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What is the problem, why it 
exists and how to solve it



WHO working definitions
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Unregistered
Medical products that have not undergone evaluation and/or approval by the NRA for the market in 
which they are distributed or used, subject to conditions under national regulation and legislation.

Substandard Also called ‘out of specification’, these are authorized medical products that fail to meet either their 
quality standards or their specifications, or both. e.g. manufacturing error

Falsified

Medical products that deliberately/fraudulently misrepresent their identity, composition or source.
Intellectual property rights considerations do not fall within this definition.

✓“Identity” refers to the name, labelling or packaging or to documents that support the authenticity 
of an authorized medical product.

✓“Composition” refers to any ingredient or component of the medical product in accordance with 
applicable specifications authorized/recognized by NRA.

✓“Source” refers to the identification, including name and address, of the marketing authorization 
holder, manufacturer, importer, exporter, distributor or retailer, as applicable. 



Impact of 
substandard 
and falsified 
medical 
products
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Impact 
models (2017)
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US$ 30.5 billion est. 
annual spending on SF 
medicines in LMIC

Observed failure rate 
on medicines samples 
in LMICs

286’000 annual deaths 
childhood pneumonia 

and malaria

10.5%
▪ Children under 5

▪ sub-Saharan Africa

▪ Pneumonia or malaria



Globalized markets, heterogeneous systems
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The last mile is the most vulnerable: hence the need for 
continued detection. Unethical and corruption  practices 

can occur throughout the supply chain

Legislation

Regulation

Governance

Monitoring 

Medical product 
life cycle
multiple stakeholders contribute to 
ensuring quality, safety and access



Driving forces



Framework of 
action for 
SF medical Products
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Demand quality & Secure 
supply

(contributes to prevention) 
e.g., due diligence, seizure operations, 

enforce legal provisions, etc.

Develop joint intelligence 
base 

(contributes to detection)
e.g., exchange data & analytics, 
interagency collaboration, etc.

Build capacity and 
harness synergies

(contributes to response)
e.g., training, field screening equipment, 

etc.



Prevent-detect-
respond strategy

PREVENTION
• Demand and require quality at all supply 

chain levels
• Ensure the safety and security of the 

supply chain

DETECTION
• Increase sensitivity and specificity of 

detection
• Facilitate reporting and accelerate 

information feedback systems

RESPONSE
• Protect the health of citizens 
• Identify and implement corrective 

actions to avoid recurrence (regulatory, 
judicial actions)
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WHO dual approach



How WHO addresses SFMP
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Policy 

GSMS
MS-

mech

Health 
authorities

Other 
gov.

Non 
state 

actors

Data

Country

Regions

Member State Mechanism (MSmech)
Political forum where countries shape global policy and advocate 

for systemic change. Countries participate through official 
representation in MS-mech meetings and working groups. 

Launched in 2012. 

Global Surveillance and Monitoring System (GSMS)
Technical initiative to gather evidence, understand the scope, scale and 
harm, and support regulatory systems. Countries collaborate with GSMS 
through designated focal points, supplying data and receiving support.
Launched in 2010.



Purpose of the MS-mech (Member State Mechanism – or ‘the Mech’)

• Public health focus by collaborative leverage of evidence

• Protect public health and promote access* to medical products

• Promote prevention and control of SF medical products

• Identify major needs and challenges 

• Consultation and cooperation

• Strengthening of national and regional capacities

• Contribute to / coordinate with other areas of WHO on access

• Support use of evidence-based guidance and public health 
approaches

MISSION

OBJECTIVE

STRATEGY



Range of 
services 
provided by 
the GSMS

Database & 
Repository

Incident 
support

Analytical 
insights

Risk 
commu-
nication

Multi-lateral 
networks

Training & 
capacity 
building 

Normative 
guidance

Service accessible 
via the GSMS portal

e-Course 

Toolkits

Field 
missions

Global alerts 

Watch lists

Threat 
assessments

Thematic 
analysis

Market 
control



New Portal

Focus group discussions Jan-Feb 2024

Design rounds Q1-Q3 2024

Migration to new platform

Key improvements:

✓Machine reading PIC/S RAN

✓ Receipt form

✓ Standardize ingredients

✓ Repository

✓Medical device reporting

✓ Expanded search tool

✓Useful tools + communications

13th meeting of the Member State mechanism, 20-22 November 2024 16

NEW

NEW

NEW
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GSMS services 
(some)



Training toolkit (normative WHO guidance)

✓Competency 

framework

✓Curriculum guide

✓Trainer guide

✓Technical resources
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Content Target audience Access

Training organizations, academia, 

public health institutions

Students in biomedical sciences 

(pharmacy, medicine, nursing, 

etc.),

Practicing healthcare 

professionals

Authorities dealing with quality 

and safety of medical products



WHO Global Medical Product Alerts
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HIGH RISK: Evidence suggests 
that the SFMP represents a 
genuine and significant risk to 
public health in a wide 
geographic region, and/or 
additional adequate steps are 
needed remove the product 
from the supply chain

Objective is to support the 
regulatory RESPONSE: increased 
vigilance will help remove the 
SFMP from market. It 
empowers member States to 
request WHO support and is 
part of the intelligence cycle.

CURRENT THREAT: Report is 
recent, and/or the product is 
likely in current circulation, 
and/or there have been 
previous recent signals / 
notifications of the same 
product.

RELIABLE INFORMATION: 
WHO established the veracity 
and accuracy of the report. 
Relevant stakeholders may be 
informed and/or consulted 
about the alert content before 
publication.



Threat 
assessment
example of nitazenes

➢ Difficult to detect

➢ Increased risk to health

➢ Mitigation requires behaviour change and information 
sharing

Threat Assessment n°1 of 2025 urged health 
authorities to:

✓ Sensitize emergency responders, health-care 
professionals and poison control centres 

✓ Inform the general public, vulnerable populations, and 
support communities of the increased hazard

✓ Coordinate with law enforcement.

Initial RnD: Developed in the 1950s as alternatives to 
traditional pain medications like morphine.

No approval: never approved for medical use, due to 
safety concerns.

Multiple analogues: each with unique properties 
(isonitazene, metonitazene, and flunitazene, etc.).

Intention: Nitazenes intentionally added to falsified  
medicines to increase their potency.

Signal detection: Increase in GSMS  reports of 
falsified medicines contaminated with nitazenes

Key collaborative response: Stronger surveillance 
and better coordination with law enforcement



Target market surveillance 
requests: watch lists

✓ Product previously reported  

✓ Product likely to be available 

across one or more WHO 

Regions  (wide distribution)

✓ Product previously referenced 

in a WHO global alert 

✓ Request that information on 

the product is further 

disseminated



International cooperation 
against SF medical 
products

Secure quality 
& supply 
(e.g. seizure 

operations, enforce 
legal provisions, etc.)

Intelligence 
base 

(e.g. exchange data & 
analytics, interagency 

collaboration, etc.)

Build capacity 
(e.g. training, field 

screening equipment, 
etc.)

NATIONAL 
focal points 

REGIONAL 
networks

GLOBAL 
systems

▪ Health authorities (ministry, regulators, 

quality control laboratories, etc.) 

▪ Law enforcement (customs, police, etc.)

▪ Judiciary (prosecutors, judges, etc.) ​

▪ Civil society (community representatives, 

health workforce, etc.)

▪ Private sector (manufacturer, authorization 

holder, distributor, importer, etc.)

WHO does WHAT :
Examples of different stakeholders playing different roles when managing 
incidents of SF medical products

PREVENT   DETECT RESPOND



Thank you 

Rasmus GJESING

Regional Adviser, Access to Medicnes and Health Products (AMP) 

Division of Health Systems

WHO Regional Office for Europe

 GjesingR@who.int 

Incidents and SF medical products (ISF) ;  Global surveillance and monitoring system (GSMS)

Regulation and Safety – WHO - rapidalert@who.int 

mailto:gjesingr@who.int
mailto:rapidalert@who.int
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