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The goal of the Systems for Improved Access to Pharmaceuticals and Services (SIAPS) 

Program is to assure the availability of quality pharmaceutical products and effective 

pharmaceutical services to achieve desired health outcomes. Toward this end, the SIAPS 

result areas include improving governance, building capacity for pharmaceutical management 

and services, addressing information needed for decision-making in the pharmaceutical 

sector, strengthening financing strategies and mechanisms to improve access to medicines, 

and increasing quality pharmaceutical services. 
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INTRODUCTION 
 

 

The Systems for Improved Access to Pharmaceuticals and Services (SIAPS) Program is a 

five-year cooperative agreement funded by the US Agency for International Development 

(USAID) and implemented by Management Sciences for Health (MSH). The goal of SIAPS 

is to improve the availability of quality pharmaceutical products and effective pharmaceutical 

services by strengthening pharmaceutical systems. 

 

Pharmaceutical regulation is an essential component of pharmaceutical management systems 

that are required to ensure access to quality assured medicines. In Benin, the government has 

fair amount of control over the distribution of pharmaceuticals, however, regulatory systems 

in place currently are not adequate to ensure that all medicines sold are of assured quality. 

Medicine regulation is carried out by the DPMED, a technical department within the Ministry 

of Health (MOH). The national pharmaceutical policy revised in 2015 coordinated and 

managed by DPMED specifies that medicine regulation should be undertaken in the country. 

Regulation of the pharmaceutical sector is covered in various laws and decrees creating a 

legal framework for controlling medicine safety and quality on the market. 

 

DPMED is responsible for registration of medicines prior to importation by licensed 

importers and their use by health providers and consumers. However, the department is 

hindered in execution of its mandate because of several challenges. The extent of illegal and 

unregistered medicines in circulation is not uncommon, like in other developing countries 

where an estimated 10.5% of medicines circulating on the market are deemed to be 

substandard or falsified according to the recently published WHO report.1 DPMED is 

constrained by its capacity to effectively regulate the pharmaceutical sector with consequent 

inefficiencies in key processes, such as medicine registration, leading to delayed access to 

life-saving medicines.  

 

For these reasons, the Benin MOH sought assistance from USAID to help strengthen the 

medicine registration system for effective performance to hasten access to quality assured 

medicines.  

 

The SIAPS Program conducted a rapid assessment of the medicine registration system in 

November 2016, and in August 2017, conducted a detailed assessment of the medicine 

registration system at DPMED.  

 

Based on the findings from the two assessments conducted by the SIAPS Program, several 

recommendations were made. One of the recommendations was to optimize the medicine 

registration process by establishing a consistent way of handling registration dossiers to 

promote an efficient process. Standard operating procedures (SOPs) were developed so that 

the registration department could operate more efficiently. In addition, the SOPs served as a 

prerequisite for establishing an effective and sustainable electronic medicine registration 

system.  

 

The electronic system for registration of medicines and other health products known as 

SIGIP-ARP (Integrated System of Computerized Management of Regulatory Process in a 

                                                 
1 WHO Global Surveillance and Monitoring System for Substandard and Falsified Medical Products. 

Geneva: World Health Organization; 2017 

http://www.who.int/medicines/regulation/ssffc/publications/GSMS_Report.pdf?ua=1 

http://www.who.int/medicines/regulation/ssffc/publications/GSMS_Report.pdf?ua=1
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Drug Regulatory Authority) was installed in 2016 by DPMED, however, it was not 

performing effectively. SIAPS worked with DPMED to improve the functionality of SIGIP-

ARP and to develop SOPs for medicine registration based on the legal framework and 

international best practices.  

 

Regional procedures for registration of medicines for human use are well specified in 

Annexes I, II, and III of Regulation No. 06/2010/CM/WAEMU. However, these have not 

been transformed into a context that works for Benin. 
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PURPOSE 
 

 

The main purpose was to provide technical assistance to optimize the medicine registration 

system so that DPMED can effectively regulate medicines. 

 

 

Specific Objectives 
 

 Determine the procedures used by DPMED for granting marketing authorization (MA) 

for medicines 

 

 Identify key stages critical in ensuring delivery of efficiency in the medicine registration 

process  

 

 Develop key SOPs used in the medicine registration process on the basis of international 

best practices and the legal provisions currently in force 
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METHODOLOGY 
 

 

Key documents related to the medicine registration process at DPMED were initially 

reviewed. These included, but were not limited to, the national and regional legislation, the 

quality manual, and previous assessment reports for DPMED. 

 

Preliminary versions of SOPs were developed by the SIAPS team and given to the DPMED 

staff to transform into templates that conform to the legal, regulatory, and managerial context 

currently in place. Because of the limited time available for SIAPS to support DPMED, it 

was jointly resolved that the team embark on developing three basic SOPs on: 

 

 Receipt and screening of dossier applications for MAs of medicines 

 

 Evaluation and registration of medicines 

 

 Archiving and storage of dossier applications and samples 

 

SIAPS and DPMED staff reviewed the documents for completeness and accuracy. The draft 

templates were then sent to the DPMED focal person for updating and translation into French 

on the basis of legal and regulatory requirements. Thereafter, the procedures were checked by 

the head of Legislation, Regulation, and Pharmaceutical Governance prior to review by 

DPMED’s deputy director.  

 

SIAPS’ plan was to orient DPMED staff on the medicine registration procedures before their 

final approval for implementation. However, because of time constraints, the planned 

orientation did not take place. 
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RESULTS 
 

 

Establishing SOPs for the medicines registration process is key to ensuring consistency, 

orderly processing of applications, and effective execution of all registration activities within 

the organization. Regulations required that DPMED establish procedures for receiving and 

evaluating application dossiers. Procedures are required for the following stages of the 

medicines registration process2: 

 

1) Receiving application dossiers for MA of medicines 

 

2) Screening application dossiers  

 

3) Evaluating and registering medicines 

 

4) Completing post-registration activities, including variations, renewals, suspensions, 

withdraws, and cancellations of registered medicines 

 

Three out of four SOPs were developed and are available in English (annexes A, B, and C) 

and French (annexes D, E, and F).  

 

 SOP for Receipt and Screening of Dossier Applications for Marketing Authorization 

 

 SOP for Evaluation and Registration of Medicines 

 

 SOP for Archiving and Storage of Dossier Applications and Samples 

 

These SOPs await review by DPMED’s deputy director prior to registration and staff 

orientation. Thereafter, the procedures will be approved by the director of DPMED before 

implementation. 

 

                                                 
2 World Health Organization Global Benchmarking Tool (version V 2017); 

http://www.who.int/medicines/regulation/benchmarking_tool/en/ 
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RECOMMENDATIONS AND WAY FORWARD 

 
 

With the support and technical assistance from the USAID-funded SIAPS Program, the three 

basic SOPs were developed and should be reviewed and discussed with the registration staff 

before approval by the director for use by DPMED. There was insufficient time to complete 

the whole process of documenting procedures in all areas and steps of the medicine 

registration process. 

 

The following recommendations and way forward are given for consideration by DPMED: 

 

 Complete the review of the three SOPs (by the specified responsible officers at 

DPMED)  

 

 Arrange orientation and training of medicine registration staff on the SOPs before 

finalization for approval by the director 

 

 Prepare guidelines on the medicine registration process for applicants so they can 

understand what happens before and during the assessment of medicines 

 

 Develop and implement other guidelines, SOPs, and forms to strengthen the 

registration process at the national level based on provisions in national and regional 

regulations and international best practices. The following should be established at the 

national level: 

 

o Guidelines for: 

 

 Submission of documentation to register pharmaceutical products 

 Notifications and variations for a registered pharmaceutical product 

 Submission of documentation to register pharmaceutical products prequalified 

by WHO and approved by member states of the International Council on 

Harmonization 

 

o SOPS for post-registration activities, including variations, renewals, suspensions, 

withdraws, and cancellations of registered medicines as well as an appeal 

procedure 

 

It is recommended that an overall quality management system be implemented within 

DPMED to facilitate effective documentation control as well as communication and 

information exchange internally and externally with the public and other stakeholders.  
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CONCLUSION 
 

 

Establishing a process for development of medicine registration SOPs has enabled DPMED 

to institutionalize the process of documenting key procedures in medicine regulation. This 

approach may be applied to other regulatory activities and processes.  

 

Establishment of well-documented SOPs is a prerequisite not only for attaining consistency 

with the medicine regulatory authority but a necessary activity before establishing an 

effective and sustainable electronic medicine registration system.  

 

Because of the limited time and other internal constraints, it was not possible to complete the 

development process. However, the preliminary work done will serve as an impetus for 

creating an overall quality management system within DPMED. 
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ANNEX A. SOP FOR RECEIPT AND SCREENING OF DOSSIER APPLICATIONS 
FOR MARKETING AUTHORIZATION 
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ANNEX B. SOP FOR EVALUATION AND REGISTRATION OF MEDICINES 
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ANNEX C. SOP FOR ARCHIVING AND STORAGE OF DOSSIER APPLICATIONS 
AND SAMPLES 
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ANNEX C1. ADDENDUM TO ANNEX C: FORMAT FOR REGISTER OF MEDICINE 
REGISTRATION APPLICATION FILES/SAMPLE RETRIEVALS AND RETURNS 

 

 

 


