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1. Purpose 
This user’s guide is intended to serve as a basic illustration of how to use the attached resource 
materials regarding the procurement of safe-injection equipment. The resource materials serve as 
a guide for those responsible for selecting and procuring good-quality safe-injection equipment. 
The materials include an overview of safe-injection equipment, an explanation of applicable 
product specifications and standards, and a review of the World Health Organization’s 
Performance, Quality, and Safety (WHO PQS) system. The details for each of the resource 
materials can be found in Section 4—Resource Materials.  

2. Background  
As an integral partner in the Making Medical Injections Safer (MMIS) and Guyana Safe Injection 
(GSIP) projects, PATH helped the ministries of health in several African countries, Haiti, and in 
Guyana select and procure safe-injection supplies. PATH also provided technical assistance in 
many of these countries by assisting with quantification, regulation, and policy development in 
regards to safe injection. The knowledge and experience gained during these projects is the basis 
for the resource materials. 

3. Target Audience 
This user’s guide is intended to be a resource to help personnel responsible for procuring safe-
injection equipment to be fully informed about the selection of good-quality injection equipment. 
The primary target audiences for such information are individuals with a background in 
procurement, individuals with a background in supply chain logistics, and individuals with a 
background in public health and program planning. Procurement staff work in an environment 
where staff may have basic procurement training but little or no specialized training in injection 
equipment and little knowledge of existing resources that could help them ensure the quality and 
timeliness of safe-injection equipment. The resource materials within this document provide that 
guidance.  

4. Resource Materials 
The resource materials on the procurement of safe-injection equipment have been divided into 
three sessions. The sessions cover an overview of safe-injection equipment, product specifications 
and standards, and the WHO PQS system. The presentations and handouts are in Annexes 1 to 
13. The materials may be adapted to include national regulations and policies addressing injection 
equipment. Below is a description of each session and the materials contained for use with each 
session. 
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Resource materials on procurement of safe-injection equipment  

A. Presentation: Resource Materials on Procurement of Safe-Injection Equipment              
[Annex 1] 

This presentation highlights the objectives for the procurement of safe-injection 
equipment resource materials. It also lists two other resources developed by PATH 
based on MMIS and GSIP experience and knowledge. The resources cover safe- 
injection equipment manufacturers and guidance on developing a safe-injection policy.  

Session 1: Overview of safe-injection equipment 

A. Presentation:  Overview of Safe-Injection Equipment [Annex 2] 
B. Handout 1:   Syringe Costing Tool [Annex 3] 
C. Handout 2:   Case Study: Kenya Syringe Quantification [Annex 4] 
D. Handout 3:   Syringe Quantification Tool [Annex 5]   
E. Reference:   Landscape for Safe-Injection, Phlebotomy, and  

   Waste-Management Equipment 

Session 1 was developed to help participants distinguish the different features of safe-injection 
equipment and address the cost for the safe-injection equipment. 

A. Presentation: Overview of Safe-Injection Equipment 

This presentation focuses on definitions, photographs, and performance attributes of 
various safe-injection features. It also discusses the cost implications of safe-injection 
equipment.  

B. Handout 1: Syringe Costing Tool  
This handout provides a sample of one way to estimate the cost to a program for the 
purchase of syringes, plus the associated freight costs. It specifically focuses on the 

cost of a mix of standard and safe-injection syringes. The tool also calculates the 
number of safety boxes needed for the disposal of the syringes. The pricing included 
in the tool is based on 2009 average prices and should be considered for estimating 
purposes only. The costing tool does not include the cost for training, advocacy 
efforts, sharps waste management, or monitoring of the policy after implementation. 
These costs should be considered before procurement.  

C. Handout 2: Case Study: Kenya Syringe Quantification 
This handout is a case study of the quantification exercise conducted in Kenya during 
2007 and 2008. It explains how data was collected and explains the calculations used 
in the tool. The tool containing all the data is in Handout 3. 
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D. Handout 3: Syringe Quantification Tool 
The syringe quantification tool was developed for Kenya to estimate the national 
annual need for curative syringes and safety boxes. The case study details the process 
behind the development of this tool. It can be used as a reference or modified for 

quantification in another country. 

E. Reference: Landscape of Safe-Injection, Phlebotomy, and Waste Management 
Equipment 
This report is a relevant reference to the Session 1 presentation. It includes a list of 
manufacturers of various safe-injection, phlebotomy, and waste-management 
equipment. It also includes information on product standards and specifications.  

Session 2: Specifications and standards for safe-injection equipment  

A. Presentation: Specifications and Standards for Safe-Injection Equipment 
[Annex 6] 

B. Handout 1:   Specification Sheet: Syringes With Autodisable Feature for  
    Immunization [Annex 7] 

C. Handout 2:   Specification Sheet: Syringes With Reuse-Prevention Features      
        [Annex 8] 

D. Handout 3:   Specification Sheet: Syringes With Needlestick-Prevention    
      Features [Annex 9]  
E. Handout 4:  Injection Device Abstracts From ISO [Annex 10] 
F. Handout 5:  ISO 7886-3 Excerpts [Annex 11] 
G. Handout 6:  ISO 7886-4 Excerpts [Annex 12] 
H. Reference:   Landscape for Safe-Injection, Phlebotomy, and Waste-                 
     Management Equipment 

Session 2 was developed to define the difference between specifications and standards, 
emphasize the importance of specifications in a tender, and review specific syringe 
specifications and standards.  

A. Presentation 1: Specifications and Standards for Safe-Injection Equipment 

This presentation focuses on the importance of detailed, current specifications in a 
tender. It also covers the types of criteria that make up a specification for safe-
injection equipment. Finally, the presentation outlines the applicable international 
product standards and the details of the standard.  

B. Handout 1: Specification Sheet: Syringes With Autodisable Feature for Immunization 

This handout provides participants with a sample template for outlining specifications 
for immunization syringes with an autodisable feature in a tender. The template can 
be modified to meet the requirements of the purchaser, for example by including 
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national standards which apply to the product or needle sizes. The template 
demonstrates the level of detail suggested for product specifications.  

C. Handout 2: Specification Sheet: Syringes With Reuse-Prevention Features  
This handout provides participants with a sample template for outlining specifications 

for reuse-prevention syringes in a tender. The template can be modified to meet the 
requirements of the purchaser, for example by including national standards which 
apply to the product or needle sizes. The template demonstrates the level of detail 
suggested when used for product specifications.  

D. Handout 3: Specification Sheet: Syringes With Needlestick-Prevention Features   
This handout provides participants with an example template for outlining 

specifications for needlestick-prevention syringes in a tender. The template can be 
modified to meet the requirements of the purchaser; for example, by including 
national standards which apply to the product or needle sizes. The template 
demonstrates the level of detail suggested for product specifications.  

E. Handout 4: Injection Device Abstracts from ISO 
This handout provides participants with excerpts from the ISO website regarding 
published injection device standards and those under development. It serves as a 
guide to those devices that ISO currently addresses, so they can be incorporated into 
tenders. 

F. Handout 5: ISO 7886-3 Excerpt 
This handout provides participants with an excerpt from the ISO standard 7886-3, 
which provides history, purpose, definitions, and detailed performance standards for 

autodisable immunization syringes.  

G. Handout 6: ISO 7886-4 Excerpt 
This handout provides participants with an excerpt from the ISO standard 7886-4, 
which provides history, purpose, definitions, and detailed performance standards for 
reuse-prevention feature syringes.  

H. Reference: Landscape for Safe-Injection, Phlebotomy, and Waste-Management 
Equipment 

This report is a relevant reference to the Session 2 presentation. It further discusses 
standards and specifications for safe-injection equipment. It also contains more sample 
specifications to be included within tender documents.   
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Session 3: WHO PQS 

A. Presentation:  Overview of WHO PQS for Safe-Injection Equipment  
     [Annex 13] 
B. Handout 1:   WHO PQS Website [Annex 14] 
C. Handout 2:   WHO PQS Guidelines for Manufacturers [Annex 15] 

Session 3 was developed to give participants an overview of the WHO PQS system and how 
they can use the information for selecting suppliers. 

A. Presentation: Overview of WHO PQS for Safe-Injection Equipment 

This presentation focuses on the basis of the WHO PQS system, how manufacturers 
are prequalified, and the challenges and advantages of the program. 

B. Handout 1: WHO PQS Website 
This handout is an excerpt from the WHO PQS website, as of March 2010, listing 
prequalified manufacturers for injection devices and waste-management equipment. It 
also shows manufacturers who have voluntarily dropped from the PQS program and 
those subject to upcoming review. It provides participants with a visual of the 
information on the WHO PQS website. 

C. Handout 2: WHO PQS Guidelines for Manufacturers 
This handout is an excerpt from WHO PQS guidelines for manufacturers seeking 
prequalification under E08 and E13. The excerpt focuses on the products which are 
eligible and the minimum licensing requirements. The complete document can be 
found on WHO’s website. 

  

5. Websites 

WHO PQS System 
http://www.who.int/immunization_standards/vaccine_quality/pqs/en/ 

ISO Standards 
www.iso.org 

Landscape for Safe-Injection, Phlebotomy, and Waste-Management Equipment 
http://www.path.org/projects/health_care_waste_resources.php 
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Guidelines for Implementing a National Policy to Integrate Safe-Injection Equipment 
http://www.path.org/projects/health_care_waste_resources.php 

Global Harmonization Task Force 
www.ghtf.org 
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