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WHO Immunization Devices (IMD)

Performance, Quality & Safety (PQS)

The immunization cold chain’s 

first line of defence

Vaccines & Immunization Devices Assessment Team (VAX) 

Prequalification Unit (PQT)

Regulation and Prequalification Department (RPQ)

Access to Medicines and Health Products Division (MHP)



2 billion doses annually2

70 countries supplied3

14 million lives saved 2000-20201

References L-R: 1. Gavi https://www.gavi.org/sites/default/fles/document/2021/Gavi-Facts-and-fgures-
February-21.pdf 2. UNICEF https://www.unicef.org/supply/stories/scaling-vaccine -procurement, 3. Ibid. 1  

Global impact 

https://www.gavi.org/sites/default/fles/document/2021/Gavi-Facts-and-fgures-February-21.pdf
https://www.gavi.org/sites/default/fles/document/2021/Gavi-Facts-and-fgures-February-21.pdf
https://www.unicef.org/supply/stories/scaling-vaccine-procurement#:~:text=Each%20year%2C%20UNICEF%20supplies%20over,outbreak%20response%20around%20the%20world
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EPI impact – Deaths averted

51,5 Million deaths averted 
by global vaccination by 2030 High income 

countries

Lower income 

countries

Lower-middle 

income countries

Upper-middle 

income countries

References:  Vaccine https://www.sciencedirect.com/science/article/pii/S0264410X2300854X

https://www.sciencedirect.com/science/article/pii/S0264410X2300854X


EPI impact - Coverage

DTP-containing 

vaccine

1st dose

1980 2022

30% 89%

1980 2022

Measles-containing vaccine 

1st dose

16% 83%

References:  WHO 
https://immunizationdata.who.int/pages/coverage/P
OL.html?CODE=Global&ANTIGEN=IPV1&YEAR= 

3rd dose

1980 2022

20% 84%

2nd dose

2000 2022

17% 74%

no data

https://immunizationdata.who.int/pages/coverage/POL.html?CODE=Global&ANTIGEN=IPV1&YEAR
https://immunizationdata.who.int/pages/coverage/POL.html?CODE=Global&ANTIGEN=IPV1&YEAR


Add references

EPI impact – Morbidity & mortality

72%

34,013,000

9,484,000

2000

2021

Est. Measles 

cases

83%

761,000

128,000

2000

2021

Est. Measles 

deaths

References:  CDC https://www.cdc.gov/mmwr/volumes/71/wr/mm7147a1.htm#F1_down = 

https://www.cdc.gov/mmwr/volumes/71/wr/mm7147a1.htm#F1_down


WHO is the UN specialized agency for health

WHO is the directing and coordinating authority on international health within 

the United Nations’ system

• setting norms and standards and promoting and monitoring 

their implementation

• articulating ethical and evidence-based policy

• providing leadership on matters critical to health

Reference: https://www.un.org/en/about-us/un-system

Situating IMD PQS – WHO Mandate

PQS – Performance, Quality & Safety

WHO – World Heath Organisation

UN – United Nations

https://www.google.com/url?q=https://www.un.org/en/about-us/un-system&sa=D&source=editors&ust=1667826658593145&usg=AOvVaw0nyO3iAZv2SaF-0ZjhEY0U


PQS has a mandate to define equipment performance 

characteristics to meet known field conditions and 

requirements.

▪ Country EPI Programmes: need to understand and inform 

the performance characteristics of the products they are 

ordering.

▪ Industry: needs a fair basis for tendering existing products 

and for investing in product development.

▪ Procurement agencies: need to know that the products 

they are purchasing on behalf of their programmes are fit 

for purpose.

Why WHO-IMD PQS?

IMD – Immunization Devices

EPI – Expanded Programme for Immunization



E001: Cold rooms, freezer 

rooms & related equipment

IMD-PQS Categories

E002: Refrigerated vehicles

E003: Refrigerators and freezers

E004: Cold boxes & vaccine carriers

E005: Coolant-packs

E006: Temperature monitoring devices

E007: Cold chain accessories

E008: Single-use injection devices

E010: Waste management equipment

E013: Therapeutic injection 

devices







⮚ PQS ensures the availability 

and quality of prequalifiIed 

products to safeguard 

vaccines & other 

immunization supplies. 

WHO IMD-PQS:

Vital at each stage of the 

supply chain

⮚ PQS supports WHO’s 

disease elimination 

and eradication 

efforts, as well as 

countries’ 

preparedness         

and resilience for      

health emergencies. 
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PQS STANDARDS
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MANUFACTURERS

PRODUCT CATEGORIES

10443

PRODUCTS 

PREQUALIFIED 

ELECTRONIC MONITORING 

STANDARDS

6PRODUCT SPECIFICATIONS, 

VERIFICATION PROTOCOLS, 

MANUFACTURER GUIDES 

& MORE

Which

includes…

Current status



Evolution of prequalified products

Number of products reviewed each year* 

* Going into each annual review. NOT number of prequalified products each year



IMD PQS process



IMD-PQS Standards

PERFORMANCE SPECIFICATION VERIFICATION PROTOCOL TARGET PRODUCT PROFILE



IMD-PQS Specs respond to Country needs

COUNTRY 

NEEDS

PRODUCT 

STANDARDS

APPROPRIATE 

PRODUCTS

Manufactures, product innovators

and developers’ first port of call in

product design should be the

IMD-PQS Product Specifications

MANUFACTURER 

PRODUCT DESIGN 

PROCESS
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