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REQUEST FOR EXPRESSIONS OF INTEREST (REOI) FOR INDIVIDUAL CONSULTANTS

Consultancy Service to Develop a Continental Regulatory Process for Certification or Listing of Priority In-Vitro Diagnostics (IVDs)

PROCUREMENT NUMBER: 57/AUDA/HCID/ID/ICS/2024

Method: Individual Consultants Selection (ICS) - Individuals Only

1. INTRODUCTION

The African Union Development Agency (AUDA-NEPAD) was established in 2019 following the decision taken at the 31st Ordinary Session of the Assembly of African Union Heads of State and Government in Nouakchott, Mauritania, July-2018. AUDA-NEPAD is mandated to:
a) Coordinate and execute priority regional and continental projects to promote regional integration towards the accelerated realisation of Agenda 2063;
b) Strengthen the capacity of the African Union’s Member States and regional bodies;
c) Advance knowledge-based advisory support;
d) Undertake the full range of resource mobilisation; and 
e) Serve as the continent’s technical interface with all Africa's development stakeholders and development partners.	

The African Medicines Regulatory Harmonisation (AMRH) initiative was launched in 2009 to support AUDA-NEPAD efforts on ensuring access to quality-assured, safe and effective medical products. The AMRH directly support’s the African Unions’ efforts of promoting local manufacturing of medical products as outlined in the Pharmaceutical Manufacturing Plan for Africa. The AMRH initiatives works through continental technical committees to support development and implementation of standards, guidelines and processes for regulating medical products across the continent. The African Medical Devices Forum (AMDF) was established by medical device regulators in Africa with the aim of improving access to affordable, safe, and quality medical devices including in vitro diagnostics through harmonised regulation in Africa. AMDF aims to study and recommend ways to ensure medical devices and diagnostics are safe and effective while minimizing delays and allowing faster access to varieties of medical devices and diagnostics.

In June 2013, AMDF was embedded under the African Medicines Regulatory Harmonisation (AMRH) Framework. In April 2018, the 2nd meeting of the Steering Committee (SC) on Regulatory Systems Strengthening and Harmonisation Initiatives in Africa approved the alignment of AMDF as part of the new AMRH Governance Framework. The SC directed the AMDF to work out modalities of establishing a Technical Working Group (TWG) on medical devices and in vitro diagnostics (IVDs) regulation in Africa under the AMRH Programme. 

In recognition of the need to strengthen the capacity for regulation of medical products in Africa, and the harmonisation of regulatory systems for medical products as a foundation for the establishment of a single regulatory Agency; the AU Executive Council through its Decision {EX.CL/Dec.857 (XXVI)} of January 2015 endorsed the establishment of the African Medicines Agency (AMA). AMA will oversee the continental regulatory harmonization of medical products such as medicines, vaccines, medical devices including IVDs and is expected to be a significant boost for access to medical counter measures in Africa.  The AMDF, which is the Technical Committee under the AMRH program of AUDA-NEPAD, is positioned to support the operationalisation of the AMA in the domain of medical devices and IVDs. 

2. SCOPE/MAIN RESPONSIBILITIES OF THE ASSIGNMENT
The Consultant shall deliver on the following tasks:
· Develop the Continental Overarching Procedure for Certification or Listing of IVDs
· Align the African Technical Guidance for Industry on Submission of Data for Certification of Priority IVDs to the WHO Technical Specification Series, Technical Guidance Series 
· Develop Application Forms and Checklists and CLSI Guidelines and Standards
· Develop a continental Compendia of Standard Operating Procedures (SOPs) for Certification of Priority IVDs
· Develop an implementation roadmap for the Continental Overarching Procedure

3. DELIVERABLES
The consultant will be required to deliver on the following:
· Inception Report
· The Continental Overarching Procedure for Certification or Listing of IVDs 
· Technical Guidance for Industry on Submission of Data for Certification of Priority IVDs 
· Application Forms and Checklists
· Continental Compendia of Standard Operating Procedures (SOPs) for Certification of Priority IVDs
· Roadmap for the Continental Overarching Procedure

4. AUDA-NEPAD now invites eligible individual consultants (“Consultants”) to indicate their interest in providing the Services. Interested Consultants should provide information demonstrating that they have the required qualifications and relevant experience to perform the Services. 

5. QUALIFICATIONS, EXPERIENCE AND COMPETENCIES
Qualifications and Skills
· A minimum of a master’s degree in pharmacy, medicine, biomedical engineering, medical laboratory sciences, chemistry and biology, or related fields;

Experience
· At minimum of 7 years of professional experience in the regulation of medical devices including In vitro diagnostics.
· Good knowledge on the AMRH Initiative and Africa Medical Devices Forum (AMDF) is essential.
· Experience working in African regional harmonization programmes will be an added advantage. 
· A regulatory professional with exposure to international collaboration of regulatory authorities in Africa and across the world in the medical devices field

6. SHORTLISTING CRITERIA
For evaluation of the expressions of interest, the following criteria will be applied:
1. Qualifications, Relevant Training and General Education (30 points);  
1. Experience in the Specific Assignment as Described in the TORs (60 points); and 
1. Knowledge of the Region & Local Conditions (10 points). 

A Consultant will be selected in accordance with Individual Consultant Selection (ICS) method set out in the AU Procurement Manual. TORs are attached as annex 1 

7. SUBMISSION REQUIREMENTS
Interested candidates are requested to submit the following documents for AUDA-NEPAD consideration: 
I. Cover letter confirming compliance to eligibility; 
II. Signed declaration of undertaking (Attached as an annex 2 below);and
III. Curriculum Vitae (CV).
IV. Proof of stated qualifications in the form of the copies of the degrees obtained

8. REPORTING AND TIME SCHEDULES:
I. In undertaking this exercise, the consultant will be expected to frequently exchange and interact with the , Principal Programme Officer - Policy Specialist. 
 
9. [bookmark: _Hlk48417632]Only Individual Consultants are eligible for this assignment if they fulfil the following eligibility criteria:
a) Have no conflict of interest in relationship to performance of this assignment;
b) Are not subject to, and not controlled by any entity or individual that is subject to, a temporary suspension or a debarment imposed by the African Union Commission, World Bank or any other multilateral development bank and being listed on the website http://www.worldbank.org/debarr or respectively on the relevant list of any other multilateral development bank. Further, are not ineligible pursuant to a decision of the United Nations Security Council;	
c) Have not been convicted by a final judgement or a final administrative decision or subject to financial sanctions by the United Nations or Country for involvement in a criminal organisation, money laundering, terrorist-related offences, child labour or trafficking in human beings; this criterion of exclusion is also applicable to legal Persons, whose majority of shares are held or factually controlled by natural or legal Persons which themselves are subject to such convictions or sanctions;
d) Are not being bankrupt, wound up or ceasing our activities, having our activities administered by courts, having entered receivership, reorganisation or being in any analogous situation;
e) Are not involved in corruption: offering, giving, receiving or soliciting, directly or indirectly, anything of value to influence improperly the actions of another party;
f) They have not been the subject of a judgment which has the force of res judicata for fraud, corruption, involvement in a criminal organization or any other illegal activity detrimental to the AUDA-NEPAD financial interests; 
g) they have not been declared guilty of gross professional misconduct proven by any means which AUDA-NEPAD can justify; 
h) Comply with their national tax and social security laws

Interested consultants may obtain further information from the address listed below. All Expression of Interests should be sent electronically to email listed below. 

10. Expressions of interest must be delivered to the address below by email on or before MAY 6th ,2024 14:30 hours (South African Time). All EOI’s must be marked “57/AUDA/HCID/ID/ICS/2024– Consultancy Service to Develop a Continental Regulatory Process for Certification or Listing of Priority In-Vitro Diagnostics (IVDs)” in the subject line of the email. 

11. Privacy Policy: AUDA-NEPAD Procurement office collects and uses your personal information for “Procurement Process” when you intend to compete and deliver any service or goods for the organization either individually or as a firm based on your consent. Your personal data is our highest security and kept for a period strictly necessary for the purpose set out. This privacy notice supplements the AUDA-NEPAD standard privacy notice and should be read in conjunction with the same available on AUDA-NEPAD website. 

The Chairperson Internal Procurement Committee (IPC)
AUDA-NEPAD
230, 15th Road, P. O. Box 218 Midrand,
1685 Johannesburg, South Africa
Email: procurement@nepad.org & copy ngonik@nepad.org

Attention of: Head of Procurement Division









[bookmark: _Hlk50717778]annex 1
DECLARATION OF UNDERTAKING

{Location, Date}
To: The Chairperson Internal Procurement Committee (IPC)
AUDA-NEPAD
230, 15th Road, P. O. Box 218 Midrand,
1685 Johannesburg, South Africa

Attention of: Head of Procurement Division

1. I, the undersigned, offer to provide the services for {insert Title and Procurement Number} in accordance with your Request for Expression of interest dated {insert Date} 
2. I declare that I: 
i) Have no conflict of interest in relationship to performance of this assignment;
j) Am not subject to, and not controlled by any entity or individual that is subject to, a temporary suspension or a debarment imposed by the African Union, World Bank or any other multilateral development bank and being listed on the website http://www.worldbank.org/debarr or respectively on the relevant list of any other multilateral development bank. Further, are not ineligible pursuant to a decision of the United Nations Security Council;	
k) Have not been convicted by a final judgement or a final administrative decision or subject to financial sanctions by the African Union, United Nations or Country for involvement in a criminal organisation, money laundering, terrorist-related offences, child labour or trafficking in human beings; this criterion of exclusion is also applicable to legal Persons, whose majority of shares are held or factually controlled by natural or legal Persons which themselves are subject to such convictions or sanctions;
l) Am not being bankrupt, wound up or ceasing our activities, having our activities administered by courts, having entered receivership, reorganisation or being in any analogous situation;
m) Have not been the subject of a judgment which has the force of res judicata for fraud, corruption, involvement in a criminal organization or any other illegal activity detrimental to the AUDA-NEPAD financial interests; 
n) Have not been declared guilty of gross professional misconduct proven by any means which AUDA-NEPAD can justify; 
o) Are not involved in corruption: offering, giving, receiving or soliciting, directly or indirectly, anything of value to influence improperly the actions of another party;
p) Comply with their national tax and social security laws.


3. I, the undersigned, certify that to the best of my knowledge and belief, that my CV correctly describes myself, my qualifications, and my experience. I understand that any willful misstatement described herein may lead to my disqualification or dismissal, if engaged;
4. I hereby declare that at any point in time, at AUDA-NEPAD’s request, I will provide certified copies of all documents to prove that I have the qualifications and the professional experience which are attached to this CV as photocopies;
5. By signing this statement, I also authorize the AUDA-NEPAD’s to contact my previous or current employers indicated in my CV, to obtain directly reference about my professional conduct and achievements.  
We remain,
Yours sincerely,


Signature:
Name of Consultant:
Address
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