%
Core funds

VOLUNTARY 
CONTRIBUTIONS

SPECIFIED

2018 HQ MVP EXPENDITURES

89%

EXTENDING THANKS TO EXISTING 
AND NEW FUNDERS
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