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Section 1: INTRODUCTION 
 
The U.S. Trade and Development Agency (USTDA) has provided a grant in the amount of 
US$1,475,450 to the South African Health Products Regulatory Authority (“SAHPRA” or the 
“Grantee”) in accordance with a grant agreement dated September 21, 2021 (the “Grant 
Agreement”). The technical assistance (“TA”) will assess SAHPRA’s current practices and 
evaluation capacity for pharmaceutical, medical device, and in-vitro diagnostic (“IVD”) product 
registrations and approvals, as well as SAHPRA’s current medical device framework and 
regulations, in order to recommend improvements in processes to effectively regulate healthcare 
products through reliance-based protocols1 (“Project”). The TA will also include a complementary 
training component for SAPHRA personnel to improve the institutional knowledge and utilization 
of reliance-based protocols.  The Grant Agreement is attached as Appendix 3 for reference.  The 
Grantee is soliciting technical proposals from qualified U.S. firms to provide expert consulting 
services to perform the Feasibility Study. 
 
1.1 BACKGROUND SUMMARY 
   
Established in 2017, SAHPRA is a statutory regulator reporting to South Africa’s National 
Department of Health (“NDoH”). SAHPRA is mandated to provide monitoring, evaluation, 
regulation, registration, and control of medicines, scheduled substances, clinical trials, and all 
medical devices in the public’s interest. SAHPRA is South Africa’s national regulatory agency 
(“NRA”) for healthcare products and has oversight over all healthcare products in the country, 
whether they are procured by the public or private sector. 
 
All companies involved in manufacturing, distributing, importing, or exporting healthcare 
products, including pharmaceuticals, medical devices, and in vitro diagnostic devices (“IVDs’), in 
South Africa must be licensed by SAHPRA. Additionally, all healthcare-related products in South 
Africa must be registered with and evaluated by SAHPRA. Suppliers seeking to manufacture in or 
export their products to South Africa must apply for and be granted SAHPRA approvals and 
registrations for each individual product. 
 
 SAHPRA is the successor to the Medicines Control Council (“MCC”), which was previously 
responsible for the evaluation and approval of pharmaceuticals, and the Directorate of Radiation 
Control was responsible for the evaluation and approval of medical devices such as imaging 
equipment and the regulation of radioactive substances. In the process of consolidating MCC into 
SAHPRA, medical devices were added to the list of products under SAHPRA’s purview, and as a 
result, SAHPRA needs to develop processes and capacity to effectively regulate medical devices 
and IVDs in South Africa. At present, SAHPRA has developed a regulatory framework for medical 
devices and IVDs; however, SAHPRA is currently not yet registering these products. 
 
Before it was dissolved, the MCC had one of the slowest approval timelines for new 
pharmaceuticals of any NRA in the world. A 2016 study sponsored by the American Chamber of 
Commerce in South Africa found that the MCC’s average approval time was 40 months per 
product. SAHPRA inherited a backlog of over 16,000 applications from MCC, some of which had 

 
1 “Reliance” is a process through which national regulatory authorities rely on prior approval data and assessments 
of stringent regulatory authorities for their approvals process. 
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sat idle for as long as three decades. To address this substantial backlog, SAHPRA invested 
resources into its backlog clearance program (“BCP”), an initiative funded by the Bill and Melinda 
Gates Foundation to clear the application backlog. In parallel to the BCP, SAHPRA continues to 
accept new applications in the business as usual (“BAU”) operations of the agency. Working 
through the backlog of applications as well as BAU applications in parallel has significantly 
impacted SAHPRA’s review times. As a result, SAHPRA has a significant need for technical 
assistance and capacity building support to increase the efficiency of its review of new product 
applications. 

 
To improve approval timelines, SAHPRA intends to increase its use of reliance-based protocols 
developed by the World Health Organization (“WHO”) and the International Council for 
Harmonisation of Technical Requirements for Pharmaceuticals for Human Use. In reliance-based 
protocols, NRAs rely on prior approval data and assessments of stringent regulatory authorities 
(“SRAs”), which are NRAs that the WHO has determined apply particularly stringent standards 
for quality, safety, and efficacy in their processes of regulatory review of drugs and vaccines for 
marketing authorization. SRAs also determine best practices and international standards for 
review. Examples of SRAs include the U.S. Food and Drug Administration (“FDA”) and the 
European Union’s European Medicines Agency (“EMA”). Reliance-based protocols are 
commonly used by NRAs in emerging economies; examples of NRAs using reliance-based models 
include Jordan’s Food and Drug Administration and Guatemala’s Departmento de Regulación y 
Control de Productos Farmaceuticos y Afines. 
 
Through reliance-based protocols, NRAs conduct abridged or verified reviews as opposed to full 
reviews, resulting in faster review times. An abridged review model relies on assessments of data 
that have been already reviewed and approved by SRAs but includes an abridged independent 
review of a portion of the application package (the “Local Specific Review”) relevant to use under 
local conditions. An example of such a Local Specific Review might include a benefit-risk 
assessment of product use in a local ethnic population. Abridged reviews also include quality 
assurance that the product under review is equal or similar to products previously approved by 
SRAs. A verified review model simply ensures NRAs verify that products under review for local 
registration have also been duly registered by SRAs or provide an assessment that product 
characteristics for the product under evaluation such as use, dosage, and precautions conform to 
SRA standards. Both the abridged review and verified review models increase the speed and 
efficiency of product reviews by allowing NRAs to compare local product applications to products 
already authorized by other SRAs. 

 
Thus far, SAHPRA has begun to adopt reliance-based protocols as part of the BCP; however, 
SAHPRA is currently conducting full reviews for most BAU applications even when a product 
application meets criteria for reliance. 

 
For additional background on this activity, portions of a background Definitional Mission are 
provided for reference in Appendix 2.  
 
1.2 OBJECTIVE 
 
The objective of the proposed TA is to support the development of more efficient product 
registration and approval processes at SAHPRA by assessing current practices and evaluation 
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capacity and recommending improvements to foster a reliance-based workflow. The proposed TA 
would (i) identify ways to optimize SAHPRA’s business processes, workflow, structures, and 
systems to support more efficient reviews of pharmaceutical, medical device, and IVD applications 
utilizing reliance-based protocols, (ii) assess the current medical device framework and regulations 
in order to recommend improvements in processes to effectively regulate medical devices, (iii) 
assess SAHPRA’s relationships with key stakeholders to leverage resource sharing and inform 
risk-based decision making, and (iv) develop and implement a training program (“Training 
Program”) for SAHPRA personnel on reliance-based protocols. 

 
The Training Program would aim to support a more efficient review and approval process for 
pharmaceuticals, medical devices, and IVDs through providing representatives from SAHPRA, 
including members of the executive team, senior managers, managers, and evaluators, with 
technical training to familiarize personnel with reliance-based protocols for healthcare products. 
The Training Program would consist of (i) two separate and distinct Virtual Sessions of up to three 
weeks each, and (ii) one in-person U.S. Visit of up to eight business days that would familiarize 
SAHPRA officials with best practices in policies, procedures, and regulation of healthcare 
products. Each Virtual Session would be anticipated to include up to 75 officials total, and the U.S. 
Visit would be anticipated to bring up to 25 officials from SAHPRA to up to three U.S. cities, 
including Washington, D.C. 
 
The Terms of Reference (TOR) for this Feasibility Study are included as Annex I to the Grant 
Agreement, attached as Appendix 3 to this RFP. 
 
1.3 PROPOSALS TO BE SUBMITTED 
 
The Grantee is soliciting technical proposals from which it will select a qualified U.S. firm to 
perform the Feasibility Study.  The administrative and technical requirements as detailed 
throughout the Request for Proposals (RFP) will apply.  Specific proposal format and content 
requirements are detailed in Section 3. 
 
The amount for the contract has been established by a USTDA grant of US$1,475,450. The 
USTDA grant of $US1,475,450 is a fixed amount.  Accordingly, cost will not be a factor in the 
evaluation and therefore, cost proposals should not be submitted.  Upon detailed evaluation of 
technical proposals, the Grantee shall select one firm for contract negotiations.   
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1.4 CONTRACT FUNDED BY USTDA 
 
In accordance with the terms and conditions of the Grant Agreement, USTDA has provided a grant 
in the amount of US$1,475,450 to the Grantee.  The funding provided under the Grant Agreement 
shall be used to fund the costs of the contract between the Grantee and the U.S. firm selected by 
the Grantee to perform the TOR.  The contract must include certain USTDA Mandatory Contract 
Clauses relating to nationality, taxes, payment, reporting, and other matters.  The USTDA 
nationality requirements and the USTDA Mandatory Contract Clauses are contained in Annex II 
of the Grant Agreement, attached as Appendix 3 to this RFP.  In no event will the amounts 
contributed by USTDA for the Technical Assistance exceed the amount of the Grant Funds.  
Payment to the Contractor selected will be made directly by USTDA on behalf of the Grantee with 
the Grant Funds provided under this Grant Agreement.   
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Section 2: INSTRUCTIONS TO OFFERORS 
 
2.1 PROJECT TITLE 
 
The project is called SAHPRA Reliance-Based Protocols for Healthcare Products Technical 
Assistance. 
 
2.2 DEFINITIONS 
 
Please note the following definitions of terms as used in this RFP. 
 

The term "Request for Proposals" means this solicitation of a formal technical proposal, 
including qualifications statement. 
The term "Offeror" means the U.S. firm, including any and all subcontractors, which 
responds to the RFP and submits a formal proposal and which may or may not be successful 
in being awarded this procurement. 

2.3 DEFINITIONAL MISSION REPORT 
 
USTDA sponsored a Definitional Mission to address technical, financial, sociopolitical, 
environmental and other aspects of the proposed project.  Portions of the report are attached at 
Appendix 2 for background information only.  Please note that the final and authoritative TOR 
referenced in the report are included as Annex I to the Grant Agreement, attached as Appendix 3 
to this RFP. 
 
2.4 EXAMINATION OF DOCUMENTS 
 
Offerors should carefully examine this RFP.  It will be assumed that Offerors have done such 
inspection and that through examinations, inquiries and investigation they have become 
familiarized with local conditions and the nature of problems to be solved during the execution of 
the Feasibility Study. 
 
Offerors shall address all items as specified in this RFP.  Failure to adhere to this format may 
disqualify an Offeror from further consideration. 
 
Submission of a proposal shall constitute evidence that the Offeror has made all the above 
mentioned examinations and investigations, and is free of any uncertainty with respect to 
conditions which would affect the execution and completion of the Technical Assistance. 
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2.5 PROJECT FUNDING SOURCE 
 
The Feasibility Study will be funded under a grant from USTDA.  The total amount of the grant is 
not to exceed US$1,475,450. 
 
2.6 RESPONSIBILITY FOR COSTS 
 
Offeror shall be fully responsible for all costs incurred in the development and submission of the 
proposal.  Neither USTDA nor the Grantee assumes any obligation as a result of the issuance of 
this RFP, the preparation or submission of a proposal by an Offeror, the evaluation of proposals, 
final selection or negotiation of a contract.   
 
2.7 TAXES 
 
Offerors should submit proposals that note that in accordance with the USTDA Mandatory 
Contract Clauses, USTDA grant funds shall not be used to pay any taxes, tariffs, duties, fees or 
other levies imposed under laws in effect in the Host Country. 
 
2.8 CONFIDENTIALITY 
 
The Grantee will preserve the confidentiality of any business proprietary or confidential 
information submitted by the Offeror, which is clearly designated as such by the Offeror, to the 
extent permitted by the laws of the Host Country. 
 
2.9 ECONOMY OF PROPOSALS 
 
Proposal documents should be prepared simply and economically, providing a comprehensive yet 
concise description of the Offeror's capabilities to satisfy the requirements of the RFP.  Emphasis 
should be placed on completeness and clarity of content. 
 
2.10 OFFEROR CERTIFICATIONS 
 
The Offeror shall certify (a) that its proposal is genuine and is not made in the interest of, or on 
behalf of, any undisclosed person, firm, or corporation, and is not submitted in conformity with, 
and agreement of, any undisclosed group, association, organization, or corporation; (b) that it has 
not directly or indirectly induced or solicited any other Offeror to put in a false proposal; (c) that 
it has not solicited or induced any other person, firm, or corporation to refrain from submitting a 
proposal; and (d) that it has not sought by collusion to obtain for itself any advantage over any 
other Offeror or over the Grantee or USTDA or any employee thereof. 
 
2.11 CONDITIONS REQUIRED FOR PARTICIPATION 
 
Only U.S. firms are eligible to participate in this tender.  However, U.S. firms may utilize 
subcontractors from the Host Country for up to 20 percent of the amount of the USTDA grant for 
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specific services from the TOR identified in the subcontract. USTDA’s nationality requirements, 
including definitions, are detailed in the Grant Agreement in Appendix 3.  In addition, Offerors 
are advised that potential conflicts of interest on the part of the Offeror with respect to the Grantee, 
including, without limitation, conflicts of interest in connection with future sales of 
pharmaceuticals, medical devices, and IVDs, will be taken into account when evaluating 
proposals.  All Offerors must submit a “Declaration of Interest” in the form attached as Appendix 
6 to this RFP as part of the proposal in order to be considered. 
 
2.12 LANGUAGE OF PROPOSAL 
 
All proposal documents shall be prepared and submitted in English, and only English.   
 
2.13 PROPOSAL SUBMISSION REQUIREMENTS 
 
Proposals shall be submitted exclusively in electronic form, with the appropriate bid reference, via 
e-mail attachment(s) to scm@sahpra.org.za , Electronic copies (in English, PDF files preferred) of 
your proposal must be received at the above e-mail address no later than 16:00 PM SAST/South 
Africa Standard Time on January 28, 2022.  Offerors shall not use file hosting services or external 
links for electronic submission.  The maximum attachment size is 36MB, so if the files are larger 
than 36MB, please send multiple e-mails.  
 
2.14 LABELING 
 
Proposals submitted electronically must be clearly labeled, including the bid reference, contact 
name and the name of the project. 
 
2.15 OFFEROR’S AUTHORIZED NEGOTIATOR 
 
The Offeror must provide the name, title, address, telephone number, e-mail address and fax 
number of the Offeror’s authorized negotiator.  The person cited shall be empowered to make 
binding commitments for the Offeror and its subcontractors, if any. 
 
2.16 AUTHORIZED SIGNATURE 
 
The proposal must contain the signature of a duly authorized officer or agent of the Offeror 
empowered with the right to bind the Offeror. 
 
2.17 EFFECTIVE PERIOD OF PROPOSAL 
 
The proposal shall be binding upon the Offeror for NINETY (90), days after the Bid closing date, 
and Offeror may withdraw or modify this proposal at any time prior to the due date upon written 
request, signed in the same manner and by the same person who signed the original proposal. 
 
2.18 EXCEPTIONS 

mailto:scm@sahpra.org.za
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All Offerors agree by their response to this RFP announcement to abide by the procedures set forth 
herein.  No exceptions shall be permitted. 
 
2.19 OFFEROR QUALIFICATIONS 
 
As provided in Section 3, Offerors shall submit evidence that they have relevant past experience 
and have previously delivered advisory, feasibility study and/or other services similar to those 
required in the TOR, as applicable. 
 
2.20 RIGHT TO REJECT PROPOSALS 
 
The Grantee reserves the right to reject any and all proposals.  
 
2.21 PRIME CONTRACTOR RESPONSIBILITY 
 
Offerors have the option of subcontracting parts of the services they propose.  The Offeror's 
proposal must include a description of any anticipated subcontracting arrangements, including the 
name, address, and qualifications of any subcontractors.  USTDA nationality provisions apply to 
the use of subcontractors and are set forth in detail in Annex II of the Grant Agreement, attached 
as Appendix 3 to this RFP.  The successful Offeror shall cause appropriate provisions of its 
contract, including USTDA Mandatory Contract Clauses, to be inserted in any subcontract funded 
or partially funded by USTDA grant funds. 
 
2.22 AWARD 
 
The Grantee shall make an award resulting from this RFP to the best qualified Offeror scoring the 
highest points, on the basis of the evaluation factors set forth herein. The Grantee reserves the right 
to reject any and all proposals received. 
 
2.23 COMPLETE SERVICES 
  
The successful Offeror shall be required to (a) provide local transportation, office space and 
secretarial support required to perform the TOR if office space for administrative functions are not 
provided by the Grantee; (b) provide and perform all necessary labor, supervision and services; 
and (c) in accordance with best technical and business practice, and in accordance with the 
requirements, stipulations, provisions and conditions of this RFP and the resultant contract, 
execute and complete the TOR to the satisfaction of the Grantee and USTDA.  By submitting a 
proposal, the Offeror understands and agrees that (i) the Terms of Reference in Annex I to the 
Grant Agreement (included herein in Appendix 3) must be completed as written; (2) the Offeror 
is responsible for completing the Terms of Reference as written; and (3)  the Offeror has the 
capacity to fully complete the Terms of Reference.  Per the terms of the contract, any modifications 
to the Terms of Reference are only valid if both the Grantee and USTDA pre-approve the changes 
in writing.   
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2.24 INVOICING AND PAYMENT 
 
Deliverables under the contract shall be delivered on a schedule to be agreed upon in a contract 
with the Grantee.  The Contractor may submit invoices to the designated Grantee Project Director 
in accordance with a schedule to be negotiated and included in the contract.  After the Grantee’s 
approval of each deliverable and associated invoice, the Grantee will forward the invoice to 
USTDA.  Upon receipt of a valid, Grantee-approved invoice, USTDA shall make its disbursement 
of the grant funds directly to the U.S. firm in the United States.  USTDA’s receipt and processing 
of the invoice does not constitute approval, validation or endorsement by USTDA of the 
deliverable(s).  Payment by USTDA also does not constitute approval or endorsement of the 
quality of work performed by the Contractor or Subcontractors, or confirmation or agreement by 
USTDA that the work was performed in accordance with the terms and conditions of the contract, 
the Terms of Reference for the Technical Assistance or the USTDA Mandatory Contract Clauses.  
USTDA reserves the right to audit the books, records, and other documentation for the Technical 
Assistance as described in USTDA’s Mandatory Contract Clauses to the Contract. USTDA may 
require additional information, such as deliverables, before remitting payment.  The last payment 
shall not be disbursed until the Final Report is approved by the Grantee and USTDA.  All payments 
by USTDA under the Grant Agreement will be made in U.S. currency.  Detailed provisions with 
respect to invoicing and disbursement of grant funds are set forth in the USTDA Mandatory 
Contract Clauses, Annex II of the Grant Agreement, attached as Appendix 3 to this RFP. 
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Section 3: PROPOSAL FORMAT AND CONTENT 
 
To expedite proposal review and evaluation, and to assure that each proposal receives the same 
orderly review, all proposals must follow the format described in this section. 
 
Proposals shall be submitted as searchable PDF documents. Proposal sections and pages shall be 
appropriately numbered and the proposal shall include a Table of Contents.  If the Offeror must 
submit multiple emails to submit all documentation, each email must be labeled with the number 
of the email out of the total number of emails (e.g. 1/3 or 2/3) to help track the documents. Offerors 
are encouraged to submit concise and clear responses to the RFP.  Proposals shall contain all 
elements of information requested without exception.  Instructions regarding the required scope 
and content are given in this section.  The Grantee reserves the right to include any part of the 
selected proposal in the final contract. 
 
The proposal shall consist of a technical proposal only.  A cost proposal is not required because 
the amount for the contract has been established by a USTDA grant of US$1,475,450, which is a 
fixed amount.  
 
Each proposal must include the following: 
 

 Transmittal Letter, 
 Cover/Title Page, 
 Table of Contents, 
 Executive Summary, 
 Firm Background Information, 
 U.S. Firm Information Form, 
 Declaration of Interest (Appendix 6), 
 Organizational Structure, Management Plan and Key Personnel, 
 Technical Approach and Work Plan, and 
 Experience and Qualifications, including Past Performance References. 

Detailed requirements and directions for the preparation of the proposal are presented below. 
 
3.1 EXECUTIVE SUMMARY 
 
An Executive Summary should be prepared describing the major elements of the proposal, 
including any conclusions, assumptions, and general recommendations the Offeror desires to 
make.  Offerors are requested to make every effort to limit the length of the Executive Summary 
to no more than five (5) pages. 
 
3.2 FIRM BACKGROUND INFORMATION 
 
The Offeror shall provide background information on the U.S. firm and any subcontractors, which 
may include company name, type of business structure, ownership/management team, location, 
company history, mission statement, products and services offered, objectives and a vision 
statement. 
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3.3 U.S. FIRM INFORMATION FORM 
 
A U.S. Firm Information Form in .pdf fillable format is attached at the end of this RFP in Appendix 
4.  The Offeror must complete the U.S. Firm Information Form and include the completed U.S. 
Firm Information Form with its proposal. 
 
3.4 ORGANIZATIONAL STRUCTURE, MANAGEMENT PLAN, AND KEY 

PERSONNEL 
 
Describe the Offeror's proposed project organizational structure.  Discuss how the project will be 
managed including the principal and key staff assignments for this Feasibility Study.  Identify the 
Project Manager who will be the individual responsible for this project.  The Project Manager shall 
have the responsibility and authority to act on behalf of the Offeror in all matters related to the 
Feasibility Study. 
 
Provide a listing of personnel (including subcontractors) to be engaged in the project, including 
both U.S. and local subcontractors, with the following information for key staff:  position in the 
project; pertinent experience, curriculum vitae; other relevant information.  If subcontractors are 
to be used, the Offeror shall describe the organizational relationship, if any, between the Offeror 
and the subcontractor.   
 
A workforce schedule and the level of effort for the project period, by activities and tasks, as 
detailed under the Technical Approach and Work Plan shall be submitted.  A statement confirming 
the availability of the proposed project manager and key staff over the duration of the project must 
be included in the proposal. 
 
3.5 TECHNICAL APPROACH AND WORK PLAN 
 
Describe in detail the proposed Technical Approach and Work Plan (the “Work Plan”).  Discuss 
the Offeror’s methodology for completing the project requirements.  Include a brief narrative of 
the Offeror’s methodology for completing the tasks within each activity series.  Begin with the 
information gathering phase and continue through delivery and approval of all required reports. 
 
Prepare a detailed schedule of performance that describes all activities and tasks within the Work 
Plan, including periodic reporting or review points, incremental delivery dates, and other project 
milestones. 
 
Based on the Work Plan, and previous project experience, describe any support that the Offeror 
will require from the Grantee.  Detail the amount of staff time required by the Grantee or other 
participating agencies and any work space or facilities needed to complete the Feasibility Study. 
 
3.6 EXPERIENCE AND QUALIFICATIONS 
 
Provide a discussion of the Offeror's experience and qualifications that are relevant to the 
objectives and TOR for the Feasibility Study.  If a subcontractor(s) is being used, similar 
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information must be provided for the prime and each subcontractor firm proposed for the project.  
The Offeror shall provide information with respect to relevant experience and qualifications of key 
staff proposed. The Offeror shall include letters of commitment from the individuals proposed 
confirming their availability for contract performance. 
 
As many as possible but not more than six (6) relevant and verifiable project references must be 
provided for each of the Offeror and any subcontractor, including the following information: 
 

 Project name, 
 Name and address of client (indicate if joint venture), 
 Client contact person (name/ position/ current phone and fax numbers), 
 Period of Contract, 
 Description of services provided, 
 Dollar amount of Contract, and 
Completed reference forms from project references, including status and comments, using 
the form provided in Appendix 7. 

Offerors are strongly encouraged to include in their experience summary primarily those projects 
that are similar to the Feasibility Study as described in this RFP. 
 

3.7 SUBMISSION OF RFP QUESTIONS 
 
Prospective Offerors may submit questions related to the content of this RFP to: RFP@ustda.gov.  
The deadline for submitting questions shall be January 19,  2022 at 3:00PM, EST/EDT.  The email 
subject line must read: “RFP Question: SAHPRA Reliance-Based Protocols for Healthcare 
Products Technical Assistance, 2021-11022A.”  Questions received by any other means shall not 
be accepted. 
 
 
  

mailto:RFP@ustda.gov
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Section 4: AWARD CRITERIA 
 
 
Individual proposals will be initially evaluated by a Bid Evaluation Committee of representatives 
from the Grantee.  The Committee will then conduct a final evaluation and completion of ranking 
of qualified Offerors.  The Grantee will notify USTDA of the best qualified Offeror, and USTDA 
shall review the submission and qualifications of the Offeror to ensure compliance with USTDA 
requirements.  If USTDA issues a no-objection letter, the Grantee shall promptly notify all 
Offerors of the award and negotiate a contract with the best qualified Offeror.  If a satisfactory 
contract cannot be negotiated with the best qualified Offeror, negotiations will be formally 
terminated.  Negotiations may then be undertaken with the second most qualified Offeror and so 
forth. 
 
Offerors will be automatically disqualified from further evaluation if the following information 
has not been provided: 
 

• Completed and signed Declaration of Interest; and 
• Complete proposals 

 
The selection of the Contractor will be based on the following criteria: 
  

Criteria Points 

Expertise and skills of proposed staff 50 

Proposed technical approach 35 

Relevant experience in Sub-Saharan 
Africa 10 

Past Performance References 5 
 
Based on the tasks and subtasks included in the TOR, the desired firm qualifications are as 
follows and will be evaluated under the criterion of expertise and skills of proposed staff: (20 
points) 
 

• Annual revenue of at least 500,000 USD (average for the last 3 years); (3 points) 
• Minimum 5 years of experience in management consulting and business process 

optimization; (3 points) 
• Minimum 5 years of experience related to reliance-based regulatory protocols and/or 

prior work with or around global health governing bodies such as the World Health 
Organization; (5 points) 

• Prior work experience with or relating to Stringent Regulatory Authorities such as the 
U.S. Food and Drug Administration; (3 points) 

• Experience in development and managing of complex projects, including at least 3 years 
of experience organizing and executing training programs, especially involving Sub-
Saharan Africa; (3 points) and  

• Previous experience in related projects for governments, international institutions, or the 
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private sector; must have successfully performed a minimum of two contracts, with a 
contract value not less than $200,000, during the last three years for an assignment 
similar in scope and complexity. (3 points) 

 
Based on the tasks and subtasks included in the TOR, at least the following key team members 
will be required and will be evaluated under the criterion of expertise and skills of proposed 
staff: (30 points) 
 

• Project Manager 
• Management Expert 
• Pharmaceutical Regulatory Specialist 
• Medical Devices and IVD Regulatory Specialist 
• Legal and Regulatory Specialist 
• Public Affairs/Stakeholder Relations Specialist 
• Logistics and Event Specialist 
• Training Manager 

 
The key team members should have extensive professional experience in their respective 
disciplines, as well as appropriate educational backgrounds. The desired experience and 
educational background for each key team member is as follows: 
 
Project Manager 
• At least 10 years of experience in strategic planning, project management, management 

consulting, or client advisory services, including experience advising international public 
sector organizations; 

• At least 10 years of experience in the healthcare sector; 
• At least 5 years of experience in the healthcare sector in Sub-Saharan Africa; 
• Exceptional writing skills; and 
• Prior management experience. 

Management Consultant 
• At least 15 years of experience in strategic planning, project management, management 

consulting, or client advisory services; 
• Degree in management, business, leadership, or related discipline; 
• Exceptional writing skills; and 
• Prior healthcare sector experience preferred. 

Pharmaceutical Regulatory Specialist 

• At least 10-15 years of experience in the pharmaceutical sector;  
• Degree in public health, pharmacology, chemistry, medicine, molecular biology, medical 

engineering, business administration, public policy, public administration, political 
science/government, or related discipline; 

• Familiarity with reliance-based protocols or abridged regulatory pathways; 
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• Familiarity with the U.S. Food and Drug Administration’s regulatory and review processes 
(or those of another Stringent Regulatory Authority); 

• Familiarity with National Regulatory Authority best practices as defined by the World 
Health Organization; 

• Prior experience working on projects covering Sub-Saharan Africa preferred. 

Medical Devices and IVD Regulatory Specialist 

• At least 10-15 years of experience in the medical device sector;  
• Degree in public health, medicine, molecular biology, medical engineering, business 

administration, public policy, public administration, political science/government, or related 
discipline; 

• Familiarity with reliance-based protocols or abridged regulatory pathways; 
• Familiarity with the U.S. Food and Drug Administration’s regulatory and review processes 

(or those of another Stringent Regulatory Authority); 
• Familiarity with National Regulatory Authority best practices as defined by the World 

Health Organization; 
• Prior experience working on projects covering Sub-Saharan Africa preferred. 

Legal and Regulatory Specialist 

• At least 10 years of experience in law, public policy, and/or regulations with at least 10 
years of experience in the healthcare sector; 

• At least 5 years of experience in South African healthcare law and regulations; 
• Prior experience with advisory work to a South African government agency; and 
• At least a graduate degree in law, public policy, or related discipline. 

Public Affairs/Stakeholder Relations Specialist 

• At least 10 years of experience in public affairs and stakeholder relations in South Africa; 
• Degree in communications, public relations, management, public policy, or related 

discipline; 
• Prior experience working on public health-related initiatives; and 
• Prior experience working with the public sector. 

Logistics and Event Specialist 

• At least 10 years of experience coordinating international events or programs involving 
travel, visa coordination, and educational programs; and 

• Prior experience supporting both private and public sector events. 

Training Manager 

• At least 10 years of experience coordinating professional-level international training 
programs; 

• At least 5 years of experience in curriculum and course design, as well as program 
facilitation; 

• Prior experience supporting both private and public sector programs; 
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• Minimum of 2 years of experience using virtual training platforms; and 
• Prior experience working on healthcare-related programs. 

Based on the tasks and subtasks included in the TOR, at least the following  
will be required and will be evaluated under the criterion of proposed technical approach: (35 
points) 
 

• The Grantee will assess the degree of understanding of the work and suitability of the 
solution proposed by the Offeror to complete each of the requirements in the Terms of 
Reference. 

 
Based on the tasks and subtasks included in the TOR, at least the following  
will be required and will be evaluated under the criterion of relevant experience in Sub-Saharan 
Africa: (10 points) 
 

• At least 5 years of experience in the healthcare sector of Sub-Saharan Africa and 5 years 
in healthcare market research and /or feasibility studies, with specific knowledge of 
pharmaceuticals, medical devices, and in vitro diagnostics; 
- Less than 5 years (0 points); 
- 5 years to 10 years (5 points); 
- More than 10 years (10 points). 

 
Based on the tasks and subtasks included in the TOR, at least the following  
will be required and will be evaluated under the criterion of past performance references: (5 points) 
 

• 5 past performance references with an average rating of satisfactory or above (5 points); 
• 3 past performance references with an average rating of satisfactory or above (3 points); 
• Less than 3 past performance references with an average rating of satisfactory or above (0 

points). 
 
Proposals that do not include all requested information shall be considered non-responsive. 
 
Price will not be a factor in contractor selection. 



20 

 
 
 
 
 
 

APPENDIX 1 
 
 

PROJECT SYNOPSIS 
 
  



SAHPRA RELIANCE-BASED PROTOCOLS FOR HEALTHCARE PRODUCTS 
TECHNICAL ASSISTANCE 

The Grantee invites submission of qualifications and proposal data (collectively referred 
to as the "Proposal") from interested U.S. firms that are qualified on the basis of 
experience and capability to execute a technical assistance (“TA”) for the South African 
Health Products Regulatory Authority (“SAHPRA” or “Grantee”) that would increase 
the efficiency of pharmaceutical, medical device, and in-vitro diagnostic (“IVD”) 
product registrations and approvals, in addition to capacity building training to support 
the Grantee’s use of reliance-based protocols (“Project”) in South Africa. The Proposal 
submission deadline is January 28, 2022, 9:00 AM Eastern/16:00 Local South African 
Time.The U.S. firm selected will be paid in U.S. dollars from a $1,475,450 grant to the 
Grantee from the U.S. Trade and Development Agency.  

About the Grantee 

SAHPRA is South Africa’s national regulatory agency for healthcare products and a 
parastatal entity of the National Department of Health mandated to provide monitoring, 
evaluation, regulation, registration, and control of medicines, scheduled substances, 
clinical trials, and all medical devices in the public’s interest. SAHPRA has oversight 
over all healthcare products in South Africa, whether they are procured by the public or 
private sector. All companies involved in manufacturing, distributing, importing, or 
exporting healthcare products in South Africa must be approved and registered by 
SAHPRA.  

Project Background 

SAHPRA seeks to address a backlog in registrations and approvals of new 
pharmaceuticals, medical devices, and IVD. The Project would seek to improve approval 
timelines by increasing its use of reliance-based protocols developed by the World Health 
Organization (“WHO”) and the International Council for Harmonisation of Technical 
Requirements for Pharmaceuticals for Human Use. Through reliance-based protocols, 
SAHPRA would rely on prior approval data and assessments, best practices, and 
international standards of stringent regulatory authorities as determined by WHO to 
conduct abridged or verified reviews as opposed to full reviews, resulting in faster review 
times.  

About the Technical Assistance 

At present, SAHPRA has developed a regulatory framework for medical devices and 
IVD; however, SAHPRA is currently not yet regulating these products. SAHPRA has 
begun to adopt reliance-based protocols as part of its backlog clearance program; 
however, SAHPRA is currently conducting full reviews for most business as usual 
applications even when a product application meets criteria for reliance. 

The objective of the proposed TA is to support the development of more efficient product 
registration and approval processes at SAHPRA by assessing current practices and 
evaluation capacity and recommending improvements to foster a reliance-based 
workflow. The proposed TA would (i) identify ways to optimize SAHPRA’s business 
processes, workflow, structures, and systems to support more efficient reviews of 
pharmaceutical, medical device, and IVD applications utilizing reliance-based protocols, 
(ii) assess the current medical device framework and regulations in order to recommend 
improvements in processes to effectively regulate medical devices, (iii) assess SAHPRA’s 
relationships with key stakeholders to leverage resource sharing and inform risk-based 
decision making, and (iv) develop and implement the Training Program for SAHPRA 
personnel on reliance-based protocols.
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PORTIONS OF BACKGROUND DEFINITIONAL MISSION REPORT 
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 BACKGROUND  
 
Context -- The South African Health Products Regulatory Authority (SAHPRA) (the “Project Sponsor”) 
is South Africa’s national regulatory agency (“NRA”) for healthcare products and has oversight over all 
healthcare products in the country, whether they are procured by the public or private sector.  All 
companies involved in manufacturing, distributing, importing, or exporting healthcare products, 
including pharmaceuticals, medical devices, and IVDs, in South Africa must be licensed by SAHPRA. 
Additionally, all healthcare-related products in South Africa must be registered with and evaluated by 
SAHPRA. U.S. suppliers seeking to manufacture in or export their products to South Africa must apply 
for and be granted SAHPRA approvals and registrations for each individual product. 
 

Prior to the formation of SAHPRA, the Medicines Control Council (“MCC”) was responsible 
for the evaluation and approval of pharmaceuticals, and the Directorate of Radiation Control was 
responsible for the evaluation and approval of medical devices such as imaging equipment and the 
regulation of radioactive substances. In the process of consolidating MCC into SAHPRA, medical 
devices were added to the list of products under SAHPRA’s purview. 

 
Before it was dissolved, the MCC had one of the slowest approval timelines for new 

pharmaceuticals of any NRA in the world. A 2016 study sponsored by the American Chamber of 
Commerce in South Africa found that the MCC’s average approval time was 40 months per product. 
SAHPRA inherited a backlog of over 16,000 applications from MCC, some of which had sat idle for 
as long as three decades. To address this substantial backlog, SAHPRA invested resources into its 
backlog clearance program (“BCP”) to clear the application backlog. In parallel to the BCP, SAHPRA 
continues to accept new applications in the business as usual (“BAU”) operations of the agency. 
Working through the backlog of applications as well as BAU applications in parallel has significantly 
impacted SAHPRA’s review times. As a result, SAHPRA has a significant need for technical 
assistance and capacity building support to increase the efficiency of its review of new product 
applications. 

U.S. EXPORT POTENTIAL 
 
Shortened SAHPRA approval timelines would generate an increase in total U.S. exports by increasing 
sales volume per year. This will open up opportunities for pharmaceutical, medical device, and in vitro 
diagnostics companies. 
 
Foreign Competition and Market Entry Issues 
 
U.S. health product companies in South Africa face competition mainly from European companies 
based in Germany, Switzerland, France, Ireland, and Italy. Some of the most active competitors in 
South Africa include Novartis (Switzerland), Roche Diagnostics Limited (Switzerland), Royal Philips 
(Netherlands), Essilor Luxottica (France), Siemens Healthineers (Germany), bioMérieux (France), 
Diasorin (Italy), Qiagen (Germany), and Nihon Kohden (Japan). Although India is particularly 
competitive in South Africa’s pharmaceuticals market, imports from India are mostly in the generics 
category where few U.S. suppliers compete. 
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APPENDIX 3 
 
 

USTDA GRANT AGREEMENT, INCLUDING TERMS OF REFERENCE AND 
MANDATORY CONTRACT CLAUSES  



 

 

 
 
 

GRANT AGREEMENT 
 
This Grant Agreement is entered into between the Government of the United States of America, 
acting through the U.S. Trade and Development Agency (“USTDA”), and the South African 
Health Products Regulatory Authority (“SAHPRA” or the “Grantee”).  USTDA and the Grantee 
are each referred to herein as a “Party”, and collectively as the “Parties”.  USTDA agrees to provide 
the Grantee, subject to the terms and conditions of this Grant Agreement, one million, four hundred 
and seventy-five thousand, four hundred and fifty United States Dollars (US$ 1,475,450) (“Grant 
Funds”) to fund the cost of services required in connection with the delivery of technical assistance 
(the “TA”) related to the proposed Reliance-Based Protocols for Healthcare Products training and 
support (the “Project”) in the Republic of South Africa (the “Host Country”). 
 
1. USTDA Grant Funding 
 
The Grant Funds to be provided by USTDA under this Grant Agreement shall be used to fund the 
costs of a contract (the “Contract”) between the Grantee and the U.S. firm to be selected by the 
Grantee (the “Contractor”), under which the Contractor will deliver the TA.  In no event will the 
amounts contributed by USTDA for the TA exceed the amount of the Grant Funds.  Payment to 
the Contractor will be made directly by USTDA on behalf of the Grantee with the Grant Funds 
provided under this Grant Agreement. 
 
2. Terms of Reference 
 
The terms of reference for the TA (the “Terms of Reference”) are attached as Annex I to this Grant 
Agreement.  The TA will involve assessing current practices and evaluation capacity for 
pharmaceutical, medical device and in vitro diagnostic product registrations and approvals, as well 
as the Grantee’s current medical device framework and regulations, in order to recommend 
improvements in processes to effectively regulate healthcare products through reliance-based 
protocols.  The TA will also involve a complementary training component for Grantee personnel 
to improve the institutional knowledge and utilization of reliance-based protocols.  The Grantee 
shall include these Terms of Reference for the TA as Annex I to the Contract. 
 
The Grantee acknowledges and understands that the Contractor’s performance of the TA must 
comply with the entirety of the Terms of Reference, and any modification of the Terms of 
Reference set forth in Annex I to the Contract or deviation from their terms must be approved in 
writing by USTDA in accordance with the procedures for amendments or other modifications 
under the Contract.  The Grantee acknowledges and understands that any performance by the 
Contractor of work not included in, or not in compliance with, the Terms of Reference, or any 
failure by the Contractor to perform any work set forth under the Terms of Reference (in 
compliance with those terms), will be ineligible for approval or payment, absent an amendment or 
other modification in accordance with such procedures.  Consequently, the Grantee shall not 
approve any Contractor work performed under the Contract that does not comply with or that 
otherwise is not in accordance with the Terms of Reference.  The Grantee acknowledges and 
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understands that any failure to obtain prior written approval for any modifications or deviations 
from the Terms of Reference may result in forfeiture by the Contractor of payment for work 
performed that is not in compliance with the Terms of Reference and/or a significant delay in 
payment of the final invoice. 
 
3. Standards of Conduct 
 
USTDA and the Grantee recognize the existence of standards of conduct for public officials and 
commercial entities in their respective countries.  Therefore, USTDA and the Grantee shall fully 
comply with all United States and Host Country laws relating to corruption or bribery, and shall 
not directly or indirectly provide, offer or promise to provide money or anything of value to any 
public official in violation of any United States or Host Country laws relating to corruption or 
bribery. 
 
4. Grantee Responsibilities 
 
The Grantee shall use its best efforts to (a) promptly reply to notices and other communications, 
requests for information and requests for approvals of Invoices or other documents submitted to it 
by the Contractor or USTDA, (b) provide reasonable support for the Contractor, such as local 
transportation, office space and secretarial support, and (c) promptly notify USTDA in the event 
that the Grantee (i) no longer seeks to pursue the Project or complete the TA and/or (ii) would like 
to terminate this Grant Agreement. 
 
5. Contract Matters and USTDA’s Rights as Financier 
 
(A) Grantee Competitive Selection Procedures 
 
Selection of the Contractor shall be carried out by the Grantee according to its established 
procedures for the competitive selection of contractors, with advance notice of the procurement 
published online through SAM.gov and the USTDA website as well as highlighted through 
USTDA and Prosper Africa social media and marketing platforms.  Upon request, the Grantee 
shall submit these contracting procedures and related documents to USTDA for information and/or 
acceptance. 
 
(B) USTDA’s Right to Object to Contractor Selection 
 
The Grantee shall notify USTDA at the address of record set forth in Article 15 below upon 
selection of the Contractor to deliver the TA.  USTDA shall then review the Grantee’s selection 
of Contractor, and if USTDA does not object to Grantee’s selection, USTDA shall so notify the 
Grantee by issuing a “no objection” letter.  If USTDA objects to the selection of a Contractor, 
USTDA must provide reasons for such objection and the selection process must start de novo.  
Upon receipt of USTDA’s “no objection” letter, the Grantee shall (i) notify in writing the selected 
Contractor that its proposal has been accepted by the Grantee, and (ii) notify in writing the U.S. 
firms that submitted unsuccessful proposals to deliver the TA that they were not selected.  The 
Grantee shall then use commercially reasonable efforts to negotiate a Contract with the Contractor 
for the delivery of the TA. 
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(C) USTDA’s Right to Approve Contract Between Grantee and Contractor 
 

(1) Contract 
 
USTDA will provide to the Grantee an electronic copy of USTDA’s standard contract form, and 
the Grantee shall, in conjunction with the Contractor, utilize this standard contract form as the 
basis for drafting the Contract.  Once the Contract has been negotiated between the Grantee and 
the Contractor, the Grantee shall transmit to USTDA (or shall request that the Contractor transmit 
to USTDA on the Grantee’s behalf) a final negotiated draft version of the Contract in an editable 
electronic format for USTDA review at the email address set forth in Article 15 below.  USTDA 
shall advise the Grantee and the Contractor as to whether the draft Contract is ready for execution, 
on the understanding that USTDA’s approval may be contingent upon certain modifications being 
made to the Contract. 
 

(2) Amendments and Assignments of the Contract 
 
The Grantee understands and acknowledges that no amendment or other modification to the 
Contract (or any annex to the Contract) shall be valid unless formally agreed upon in a written 
instrument signed by the Grantee and the Contractor and approved by USTDA in a signed approval 
letter.  The Grantee or the Contractor may submit any proposed amendment or other modification 
to the Contract, including any proposed amendment or other modification to any Contract annex, 
or any proposed assignment of the Contract, to USTDA for review and comment at the address set 
forth in Article 15 below. 
 
(D) USTDA Not a Party to the Contract 
 
The Parties understand and agree that USTDA as a financing entity reserves to itself certain rights 
under the Contract, including, but not limited to: (i) the right to approve the terms of the Contract 
and any amendments to the Contract, including assignments, the selection of the Contractor and 
all Subcontractors, the Terms of Reference, the Final Report, and any and all documents related to 
the Contract or any Subcontract funded under this Grant Agreement, (ii) the right to require the 
parties to the Contract to suspend performance of the Terms of Reference upon reasonable prior 
written notice to such parties, and upon Contractor’s receipt of such written notice, any further 
work performed in connection with the Terms of Reference will be at the Contractor’s risk, (iii) 
the right to suspend disbursements of Grant Funds under Clause 3 of the Contract upon reasonable 
prior written notice to the parties to the Contract, and (iv) the right to demand, upon written notice 
to the Contractor, a refund from the Contractor of an appropriate amount of any Grant Funds that 
have been previously disbursed to the Contractor under Clause 3 of the Contract in the event that 
(a) the Contractor or any Subcontractor fails to comply in all material respects with the Terms of 
Reference or the terms and conditions of the Contract (including the Mandatory Contract Clauses 
attached to the Contract), or (b) the Contract and/or the TA is terminated, and the amount of Grant 
Funds disbursed to the Contractor prior to such termination exceeds the value of the work 
performed under the Contract in accordance with its terms. 
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The Parties further understand and agree that USTDA, in reserving any or all of the foregoing 
rights, has acted solely as a financing entity to ensure the proper use of United States Government 
funds, and that any decision by USTDA to exercise or refrain from exercising these rights will be 
made as a financier in the course of funding the TA and will not be construed as making USTDA 
a party to the Contract.  The Parties understand and agree that USTDA may, from time to time, 
exercise the foregoing rights, or discuss matters related to these rights and the Project with the 
parties to the Contract or to any Subcontract, jointly or separately, without thereby incurring any 
responsibility or liability to such parties.  Any approval or failure to approve by USTDA will not 
bar the Grantee or USTDA from asserting any right that it might have against the Contractor, or 
relieve the Contractor of any liability which the Contractor might otherwise have to the Grantee 
or USTDA. 
 
(E) Grant Agreement Controlling 
 
Regardless of USTDA approval, the rights and obligations of any party to the Contract or any 
Subcontract thereunder must be consistent with this Grant Agreement (including Annex I and 
Annex II).  In the event of any inconsistency between this Grant Agreement and the Contract or 
any Subcontract funded by this Grant Agreement, this Grant Agreement shall control. 
 
(F) Subcontractors and Subcontracts 
 
For purposes of this Grant Agreement, (a) the term “Subcontractor” means an individual, 
corporation, partnership or other legal entity having a contract, purchase order or other agreement 
with the Contractor or with any other Subcontractor for delivery of any part of the TA, and (b) the 
term “Subcontract” means any such contract, purchase order or other agreement with a 
Subcontractor. 
 
6. Disbursement Procedures 
 
(A) USTDA Approval of Contract Required 
 
USTDA will make disbursements of Grant Funds directly to the Contractor only after USTDA 
approves the Grantee’s Contract with the Contractor. 
 
(B) Contractor Invoice Requirements 
 
For purposes of this Grant Agreement, the term “Invoice” means any invoice submitted (or to be 
submitted) to USTDA by either the Grantee or the Contractor for payment of Grant Funds.  The 
Grantee shall not approve any Invoice submitted to it by the Contractor unless such Invoice, and 
all work performed by the Contractor (or any Subcontractor) in connection with such Invoice, 
complies with the Terms of Reference and the Mandatory Contract Clauses.  Following review 
and approval by the Grantee of any Invoices submitted by the Contractor under the Contract, the 
Grantee may request disbursement of funds by USTDA to the Contractor for delivery of the TA 
by submitting such approved Invoices in accordance with the procedures set forth in the Mandatory 
Contract Clauses. 
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7. Effective Date 
 
The effective date of this Grant Agreement (the “Effective Date”) shall be the date of signature by 
both Parties or, if the Parties sign on different dates, the date of the last signature.  In the event that 
only one signature is dated, such date shall constitute the Effective Date. 
 
8. TA Schedule 
 
(A) TA Completion Date 
 
The Parties’ estimated completion date for the TA is set forth in Clause K(1) of the Mandatory 
Contract Clauses. 
 
(B) Time Limitation on Disbursement of USTDA Grant Funds 
 
Except as USTDA may otherwise agree, (i) no Grant Funds may be disbursed under this Grant 
Agreement for goods and services which are provided prior to the Effective Date, and (ii) no Grant 
Funds may be disbursed other than during the period set forth in Clause K(2) of the Mandatory 
Contract Clauses. 
 
9. USTDA Mandatory Contract Clauses 
 
The Contract to be funded under this Grant Agreement shall include the USTDA Mandatory 
Contract Clauses set forth in Annex II to this Grant Agreement (the “Mandatory Contract 
Clauses”).  The Grantee shall use commercially reasonable efforts to ensure that the Contractor 
complies with the Mandatory Contract Clauses in all material respects and shall promptly notify 
USTDA of any breach of the Mandatory Contract Clauses on the part of the Contractor of which 
the Grantee becomes aware. 
 
10. Nationality, Source and Origin 
 
For purposes of this Grant Agreement, the term “U.S. Firm” means: 
 

(i) a privately owned firm or partnership that is formed, incorporated or organized in the 
U.S., with its principal place of business in the U.S., and which is: 

 
(a) more than fifty percent (50%) owned by U.S. citizens and/or non-U.S. citizens 

lawfully admitted for permanent residence in the United States; or 
 

(b) satisfies each of the following criteria: 
 

(I) has been incorporated or organized in the U.S. for more than three (3) years 
prior to the issuance date of the request for proposals; 

(II) has performed similar services in the U.S. for that three (3) year period; 
(III) employs U.S. citizens in more than half of its permanent full-time positions 

in the U.S.; and 
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(IV) has the existing capability in the U.S. to perform the work in question; or 
 

(ii) a nonprofit organization that is incorporated in the U.S. and managed by a governing 
body, a majority of whose members are U.S. citizens and/or non-U.S. citizens lawfully 
admitted for permanent residence in the United States. 

 
In addition, the term “Source” means the country from which a shipment is made, and the term 
“Origin” means (x) the place of production of a good, whether through manufacturing, assembly 
or otherwise, or (y) the place from which delivery of a service is administered, as applicable. 
 
Except as USTDA may otherwise agree, the following provisions shall govern the delivery of 
goods and professional services funded by Grant Funds under this Grant Agreement: 
 
(A) the Contractor and all Subcontractors that are legal entities must be U.S. Firms; 
 
(B) all natural persons who deliver any part of the TA as the Contractor, as a Subcontractor, or 
as an employee of the Contractor or any Subcontractor, in each case, must be (i) U.S. citizens, (ii) 
non-U.S. citizens lawfully admitted for permanent residence in the United States, or (iii) non-U.S. 
citizens lawfully admitted to work in the United States; 
 
(C) notwithstanding the provisions of Articles 10(A) and 10(B), up to twenty percent (20%) of 
the Grant Funds may be used to pay for work performed in connection with the TA by (i) 
Subcontractors that are organized as legal entities under the laws of the Host Country, and/or (ii) 
natural persons working as a Subcontractor, or as employees of the Contractor or any 
Subcontractor, in each case, who are citizens of the Host Country; 
 
(D) a Host Country Subcontractor may only be used for specific services from the Terms of 
Reference identified in the Subcontract; 
 
(E) no part of the Grant Funds disbursed in connection with the delivery of the TA may be used 
to pay (i) any legal entity that is incorporated or organized under the laws of a jurisdiction other 
than one of the United States or the Host Country, or (ii) a natural person who is a citizen of a 
country other than the United States (except as expressly provided in Article 10(B)) or the Host 
Country; and 
 
(F) goods purchased for the delivery of the TA and associated delivery services (e.g., 
international transportation and insurance) must have their nationality, Source and Origin in the 
United States; provided, however, that goods and services incidental to TA support (e.g., local 
lodging, food and transportation) in the Host Country are not subject to the foregoing restrictions. 
 
11. Taxes 
 
Grant Funds provided under this Grant Agreement shall not be used to pay any taxes, tariffs, duties, 
fees or other levies imposed under laws in effect in the Host Country, except for taxes of a de 
minimis nature imposed on local lodging, food, transportation or airport arrivals or departures.  The 
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Grantee may not seek reimbursement from USTDA for any such taxes, tariffs, duties, fees or other 
levies. 
 
12. USTDA Project Evaluation 
 
The Parties shall cooperate to ensure that the purposes of this Grant Agreement are accomplished.  
For five (5) years following receipt by USTDA of the Final Report (the “Evaluation Period”), the 
Grantee agrees to respond to any reasonable inquiries from USTDA about the status of the Project.  
Inquiries will include, but will not be limited to, (a) whether the Final Report recommendations 
have been or will be used to implement the Project, (b) the anticipated Project implementation 
timeline, (c) the likely sources of financing for the Project, and (d) the sources of procurements 
supporting implementation of the Project.  In addition, the Grantee agrees to notify USTDA any 
time the Grantee selects a new primary contact person for the Project during the Evaluation Period. 
 
13. Grantee Recordkeeping and Audit 
 
The Grantee agrees to maintain books, records and other documents relating to the TA, the 
Contract and this Grant Agreement adequate to demonstrate implementation of its responsibilities 
under this Grant Agreement and the Contract, including the selection of the Contractor and 
Subcontractors, receipt and approval of Contract deliverables and approval or disapproval of 
Invoices for payment by USTDA.  Such books, records and other documents shall be separately 
maintained for a period of three (3) years after the date of the final disbursement by USTDA.  The 
Grantee shall afford USTDA or its authorized representatives the opportunity at reasonable times 
to review such books, records and other documents relating to the TA, the Contract and this Grant 
Agreement. 
 
14. Representation of Parties 
 
For all purposes relevant to this Grant Agreement, the Government of the United States of America 
will be represented by the U.S. Ambassador to the Host Country or USTDA, and the Grantee will 
be represented by its Chief Executive Officer at the address of record set forth in Article 15 below.  
The Parties may, by written notice to the other Party, designate additional representatives for all 
purposes under this Grant Agreement. 
 
15. Addresses of Record for Parties 
 
Any notice, request, document or other communication submitted by either Party to the other under 
this Grant Agreement shall be in writing or sent through an electronic medium that produces a 
tangible record of the transmission, such as a facsimile or email message, and will be deemed duly 
given or sent when delivered to such Party at the following address of record, as applicable: 
 
(A) For the Grantee: 
 

To: Boitumelo Semete-Makokotlela 
Title: Chief Executive Officer 
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Address: Building A, Loftus Park, 402 Kirkness Street, 
Arcadia, Pretoria, South Africa 

Phone: +27 012 501 0412 
Email: Boitumelo.Semete@sahpra.org.za  

 
(B) For USTDA: 
 

To: U.S. Trade and Development Agency 
Address: 1101 Wilson Boulevard, Suite 1100 

Arlington, VA  22209-2275 
USA 

Phone: (703) 875-4357 
Fax: (703) 775-4037 
Email: Africa@ustda.gov  

 
All such communications shall be in the English language, unless the Parties otherwise agree in 
writing.  In addition, the Grantee shall provide the Commercial or Economic Section of the U.S. 
Embassy in the Host Country with a copy of each notice, request, document or other 
communication sent to USTDA. 
 
Any communication relating to this Grant Agreement shall include the following fiscal data: 
 

Appropriation No.: 11 21/22 1001 
Activity No.: 2021-11022A 
Reservation No.: 2021199 
Grant No.: 1131PL21GH11199 

 
16. Implementation Letters 
 
To assist the Grantee and the Contractor in the implementation of the TA, USTDA may, from time 
to time, issue implementation letters that will provide additional information about matters covered 
by this Grant Agreement or correct immaterial errors.  Without limiting the generality of the 
foregoing, USTDA may issue implementation letters, among other reasons, to: (a) extend the 
estimated completion date set forth in Clause K(1) in Annex II, (b) extend the availability period 
of Grant Funds set forth in Clause K(2) in Annex II, (c) change the fiscal data set forth in Article 
15, (d) change a Party’s address of record or point of contact, (e) make immaterial changes to the 
Terms of Reference, and (f) correct scrivener’s errors.  The Parties may also use jointly agreed 
upon implementation letters to confirm, clarify and/or record their mutual understanding of matters 
covered by this Grant Agreement. 
 
17. Amendments and Assignments of this Grant Agreement 
 
Either Party may submit to the other Party at any time a proposed amendment to this Grant 
Agreement (including Annex I and Annex II).  Any proposed amendment to this Grant Agreement 
will be effective only if it has been signed by both Parties.  Any proposed assignment of this Grant 
Agreement must be approved by both Parties in writing in order to be effective. 

mailto:Boitumelo.Semete@sahpra.org.za
mailto:Africa@ustda.gov
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18. Termination 
 
(A) Termination Events 
 
Either Party may terminate this Grant Agreement at any time by giving the other Party prior written 
notice thereof.  Notwithstanding the foregoing provision, if the U.S. Office of Foreign Assets 
Control determines that either of the Grantee or the government of the Host Country has acted in 
violation of any sanctions laws or executive orders established by the United States Government, 
this Grant Agreement will terminate immediately without need for further action or notice on the 
part of either Party. 
 
(B) Effect of Termination 
 
The termination of this Grant Agreement will end any obligations of the Parties to provide financial 
or other resources for the TA (including, without limitation, any obligation of USTDA to provide 
the Grant Funds), except for payments that may be made by USTDA to the Contractor pursuant to 
Clause H of the Mandatory Contract Clauses set forth in Annex II to this Grant Agreement.  This 
Article and Articles 5, 11, 12, 13, and 20 of this Grant Agreement shall survive termination of this 
Grant Agreement. 
 
19. Waiver 
 
No provision of this Grant Agreement may be modified, waived or discharged unless such 
modification, waiver or discharge is agreed to in writing and signed by each Party.  No waiver by 
either Party of any breach of, or of compliance with, any condition or provision of this Grant 
Agreement by the other Party will be considered a waiver of any other condition or provision or a 
waiver of the same condition or provision at another time.  No delay in exercising any right or 
remedy accruing to either Party in connection with this Grant Agreement shall be construed as a 
waiver of such right or remedy. 
 
20. U.S. Technology and Equipment 
 
By funding the TA, USTDA seeks to promote the Project objectives of the Host Country through 
the use of U.S. technology, goods and services.  In recognition of this purpose, the Grantee agrees 
that it will allow U.S. suppliers to compete in the procurement of technology, goods and services 
needed for Project implementation. 
 
21. Governing Law 
 
This Grant Agreement is governed by, and construed in accordance with, the applicable laws of 
the United States of America.  In the absence of applicable federal law, the laws of the State of 
New York shall apply. 
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22. Counterparts; Language 
 
This Grant Agreement may be executed in counterparts, each of which shall be deemed an original, 
but all of which together shall constitute one and the same Grant Agreement.  Counterparts may 
be delivered via email or other transmission method and any counterpart so delivered shall be 
deemed to be valid and effective for all purposes.  This Grant Agreement may be executed in two 
or more languages, but in the event of any conflict or inconsistency between the English language 
version of this Grant Agreement and any other version, the English language version of this Grant 
Agreement will control. 
 

[THE REMAINDER OF THIS PAGE IS INTENTIONALLY LEFT BLANK] 
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Annex I 
 

Terms of Reference 
 
These terms of reference (“Terms of Reference”) in this Annex I set forth the terms, conditions, 
provisions and specifications for the performance of the technical assistance (“TA”) for the benefit 
of the South African Health Products Regulatory Authority (the “Client”).  
_____________________ (the “Contractor”) shall perform the TA in accordance with these Terms 
of Reference pursuant to this Contract between the Contractor and the Client, of which Contract 
this Annex I is a part. 
 
The Contractor’s delivery of the TA must comply with the entirety of these Terms of Reference, 
and any modification of or deviation from these Terms of Reference must be approved in writing 
by USTDA in accordance with the procedures for amendments or other modifications under this 
Contract.  The Contractor acknowledges and agrees that (i) the Contractor will be paid in 
accordance with the payment schedule set forth in this Contract, and will not be eligible for 
payment in respect of work under these Terms of Reference that the Contractor fails to perform, 
(ii) any performance by the Contractor of work not included in, not in compliance with or 
inconsistent with these Terms of Reference will be ineligible for approval or payment, absent an 
amendment or other modification in accordance with such procedures, and (iii) failure to obtain 
prior written approval from USTDA for any amendment to, modification of or deviation from 
these Terms of Reference may result in forfeiture of payment for work performed that is not in 
compliance with these Terms of Reference and/or a significant delay in payment of the final 
invoice (the foregoing subclauses (i) through (iii) collectively, the “Performance Requirements”).  
As used in these Terms of Reference, the word “include” along with its variants (e.g., “included”, 
“including”) will be interpreted to mean “include, without limitation” or equivalent expression. 
 
All data collected, designs made, analyses produced and/or other work completed by the 
Contractor in the performance of each task (“Task”) and subtask (“Subtask”) under these Terms 
of Reference must be documented by the Contractor in written reports in order to constitute a 
deliverable (“Deliverable”), as further described below under each Task and Subtask, as 
applicable.  The Contractor shall use its best efforts to verify any information provided by the 
Client.  The Contractor’s written report prepared as part of each Deliverable must include (i) an 
executive summary, (ii) electronic copies of all data, documentation and original source files for 
such Deliverable, and (iii) a “cross-walk” index that lists each discrete requirement set forth in the 
applicable Task and indicates the page number(s) in the Contractor’s written report on which the 
evidence establishing the Contractor’s completion of such requirement may be found, presented 
in a table format.  The Contractor shall include each such written report as a stand-alone chapter 
in the Final Report (as defined below). 
 
The Contractor shall provide the Client with a draft version of the Deliverable for each Task for 
the Client’s review and comment.  The Client shall provide comments, if any, on such draft 
Deliverable within seven (7) calendar days of receipt thereof.  The Contractor shall incorporate the 
Client’s comments, to the extent possible, and issue a final Deliverable in connection with such 
Task within seven (7) calendar days of receiving the Client’s comments.  By submitting the 
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Deliverable for a given Task to the Client, the Contractor acknowledges to USTDA that it has read 
and understood the Performance Requirements. 
 
The Contractor shall deliver the TA at the Contractor’s facilities in the United States or in the Host 
Country.  Any meetings or other actions or work set forth under these Terms of Reference that are 
indicated to occur in-person, on-site or otherwise in a specified location may, if agreed by both the 
Client and the Contractor (and with advance notice to and written agreement from USTDA), be 
conducted remotely, including online, by teleconference, by videoconference or by other means; 
provided, however, that the Contractor shall clearly document in the corresponding Deliverable 
the date on which such agreement was reached and approved by USTDA, and shall describe the 
alternative means of accomplishing the relevant work, along with the rationale for such decision 
(the foregoing provision, the “Meeting Flexibility Process”).  Further, if the Client and the 
Contractor propose to apply such a change only to part of any Task or Subtask (i.e., to change 
portions of a Task or Subtask from in-person work to a remote work, while maintaining other 
portions of such Task or Subtask as in-person work, including the division of a Task or Subtask 
into multiple Tasks or Subtasks in order to separate remote work from in-person work), then: (i) 
the Client and/or the Contractor shall notify USTDA in advance of such a proposal, and USTDA 
may, in its sole discretion, approve of such proposal and formalize the proposed modification 
through an implementation letter to this Contract, and (ii) USTDA may, in its sole discretion, 
modify the payment schedule under Clause 3 of this Contract in order to separate such remote and 
in-person work into separate payments and reflect such modification of Tasks and Subtasks, as 
applicable, through an implementation letter to this Contract.  Notwithstanding the foregoing under 
this paragraph, USTDA reserves the right to make any appropriate adjustments to the total amount 
of Grant Funds (and therefore the value of the payments made by USTDA pursuant to the Contract) 
that may result from any such modifications. 
 
 

PHASE I: TECHNICAL ASSISTANCE 
 
Task 1: Information Gathering, Work Plan, and Kickoff Meeting 
 
Subtask 1.1: Information Gathering 
 
The Contractor shall gather relevant public materials to conduct a kickoff meeting (the “Kickoff 
Meeting”).  At least two (2) weeks prior to the Kickoff Meeting, the Contractor shall submit a 
preliminary information request to the Client for any materials that are not available publicly and 
must be collected from the Client.  The Client shall use best efforts to provide all requested 
information at least one (1) week prior to the Kickoff Meeting.  The Contractor’s preliminary 
information request must gather information including: 
 

• Internal strategic planning documents developed by the Client such as the Client’s most 
recent strategic plan (the “Strategic Plan”); 

• Key regulatory, statutory, policy and procedural documents relevant to the Client’s core 
pharmaceutical, medical device and in vitro diagnostic (“IVD”) device regulation, product 
review and registration operations, such as: 
• the Client’s license and registration application guidelines; 
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• Clinical guidelines; 
• Templates and procedural standards used by the Client’s evaluators, portfolio 

coordinators or others; 
• Current draft of the Host Country’s Medicines and Related Substances Act and any 

proposed amendments thereto; and 
• Other national regulatory documents; 

• Relevant international best practice guidelines, reports and research documents related to 
Reliance (as defined below) and best practices in health products regulation, including: 
• World Health Organization (“WHO”) guidelines and draft guidance related to good 

regulatory practices; 
• The WHO Global Benchmarking Tool for National Regulatory Agencies (“NRAs”); 
• Technical guidelines issued by the International Council for Harmonisation (“ICH”) of 

Technical Requirements for Pharmaceuticals for Human Use; and 
• The Abridged Review Process Profile developed by the Centre for Innovation in 

Regulatory Science; 
• Major recent studies, reports and deliverables developed for the Client by external parties, 

to be identified by the Client as they relate to the Client’s overall operations, product 
review, regulation and registration activities; 

• The Client’s latest organizational metrics compared against key performance indicators 
defined in the Strategic Plan; 

• The Client’s current organizational chart; 
• A summary of the Client’s forecasted major capital expenditures, anticipated changes to 

operating budget or other significant organizational plans; 
• The Client’s key partnership documents such as Memoranda of Understanding, 

confidentiality and/or data sharing agreements, grant or funding commitments and/or 
technical assistance or strategic partnership documents with other regulatory authorities, 
donors, industry associations, etc.; and 

• A contact list with point of contacts and contact information for relevant Client personnel 
and other relevant external stakeholders such as oversight board members and external 
evaluators. 

 
Subtask 1.2: Development of Work Plan 
 
The Contractor shall develop a detailed work plan (“Work Plan”) for the execution of the TA, 
consistent with all Tasks described in these Terms of Reference.  The Work Plan must align with 
these Terms of Reference.  The Work Plan must include, at a minimum: 
 

• Scope and objectives of the TA; 
• Approach and methodology for delivering the TA; 
• Requirements and dependencies affecting delivery of the TA; 
• TA team members; 
• Task management milestones; 
• Delivery of work-in-progress status reports; 
• Delivery execution schedule for the TA; 
• Timing and duration of Contractor travel to the Host Country; and 
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• Risk management and escalation. 
 
Subtask 1.3: Kickoff Meeting 
 
The Contractor shall conduct the Kickoff Meeting with the Client either at the Client’s main 
offices, another mutually agreed upon location in the Host Country, or via video conference.  
Participants for the Kickoff Meeting must include, at a minimum, one or more representatives of 
each of the Contractor and the Client.  The Kickoff Meeting may also include other relevant 
stakeholders as identified by the Client.  At the Kickoff Meeting, the Contractor shall, at a 
minimum: 
 

• Provide an agenda and relevant handouts and presentation materials for all meeting 
attendees; 

• Facilitate discussion and take detailed meeting minutes; 
• Introduce TA team members; 
• Review communication procedures and contact information; 
• Review the Tasks to be performed under these Terms of Reference, the objectives of the 

TA, the Deliverables and other contractual obligations; 
• Review and present the Contractor’s Work Plan and schedule for the TA; 
• Review the Client and Contractor roles and responsibilities with respect to the TA: 
• Clarify any technical, commercial, financial, legal, regulatory and/or other issues identified 

during the Contractor’s initial data gathering and document review, including any 
remaining gaps in information; and 

• Confirm the Client’s short- and long-term objectives for the Project. 
 
The Contractor shall document each of these elements in the detailed meeting minutes. 
 
The Contractor shall submit the proposed Work Plan to the Client for review and approval.  Within 
two (2) weeks following receipt by the Client of the Contractor’s proposed Work Plan, the Client 
shall review and either (i) approve the Work Plan, or (ii) provide comments to the Contractor on 
the Work Plan.  In the event that the Client provides comments to the Contractor on the Work Plan, 
the Contractor shall revise the Work Plan in accordance with the Client’s comments and submit 
an updated version of the proposed Work Plan to the Client for review and approval.  From and 
after the Client’s receipt of the updated Work Plan, the Client will have an additional one (1) week 
period to review the updated Work Plan.  This process will continue in an iterative manner until 
the Client approves the Work Plan. 
 
Task 1 Deliverable: The Contractor shall prepare and deliver to the Client a written report that 
contains (i) documentation evidencing all work performed under this Task, and (ii) all findings 
and all work product created in connection with this Task, including but not limited to: copies of 
all initial information and data gathered under Subtask 1.1, the minutes of the Kickoff Meeting, 
the list of Kickoff Meeting participants, the Kickoff Meeting agenda, handouts and presentation 
and the approved Work Plan. 
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Task 2: Assessment of Product Registration Processes 
 
The Contractor shall perform an assessment to evaluate the Client’s current organizational 
structures and processes related to product reviews and registrations.  In the course of this 
assessment, the Contractor shall consider both (i) full reviews, and (ii) reliance-based protocols 
for product reviews and registrations, such as abridged regulatory pathways (“Reliance”).  Based 
on the information gathered in Subtask 1.1, the Contractor shall analyze the Client’s business as 
usual (“BAU”) operations as compared against the re-engineered operations of the Backlog 
Clearance Program (“BCP”).  The Contractor shall consider such factors as (i) prior assessments 
conducted by the Client, (ii) risk-based decision-making procedures, (iii) application triage, (iv) 
decisions to apply Reliance, (v) accountability and incentive systems, and (vi) methods for 
leveraging external expertise, data or resources.  Based on the work conducted under this Task, 
the Contractor shall produce a Product Registration Processes Report (the “PRP Report”). 
 
The Contractor shall work with the Client to identify a representational team of no fewer than 
seven (7) and no more than ten (10) Client employees representing internal technical and 
administrative positions, both senior and junior (the “TA Team”).  The TA Team must include 
employees familiar with the Client’s processes across the each of the pharmaceutical, medical 
device and IVD product types.  In the event that a member of the TA Team changes positions or 
is no longer employed by the Client, the Client shall nominate a replacement  employee in a 
comparable position (i.e., internal technical or administrative, senior or junior, etc.) to work on the 
TA Team. 
 
The Contractor shall, at a minimum: 

• Conduct interviews with the TA Team in order to assess: 
• The Client’s current practices related to product review and registration; 
• How and when the Client currently applies Reliance; 
• How risk-based decision-making is employed to product reviews and registrations; and 
• The Client’s organizational processes and structures that support product reviews and 

registrations utilizing Reliance; 
• Conduct interviews with representatives from at least ten (10) U.S. or Host Country 

industry stakeholders that reflect a representational sample of manufacturers of 
pharmaceuticals, medical devices and/or IVD devices in order to assess such stakeholders’: 
• Experience with the Client’s product review and registration application processes; 
• Communications and coordination with the Client; and 
• Concrete procedural comparisons with other NRAs; and 

• Assess the Client’s current organizational practices, including but not limited to: 
• The Client’s organizational policies and goals related to full reviews and Reliance, 

internal goals and timelines for product reviews and registration and the potential to 
expand the use of Reliance; 

• Use of risk-based decision-making in product review and registration processes; 
• Approach to redundant or parallel work processes in the overall product review 

process; 
• Use of international best practices, such as the WHO’s Global Benchmarking Tool, 

WHO draft guidance for good Reliance practices and ICH standards and 
recommendations; 
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• Communications procedures with industry related to timelines for product reviews and 
registration; 

• Templates or guidelines for specific product applications such as pharmaceuticals, 
medical devices or IVD devices; and 

• Batch processing by product type. 
 
The Contractor shall include its findings and assessment of each of these elements in the PRP 
Report. 
 
As part of the PRP Report, the Contractor shall consider factors that may support or impede the 
Client’s ability to apply Reliance, such as: 
 

• Availability of the unredacted reference assessment reports from the applicable Stringent 
Regulatory Authorities (“SRAs”); 

• Availability of the list of questions from the reference SRAs to the applicant and post-
approval commitments; 

• Transparency of the reference SRA decision-making process; 
• Engagement with the applicant throughout the course of the review process; and 
• Level of communication and interaction with the reference SRA. 

 
The Contractor shall include its assessment of each of these considerations in the PRP Report. 
 
The PRP Report must provide an assessment of the Client’s product review and registration 
processes based on the work conducted under Task 2.  The PRP Report must identify at least ten 
(10) recommendations to the Client to improve its organizational structures and processes related 
to application of Reliance for pharmaceutical, medical device and IVD product reviews and 
registration.  The Contractor shall (i) include each such recommendation in a separate section of 
the PRP Report, and (ii) include all relevant information in connection with such recommendation, 
including a list of stakeholders with the capacity to implement the recommendation, contact 
information for such stakeholders, cost analysis of implementation of such recommendation, 
advantages and disadvantages of implementation of such recommendation, timeline for 
implementation of such recommendation, and any other information deemed relevant by the 
Contractor. 
 
The Contractor shall present these recommendations to the Client and incorporate the Client’s 
feedback in the final PRP Report. 
 
Task 2 Deliverable: The Contractor shall prepare and deliver to the Client a written report that 
contains (i) documentation evidencing all work performed under this Task, and (ii) all findings 
and all work product created in connection with this Task, including but not limited to: the PRP 
Report. 
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Task 3: Assessment of Evaluation Capacity 
 
Based on the work conducted under Task 2, the Contractor shall assess the Client’s capacity to 
conduct regulatory reviews of product applications, specifically including factors such as: 
 

• The number and qualification level of internal and external product application evaluators 
and their specializations; 

• An assessment of Level 1, Level 2 and Level 3 evaluators required to support product 
reviews and registration utilizing Reliance.  Level 1, Level 2 and Level 3 reviews refer to 
review categories defined by the Client and based on the qualifications and experience 
level of the Client’s reviewing personnel; and 

• Any existing gaps in personnel training, capacity or knowledge required to support product 
reviews and registration utilizing Reliance. 

 
Based on this assessment, the Contractor shall recommend any additional training, capacity 
building or knowledge required in order for the Client’s internal and external product application 
evaluators to support increased product reviews and registration utilizing Reliance and streamline 
the product approval process.  For any recommended additional training, the Contractor shall 
recommend specific topics for training. 
 
Task 3 Deliverable: The Contractor shall prepare and deliver to the Client a written report that 
contains (i) documentation evidencing all work performed under this Task, and (ii) all findings 
and all work product created in connection with this Task. 
 
 
Task 4: Stakeholder Relations 
 
The Contractor shall assess the Client’s engagement with relevant stakeholders, including without 
limitation the following categories of stakeholders: 
 

• Other NRAs; 
• SRAs, including the U.S. Food & Drug Administration (“FDA”); 
• Industry and trade associations; 
• External consultants and evaluators; and 
• The Host Country public. 

 
In assessing the Client’s current practices for engagement with these stakeholders, the Contractor 
shall conduct direct interviews with each such category of stakeholders to the extent possible.  The 
Contractor shall document the stakeholder interviews, including noting the dates of the interviews, 
the individual(s) being interviewed and their title(s).  Where interviews may not be possible with 
a given category of stakeholders, as determined by the Contractor acting in good faith and agreed 
to by the Client, the Client shall provide the Contractor with information regarding its current 
guidelines for communications with such category of stakeholders, and the Contractor shall 
document this information in the Task 4 Deliverable.  The Contractor shall identify the 
stakeholders to be interviewed, based on feedback provided by the Client.  For each interview, the 
Contractor shall take meeting minutes. 
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For each category of stakeholders, the Contractor shall make the following recommendations: 
 

• Other NRAs (including SRAs): 
• At least three (3) recommendations for the Client to increase engagement with the FDA 

and other SRAs such as the European Medicines Agency of the European Union, the 
Medicines and Healthcare products Regulatory Agency of the United Kingdom and the 
Swiss Agency for Therapeutic Products of Switzerland whose data the Client utilizes 
to implement Reliance. 

• At least three (3) recommendations for Memoranda of Understanding (“MOUs”) or 
other formal agreements such as data sharing or confidentiality agreements that may 
be considered to support increased engagement between the Client and other NRAs 
(including SRAs) and therefore increased use of Reliance; and 

• At least three (3) recommendations for the Client to help increase engagement with 
NRAs that operate using a predominantly Reliance-based model. 

• Industry and trade associations: 
• At least three (3) recommendations to improve communications and engagement 

between the Client and industry, such as applicant firms and trade associations. 
• External consultants  and evaluators: 

• At least three (3) recommendations to leverage the expertise of external evaluators to 
contribute to peer-based training or professional development of the Client’s personnel 
in the areas of Reliance and risk-based decision-making. 

• The Host Country public: 
• At least three (3) recommendations regarding areas of focus to address public distrust 

and misinformation, focusing on areas that may affect the Client’s decision-making 
related to applying Reliance.  The Contractor shall identify and present to the Client 
specific examples from other NRAs related to public information campaigns to address 
Reliance and risk-based decision-making. 

 
Task 4 Deliverable: The Contractor shall prepare and deliver to the Client a written report that 
contains (i) documentation evidencing all work performed under this Task, and (ii) all findings 
and all work product created in connection with this Task. 
 
 
Task 5: Medical Device Review Framework Assessment 
 
The Contractor shall assess the current legal framework and regulations applicable to the Client’s 
current medical device review process.  The Client shall identify for the Contractor all applicable 
laws and regulations, as well as all relevant proposed draft laws and regulations, necessary for the 
Contractor to perform this assessment. 
 
Without limiting the generality of the foregoing, the Contractor shall: 
 

• Review existing or pending statutes, rules and regulations pertaining to medical devices in 
the Host Country, including without limitation the Hazardous Substances Act of 1973, as 
amended, and regulations related to Group III and Group IV hazardous substances; 
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• Review the Client’s current policies and processes for regulating medical devices 
(including the Strategic Plan), classification schemes, risk-based decision aids and clinical 
trial standards; 

• Review the Client’s communications procedures with industry regarding medical device 
applications and approvals; 

• Review international best practices for medical device regulation defined by the 
International Medical Device Regulators Forum (“IMDRF”); 

• Conduct interviews with at least five (5) U.S. and Host Country medical device industry 
stakeholders representing a cross-section of classifications of medical devices in order to 
assess such stakeholders’ experience with the medical device application process; and 

• Conduct interviews with the TA Team in order to assess: 
• The Client’s current practices related to medical device review and registration; and 
• The Client’s organizational processes and structures that support regulation of medical 

devices. 
 
For each interview, the Contractor shall take meeting minutes. 
 
Based on this assessment, the Contractor shall produce a medical device regulatory report (the 
“MDR Report”) that analyzes the Client’s current medical device regulatory capacity and 
procedures.  The Contractor shall identify at least three (3) recommendations to the Client to 
improve its organizational structures and processes related to regulation of medical devices.  The 
Contractor shall (i) include each such recommendation in a separate section of the MDR Report, 
and (ii) include all relevant information in connection with such recommendation, including a list 
of stakeholders with the capacity to implement the recommendation, contact information for such 
stakeholders, cost analysis of implementation of such recommendation, advantages and 
disadvantages of implementation of such recommendation, timeline for implementation of such 
recommendation, and any other information deemed relevant by the Contractor. 
 
The Contractor shall present these recommendations to the Client and incorporate the Client’s 
feedback in the final MDR Report. 
 
Task 5 Deliverable: The Contractor shall prepare and deliver to the Client a written report that 
contains (i) documentation evidencing all work performed under this Task, and (ii) all findings 
and all work product created in connection with this Task. 
 
 
Task 6: Implementation Plan 
 
The Contractor shall discuss with the Client the key findings and recommendations based on the 
work performed under Tasks 1-5.  The Contractor shall prepare a comprehensive Project 
Implementation Plan (the “PIP”), which must include the following information, at a minimum: 
 

• An overview of key TA findings and recommendations based on the recommendations 
provided in Tasks 2-5.  The Contractor shall (i) include each such recommendation in a 
separate section of the PIP, and (ii) include all relevant information in connection with such 
recommendation, including a list of stakeholders with the capacity to implement the 



 

Annex I-10 

recommendation, contact information for such stakeholders, cost analysis of 
implementation of such recommendation, advantages and disadvantages of 
implementation of such recommendation, timeline for implementation of such 
recommendation, and any other information deemed relevant by the Contractor.  For any 
recommendations that may involve the procurement of equipment, software or services, 
the Contractor shall include potential U.S. sources of supply for the relevant categories of 
equipment, software or services, including a description of the U.S. vendor company’s (a) 
equipment, software or services, as applicable,  and (b) contact information; 

• A description of next steps that the Client will need to take in order to implement the 
Project; 

• A recommended timeline for Project implementation, including suggested phases or 
milestones; 

• A gap analysis that provides a detailed description of any gaps identified during the course 
of the TA and options to address each gap, including a cost/benefit analysis; 

• An assessment of how the implementation of the Project is expected to impact the Client’s 
objectives; and 

• Any risks to the successful implementation of the Project and proposed mitigation 
strategies to overcome each identified risk. 

 
The PIP must be of sufficient scope and detail for presentation to relevant stakeholders such as the 
Client’s board. 
 
Task 6 Deliverable: The Contractor shall prepare and deliver to the Client a written report that 
contains (i) documentation evidencing all work performed under this Task, and (ii) all findings 
and all work product created in connection with this Task. 
 
 

PHASE II: TRAINING PROGRAM 
 
The Reliance-Based Protocols Training Program (the “Training Program”) will provide the Client 
with technical training to familiarize management and operations personnel (“Trainees”) with 
Reliance-based protocols for pharmaceuticals, medical devices and IVD devices.  The goal of the 
Training Program is to support a more efficient review and approval process for the Client for 
pharmaceuticals, medical devices and IVD devices.  The Contractor shall, in coordination with its 
Subcontractors, and with the consultation and approval of the Client, develop, structure and deliver 
the Training Program.  The Training Program is expected to support the Client by using curricula 
prepared and delivered by U.S. firms targeted at addressing the Client’s needs related to applying 
Reliance-based protocols to pharmaceutical, medical device and IVD device applications. 
 
Training Program Structure 
 
The structure of the Training Program will consist of three (3) separate and distinct training 
sessions (“Sessions”). 
 
Each Session will consist of approximately three (3) consecutive weeks of training.  The 
Contractor shall deliver two (2) Sessions in a virtual environment (each, a “Virtual Session”).  Each 
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Virtual Session must provide training for up to seventy-five (75) Trainees.  The Client may send 
additional individuals to observe the Virtual Sessions, at no cost to the Contractor or its 
Subcontractors, as the capacity of the virtual platform allows.  The Client shall cover all costs 
associated with any additional Client audit participants. 
 
The Contractor shall deliver one (1) Session in-person in the United States (the “U.S. Session”); 
provided, however, that the Contractor may deliver the U.S. Session virtually if necessary due to 
pandemic-related travel restrictions, provided that the Contractor notifies the Client and USTDA 
that the U.S. Session will be delivered in a virtual environment in accordance with the Meeting 
Flexibility Process.  The U.S. Session would include up to twenty-two (22) senior managers and/or 
managers and up to three (3) executive management personnel from the Client, for a total of up to 
twenty-five (25) Trainees.  Trainees for any in-person training would be selected by the Client, 
provided that such Trainees are able to satisfy USTDA’s due diligence requirements and obtain a 
U.S. visa.  The U.S. Session will last approximately twelve (12) calendar days, and would include 
visits to Washington, D.C. and up to two (2) additional U.S. cities proposed by the Contractor and 
approved by USTDA.  The Contractor shall abide by all applicable U.S. government rules when 
using USTDA funding for travel costs. 
 
The Contractor shall determine the specific timing of the Sessions in conjunction with the Client 
and USTDA, taking into account the date set forth in Clause K(1) of the Mandatory Contract 
Clauses in Annex II of this Contract. 
 
Detailed Summary, Content and Schedule of Training Sessions 
 
Each Session will be comprised of multiple individual training courses (the “Training Courses”).  
The Contractor, in consultation with the Client and USTDA, shall determine the specific Training 
Courses included as part of each Session.  The Contractor shall conduct outreach to U.S. firms 
based on the selected Training Courses for each Session to identify the training providers 
(“Training Providers”) best suited to deliver each Training Course.  The Contractor shall identify 
all Training Providers for the Training Program and ensure that such Training Providers 
understand all applicable requirements, including but not limited to providing materials for 
Training Program reports as further detailed under the Tasks below.  Should USTDA or the Client 
find one or more Training Providers to be unsuitable, the Contractor shall identify qualified 
alternates.  The Contractor shall provide oversight and supervision for the processing of payments 
to the Contractor’s subcontractors, including all Training Providers. 
 
The Contractor shall establish goals and deadlines and ensure that the relevant objectives for the 
Training Program are fulfilled.  The Contractor shall provide overall direction and guidance to the 
Training Providers and ensure that the training is executed in accordance with these Terms of 
Reference. 
 
The Contractor shall, in consultation with the Training Providers, determine the length of each 
individual Training Course within a given Session.  Suggested Training Course durations are set 
forth below but may be varied in order to tailor the Training Course to the specific needs of the 
Trainees.  Two (2) months prior to the commencement of each Session, the Contractor shall send 
to the Client and USTDA a schedule and agenda for the Session, including the identification of all 
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Training Providers for each Training Course selected for the Session, and obtain written approval 
from the Client and from USTDA.  The Contractor shall select Training Provider(s) that have 
substantial experience in providing relevant healthcare training, consultancy and/or hands-on 
experience for the selected area of focus for each applicable Training Course (e.g., best practices, 
safety standards, review processes and evaluation principles, risk management, etc.).  Three (3) 
weeks prior to the commencement of each Session, the Contractor shall send to the Client and 
USTDA a list of all instructors (“Instructors”) that Training Providers have selected for each 
Training Course offered during the applicable Session, and obtain written approval from the Client 
and from USTDA.  Should USTDA or the Client find any Instructor(s) or Training Provider(s) to 
be unsuitable, the Contractor shall be responsible for finding a qualified alternative(s).  Because 
the Training Courses are topic-specific, not every Trainee will participate in every Training 
Course; however, some Trainees will participate in multiple or all Training Courses. 
 
For each Session, the Contractor may select from the Training Courses listed below.  Should the 
Client, Contractor, Training Providers and USTDA agree, (i) the suggested length, Trainee 
qualifications and content of the Training Courses may be altered, and (ii) Training Courses other 
than those specified below in these Terms of Reference may be included as part of the Training 
Program, in each case, provided that any such changes are offered at no additional cost to USTDA 
and do not require additional funding beyond the amount of the Grant Funds.  The Contractor shall 
send USTDA a description of the proposed new Training Course or the new proposed length, 
Trainee qualifications and/or content of the Training Course, as applicable, and obtain USTDA’s 
written approval before such Training Course may be included as part of the Training Program.   
 
Training Courses 
 

• Training Course 1: Reliance Best Practices and Benefits 
• Length: Approximately 2-3 days 
• Trainees: Training for approximately 75 people, including approximately 65 internal 

and external BAU evaluators for pharmaceuticals, medical devices and IVD devices, 
approximately five senior managers, and approximately seven managers. 

• Content: This Training Course would cover topics such as why other NRAs apply 
Reliance, how they do so and specific scenarios/case studies to discuss; FDA and other 
SRA review processes; international best practices for determining when and how to 
apply Reliance; and pharmaceutical, medical device and IVD device standards.  This 
Training Course may include case studies of Reliance-based NRAs and Reliance 
pathways using various SRA data, comparing and contrasting SRA processes, 
standards and data release procedures. 

• Training Course 2: Reliance and Redactions 
• Length: Approximately 3-5 days 
• Trainees: Training for approximately 65 people, including internal and external BAU 

evaluators for pharmaceuticals, medical devices and IVD devices, medicine control 
officers and medicine regulatory officers. 

• Content: This Training Course would cover topics such as how and why other NRAs 
apply Reliance, how other NRAs apply Reliance when only redacted data is available, 
and levels of redacted data.  This Training Course would include case studies of how 
other NRAs utilize redacted data in their reviews and draw from international best 
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practices, utilizing examples from sources such as the IMDRF countries or the WHO.  
The Training Course would also compare and contrast SRA processes, standards and 
data release procedures, and discuss best practices to coordinate with SRAs, including 
MOUs and data sharing agreements. 

• Training Course 3: Clinical and Quality Assessments for Reliance Reviews 
• Length: Approximately five days 
• Trainees: Training for approximately 65 people, including internal and external BAU 

evaluators for pharmaceuticals, medical devices and IVD devices. 
• Content: This Training Course would include case study-based workshops for actual 

products suitable for Reliance-based review.  This Training Course would define 
performance evaluation, pre-clinical and clinical requirements based on international 
best practices and assess the practices of other countries that have already fully 
implemented such requirements.  This Training Course would also cover when to apply 
Reliance for risk-based decision-making in the local context. 

• Training Course 4: FDA Processes and Standards 
• Length: Approximately 1-2 days 
• Trainees: Training for approximately 75 people, including approximately 65 internal 

and external BAU evaluators for pharmaceuticals, medical devices and IVD devices, 
approximately five senior managers, and approximately seven managers. 

• Content: This Training Course would cover topics such as familiarization on FDA 
workflows, decision-making, risk and data sharing practices.  This Training Course 
would also cover regulatory frameworks, the FDA’s method of product registration, 
vigilance management for radiation emitting medical devices and overview of medical 
devices including IVD and non-IVD devices, and compliance. 

• Training Course 5: Fundamental Evaluation Principles 
• Length: Approximately seven days 
• Trainees: Training for approximately 65 people, including internal and external BAU 

evaluators for pharmaceuticals, medical devices and IVD devices. 
• Content: This Training Course would cover topics such as best practices by product 

type, primary and peer reviews, quality management systems, voluntary consensus 
standards. bioequivalence and product labeling.  This Training Course would also cover 
dossier evaluation processes and procedures and core technical competencies required 
at each stage of the evaluation process, such as understanding of clinical trial data, 
safety, quality and efficacy benchmarking standards and best practices in scientific 
regulatory writing and use of data to justify decisions.  This Training Course would be 
informed by the WHO rubric for evaluating the quality of product assessment reports. 

• Training Course 6: Medical Device Regulation 
• Length: Approximately 3-5 days 
• Trainees: Training for approximately ten people, including medical device internal and 

external evaluators, managers and senior managers. 
• Content: This Training Course would cover topics such as international regulatory best 

practices, medical device classification, review procedures and standards.  This 
Training Course would also cover how to determine when clinical trials are required 
for medical devices, how to review applicant-provided data, when to apply Reliance in 
medical device regulation and risk-based decision-making in medical device 
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regulation.  This Training Course would include information and/or case studies from 
the IMDRF countries. 

• Training Course 7: Principles of IVD Device Classification 
• Length: Approximately 3-5 days 
• Trainees: Training for approximately ten people, including medical device internal and 

external evaluators, managers and senior managers. 
• Content: This Training Course would cover topics such as types and standards of IVD 

devices, IVD device application dossiers, international best practices in IVD device 
regulation and reviews.  This Training Course would feature case studies, with 
particular attention devoted to higher-class products.  This Training Course would 
cover how other NRAs regulate various classes of IVD devices, including written 
policies and inspection protocols.  This Training Course would be aligned to the 
IMDRF and WHO requirements. 

• Training Course 8: Risk-Based Decision-Making in Health Products Regulation 
• Length: Approximately 3-5 days 
• Trainees: Training for approximately 20 people, including senior managers, unit 

managers and executive management. 
• Content: This Training Course would cover topics such as risk-based application triage, 

public risk tolerance and risks of products entering market versus risks of products 
being absent from the market.  This Training Course would cover practical scenarios 
aligned towards emergency plan development and management by the Client, and 
response to rapid decision-making in cooperation with multiple regulatory partners in 
various situations.  This Training Course would also cover proactive planning of 
activities that are based on data and risk-based prediction and prioritization.  This 
Training Course would cover prioritization of activities and allocation of resources to 
support both short- and long-term objectives using a risk-based approach to decision-
making. 

• Training Course 9: Organizational Change Management 
• Length: Approximately 3-5 days 
• Trainees: Training for approximately 25 people, including senior managers, mangers 

and executive management. 
• Content: This Training Course would cover topics for the Client’s executive leadership 

and senior leaders related to organizational change management, such as how 
institutions change, how leaders gain buy-in for large-scale reforms, setting new 
organizational cultures and practical tools. 

• Training Course 10: Bioequivalence and Biostudy 
• Length: Approximately eight days 
• Trainees: Training for approximately 15 people, including senior managers, managers, 

evaluators and technical team members. 
• Content: This Training Course would cover topics related to registration of medicines, 

principles of interchangeability, biowaivers and dissolution, factors affecting 
bioequivalence, ethics and good clinical practice, bioequivalence study designs, study 
products (test and reference products), pharmacokinetic analysis, analysis of variance, 
sample size, statistical analysis and considerations, bioanalytical method validation, 
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bioanalysis, good clinical practice and good laboratory practice deficiencies and 
common bioequivalence deficiencies. 

• Training Course 11: Best Practices in NRA-Industry Collaboration 
• Length: Approximately 3-5 days 
• Trainees: Training for approximately 25 people, including senior managers, managers 

and executive management. 
• Content: This Training Course would cover topics related to best practices to manage 

industry relationships, such as cooperative models used for information sharing with 
industry, including scenarios, engagement with industry, communication plans, 
strategic plans and feedback and feedforward mechanisms.  This Training Course 
would also cover stakeholder engagement models for industry, end users, donors, 
academia, researchers and other stakeholders, as well as issues related to transparency 
and good governance.  This Training Course would include discussion of best practices 
for intra-departmental partnership and collaboration among stakeholders within the 
Host Country’s government. 

 
 
Task 7: Identification of Training Providers, Kickoff Meeting and Training Schedule 
 
The Contractor shall establish goals and deadlines for the Training Program and ensure that the 
objectives of the Training Program are fulfilled.  The Contractor shall provide overall direction 
and guidance to the Training Providers and ensure that the Training Program is executed in 
accordance with to the Terms of Reference.  The Contractor shall recruit only qualified and 
experienced Training Providers to deliver the Training Program.  The Contractor shall (i) 
document all work experience and expertise of all Training Providers, and (ii) demonstrate each 
Training Provider’s compliance with Clause C of the Mandatory Contract Clauses. 
 
The Contractor (i) shall monitor progress and quality assurance, and (ii) coordinate logistics in 
support of the Training Program, including logistics for the Virtual Sessions and the U.S. Session. 
 
The Contractor shall conduct a kickoff meeting (the “Training Kickoff Meeting”) with the Client 
to discuss the specific Training Courses that are of greatest interest to the Client and potential 
Training Course dates.  The Contractor shall include Training Provider(s) as part of the Training 
Kickoff Meeting as needed, with the understanding that all Training Providers must be approved 
by USTDA and the Client prior to participation.  The Contractor shall prepare a report concerning 
the Training Kickoff Meeting (the “Training Kickoff Meeting Report”) that must include, at a 
minimum, the participants’ names, titles, contact information and detailed meeting minutes, 
including follow-up tasks and next steps. 
 
The Contractor shall, in consultation with the Client and the Training Providers, develop a 
schedule for the Training Program (the “Training Schedule”) that must include an overview of the 
proposed content of the Virtual Sessions and the U.S. Session.  The Training Schedule for each 
Session must include the proposed Training Courses to be included during each Session, as well 
at potential dates for each of the Virtual Sessions and potential dates and locations for the U.S. 
Session.  The Contractor shall provide the proposed Training Schedule to the Client and USTDA 
and shall track progress of the Training Program against the Training Schedule.  The Contractor 
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shall update the Training Schedule at least once every two (2) months until completion of the 
Training Program and provide such updates to USTDA via email at the email address set forth in 
Clause M of the Mandatory Contract Clauses. 
 
For any and all material changes to the Training Program and/or the Training Schedule, the 
Contractor shall obtain the prior written approval of the Client and USTDA. 
 
Task 7 Deliverable: The Contractor shall prepare and deliver to the Client a written report that 
contains (i) documentation evidencing all work performed under this Task, and (ii) all findings 
and all work product created in connection with this Task, including but not limited to: the Training 
Schedule, the work experience and expertise of all identified or proposed Training Providers and 
the Training Kickoff Meeting Report. 
 
 
Task 8: Develop, Deliver, and Evaluate First Virtual Training Session 
 
Subtask 8.1: Develop and Deliver First Virtual Training Session 
 
The Contractor shall, and shall cause the selected Training Provider(s) to, develop and manage the 
first Virtual Session (“First Virtual Session”), which shall be a distinct three (3) week Virtual 
Session.  The Client shall identify the Client’s Trainees for each of the Training Courses delivered 
during the First Virtual Session and provide a list of proposed Trainees to the Contractor at least 
six (6) weeks in advance of the First Virtual Session.  Such list of Trainees must include details on 
how each such Trainee will participate in the First Virtual Session (e.g., group session, individual 
workstation, classroom, etc.), name, title, department and individual contact information, 
including email address. 
 
The Contractor shall consult with the Client and USTDA to develop the First Virtual Session.  The 
Contractor shall coordinate with the Client and the Training Provider(s) to determine the details of 
the First Virtual Session, including the selection and schedule of Training Courses, roles, 
responsibilities and Trainees.  The Contractor shall identify appropriate Training Providers to 
provide the Training Courses during the First Virtual Session.  The Training Providers must 
comply with Clause C of the Mandatory Contract Clauses.  At least two (2) months before the First 
Virtual Session starts, the Contractor shall notify USTDA in writing of the Training Courses 
expected to be included in the First Virtual Session. 
 
The Contractor shall require that the Training Providers comply with the following 
responsibilities: 
 

1. Each Training Provider must develop each Training Course for which it is responsible 
during the First Virtual Session based on the Training Course descriptions included in these 
Terms of Reference; 

2. At least four (4) weeks before the First Virtual Session starts, each Training Provider must 
(i) notify the Contractor in writing as to the content of each Training Course and the identity 
and number of trainers for each Training Course, and (ii) supply digital copies of all 
training materials to the Contractor and USTDA; 
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3. Each Training Provider must provide electronic versions of the Training Course syllabi 
and programs, case studies, presentations, handouts and other relevant materials to the 
Contractor at least two (2) weeks in advance of the start of the First Virtual Session.  No 
confidential materials may be included as part of any Training Course materials or related 
information, whether in oral or written form; 

4. Each Training Provider must provide at least one (1) instructor per topic to prepare and 
deliver each specific Training Course.  All instructors must be subject matter experts in the 
Training Course(s) that they deliver; and 

5. Each Training Provider must deliver each Training Course as per the agenda provided by 
the Contractor and approved by USTDA. 

 
The Contractor shall provide a file containing handouts, agendas and any other relevant materials 
for the First Virtual Session to the Client and each Trainee prior to the start of the First Virtual 
Session (such file, a “Pre-Session File”).  The Contractor shall include such Pre-Session File as 
part of the Session Report (as defined below). 
 
Virtual Platform 
 
The Contractor shall propose at least one (1) internet-based virtual conferencing platform (a 
“Platform”) for the Training Program, the final selection of which will be subject to the prior 
written approval of the Client and USTDA.  The Contractor shall obtain and manage the approved 
Platform.  The Contractor shall consider compatible Platforms that would enable both U.S. federal 
and U.S. commercial entities to participate, taking into account U.S. federal cybersecurity and 
information technology standards.  The Platform must deliver the maximum available audio-visual 
quality and ease of use by participants in all locations, taking into account the needs and the 
objectives of the Training Program.  The Contractor shall select a Platform that facilitates (i) both 
video and voice communications, including voice-over-IP and call-in phone options for Trainees 
and Training Providers, and (ii) content sharing tools, including presentation sharing.  The 
Contractor shall test the Platform before the First Virtual Session to ensure functionality and 
connectivity. 
 
The Contractor’s selection of the Platform must take into account the following considerations: 
 

• Participant capacity based on number of expected Trainees for each individual Training 
Course and the entire First Virtual Session; 

• Ability to support a chat function for questions and answers; 
• Breakout rooms; 
• Poll and survey tools; and 
• Ability to record sessions. 

 
The Contractor shall develop a best-practices handout to be distributed to the Client, Training 
Provider(s) and USTDA for interacting on the Platform. 
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Subtask 8.2: Evaluation of First Virtual Training Session 
 
In advance of the First Virtual Session, the Contractor shall develop a training survey (“Training 
Survey”) to collect feedback on the First Virtual Session from the Client’s Trainees to determine 
areas for improvement.  The Contractor shall provide a draft of the Training Survey to USTDA’s 
Office of Monitoring and Evaluation (the “M&E Office”) for its review.  The Contractor shall 
incorporate comments from the M&E Office into the final Training Survey. 
 
The Contractor shall distribute the Training Survey to the Trainees at the end of each Training 
Course to collect feedback on the First Virtual Session as a whole as well as each individual 
Training Course.  The Contractor shall compile such Training Surveys and share them with 
USTDA. 
 
The Contractor shall prepare a session report (“Session Report”) no later than four (4) weeks after 
the conclusion of the First Virtual Session.  The Contractor shall deliver the Session Report to the 
Client and USTDA in electronic format.  The Session Report must be divided into sections based 
on each Training Course delivered during the First Virtual Session.  The Session Report must 
contain, at a minimum, the following: 
 

a. An agenda that includes the date, location and time of each Training Course 
delivered during the First Virtual Session; 

b. Name, title and contact information of attendees for each Training Course including 
Client Trainees, Training Provider instructors and personnel, subject matter 
experts, Contractor personnel, USTDA personnel and others; 

c. Detailed course agenda, syllabi and programs for each Training Course; 
d. A minimum of three (3) photographs or images in electronic format depicting 

training activities for each Training Course; 
e. Training materials, presentations and/or handouts for each Training Course; 
f. Training Survey results, which must include feedback from the Client’s Trainees 

from each Training Course; and 
g. A minimum of three (3) relevant points of contact (with name, current telephone 

number and email address) from the Client who participated in or have direct 
knowledge of the First Virtual Session; these points of contacts must have attended 
at least 50 percent of the Training Courses delivered during the First Virtual 
Session. 

 
The Client shall (i) encourage the Client’s Trainees to complete the Training Surveys provided by 
the Contractor at the end of the First Virtual Session, and (ii) provide follow-up information to the 
M&E Office as requested after the completion of the TA. 
 
The Contractor shall, within six (6) months following the conclusion of the final Session in the 
Training Program, document in writing for USTDA any positive results experienced by the 
Client’s Trainees who attended the First Virtual Session.  For example, such positive results may 
include examples of how such Trainees utilized the training and knowledge that was provided. 
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Task 8 Deliverable: The Contractor shall prepare and deliver to the Client a written report that 
contains (i) documentation evidencing all work performed under this Task, and (ii) all findings 
and all work product created in connection with this Task, including but not limited to: the Session 
Report for the First Virtual Session. 
 
 
Task 9: Develop, Deliver, and Evaluate Second Virtual Training Session 
 
Subtask 9.1: Develop and Deliver Second Virtual Training Session 
 
The Contractor shall, and shall cause the selected Training Provider(s) to, develop and manage the 
second Virtual Session (“Second Virtual Session”), which shall be a distinct three (3) week Virtual 
Session.  The Client shall identify the Client’s Trainees for each of the Training Courses delivered 
during the Second Virtual Session and provide a list of proposed Trainees to the Contractor at least 
six (6) weeks in advance of the Second Virtual Session.  Such list of Trainees must include details 
on how each such Trainee will participate in the Second Virtual Session (e.g., group session, 
individual workstation, classroom, etc.), name, title, department and individual contact 
information, including email address. 
 
The Contractor shall consult with the Client and USTDA to develop the Second Virtual Session.  
The Contractor shall coordinate with the Client and the Training Provider(s) to determine the 
details of the Second Virtual Session, including the selection and schedule of Training Courses, 
roles, responsibilities and Trainees.  The Contractor shall identify appropriate Training Providers 
to provide the Training Courses during the Second Virtual Session.  The Training Providers must 
comply with Clause C of the Mandatory Contract Clauses.  At least two (2) months before the 
Second Virtual Session starts, the Contractor shall notify USTDA in writing of the Training 
Courses expected to be included in the Second Virtual Session. 
 
The Contractor shall require that the Training Providers comply with the following 
responsibilities: 
 

1. Each Training Provider must develop each Training Course for which it is responsible 
during the Second Virtual Session based on the Training Course descriptions included in 
these Terms of Reference; 

2. At least four (4) weeks before the Second Virtual Session starts, each Training Provider 
must (i) notify the Contractor in writing as to the content of each Training Course and the 
identity and number of trainers for each Training Course, and (ii) supply digital copies of 
all training materials to the Contractor and USTDA; 

3. Each Training Provider must provide electronic versions of the Training Course syllabi 
and programs, case studies, presentations, handouts and other relevant materials to the 
Contractor at least two (2) weeks in advance of the start of the Second Virtual Session.  No 
confidential materials may be included as part of any Training Course materials or related 
information, whether in oral or written form; 

4. Each Training Provider must provide at least one (1) instructor per topic to prepare and 
deliver each specific Training Course.  All instructors must be subject matter experts in the 
Training Course(s) that they deliver; and 
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5. Each Training Provider must deliver each Training Course as per the agenda provided by 
the Contractor and approved by USTDA. 

 
The Contractor shall provide the Pre-Session File for the Second Virtual Session to the Client and 
each Trainee prior to the start of the Second Virtual Session.  The Contractor shall include such 
Pre-Session File as part of the Session Report. 
 
Virtual Platform 
 
The Contractor shall propose at least one (1) Platform for the Training Program, the final selection 
of which will be subject to the prior written approval of the Client and USTDA.  The Contractor 
shall obtain and manage the approved Platform.  The Contractor shall consider compatible 
Platforms that would enable both U.S. federal and U.S. commercial entities to participate, taking 
into account U.S. federal cybersecurity and information technology standards.  The Platform must 
deliver the maximum available audio-visual quality and ease of use by participants in all locations, 
taking into account the needs and the objectives of the Training Program.  The Contractor shall 
select a Platform that facilitates (i) both video and voice communications, including voice-over-IP 
and call-in phone options for Trainees and Training Providers, and (ii) content sharing tools, 
including presentation sharing.  The Contractor shall test the Platform before the Second Virtual 
Session to ensure functionality and connectivity. 
 
The Contractor’s selection of the Platform must take into account the following considerations: 
 

• Participant capacity based on number of expected Trainees for each individual Training 
Course and the entire Second Virtual Session; 

• Ability to support a chat function for questions and answers; 
• Breakout rooms; 
• Poll and survey tools; and 
• Ability to record sessions. 

 
The Contractor shall develop a best-practices handout to be distributed to the Client, Training 
Provider(s) and USTDA for interacting on the Platform. 
 
Subtask 9.2: Evaluation of Second Virtual Training Session 
 
In advance of the Second Virtual Session, the Contractor shall develop a Training Survey to collect 
feedback on the Second Virtual Session from the Client’s Trainees to determine areas for 
improvement.  The Contractor shall provide a draft of the Training Survey to the M&E Office for 
its review.  The Contractor shall incorporate comments from the M&E Office into the final 
Training Survey. 
 
The Contractor shall distribute the Training Survey to the Trainees at the end of each Training 
Course to collect feedback on the Second Virtual Session as a whole as well as each individual 
Training Course.  The Contractor shall compile such Training Surveys and share them with 
USTDA. 
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The Contractor shall prepare a Session Report no later than four (4) weeks after the conclusion of 
the Second Virtual Session.  The Contractor shall deliver the Session Report to the Client and 
USTDA in electronic format.  The Session Report must be divided into sections based on each 
Training Course delivered during the Second Virtual Session.  The Session Report must contain, 
at a minimum, the following: 
 

a. An agenda that includes the date, location and time of each Training Course 
delivered during the Second Virtual Session; 

b. Name, title and contact information of attendees for each Training Course including 
Client Trainees, Training Provider instructors and personnel, subject matter 
experts, Contractor personnel, USTDA personnel and others; 

c. Detailed course agenda, syllabi and programs for each Training Course; 
d. A minimum of three (3) photographs or images in electronic format depicting 

training activities for each Training Course; 
e. Training materials, presentations and/or handouts for each Training Course; 
f. Training Survey results, which must include feedback from the Client’s Trainees 

from each Training Course; and 
g. A minimum of three (3) relevant points of contact (with name, current telephone 

number and email address) from the Client who participated in or have direct 
knowledge of the Second Virtual Session; these points of contacts must have 
attended at least 50 percent of the Training Courses delivered during the Second 
Virtual Session. 

 
The Client shall (i) encourage the Client’s Trainees to complete the Training Surveys provided by 
the Contractor at the end of the Second Virtual Session, and (ii) provide follow-up information to 
the M&E Office as requested after the completion of the TA. 
 
The Contractor shall, within six (6) months following the conclusion of the final Session in the 
Training Program, document in writing for USTDA any positive results experienced by the 
Client’s Trainees who attended the Second Virtual Session.  For example, such positive results 
may include examples of how such Trainees utilized the training and knowledge that was provided. 
 
Task 9 Deliverable: The Contractor shall prepare and deliver to the Client a written report that 
contains (i) documentation evidencing all work performed under this Task, and (ii) all findings 
and all work product created in connection with this Task, including but not limited to: the Session 
Report for the Second Virtual Session. 
 
 
Task 10: Develop, Deliver, and Evaluate U.S. Session 
 
Subtask 10.1: Develop and Deliver U.S. Session 
 
The Contractor shall consult with the Client and USTDA to develop the U.S. Session.  The 
Contractor shall coordinate with the Client and the Training Provider(s) to determine the details of 
the U.S. Session, including the selection and schedule of Training Courses, locations, roles, 
responsibilities and Trainees.  At least three (3) months before the U.S. Session starts, the 
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Contractor shall identify potential dates and locations for the U.S. Session in consultation with the 
Client and USTDA. 
 
The Contractor shall provide the Pre-Session File for the U.S. Session to the Client and each 
Trainee prior to the start of the U.S. Session. The Contractor shall include such Pre-Session File 
as part of the Session Report. 
 
At least two (2) months prior to the U.S. Session, the Client shall provide the Contractor and 
USTDA with a list of proposed Trainees that will participate in the U.S. Session.  Each proposed 
U.S. Session Trainee must be reviewed and approved in writing by USTDA.  At a minimum, the 
Client shall provide the following information for each proposed Trainee: 
 

• Full legal name (as the name appears on the proposed U.S. Session Trainee’s passport), as 
well as the name by which the proposed U.S. Session Trainee would like to be addressed 
in meetings; 

• Proper title and salutation; 
• Business address, business telephone number and email address; 
• Curriculum Vitae; 
• Gender; 
• Whether the proposed U.S. Session Trainee has a valid and current visa to the United 

States; 
• Special food requests or dietary restrictions; 
• Medical conditions and any known required accommodations; and 
• Emergency contact information. 

 
The Contractor shall organize and provide all logistical support for the U.S. Session, including in-
person transportation, lodging, meals and site visits.  For the U.S. Session, the Contractor shall (i) 
abide by all applicable U.S. government rules when using USTDA Grant Funds to pay for travel 
costs, including, but not limited to, rules prohibiting (a) the purchase of alcohol, and (b) the use of 
U.S. government per diem rates for lodging and meals, and (ii) arrange Defense Base Act and 
medical evacuation insurance for all U.S. Session Trainees.  No per diem or other payments may 
be made directly to U.S. Session Trainees using Grant Funds.  The Contractor shall provide at least 
three (3) representatives (the “Contractor Representatives”) to accompany the U.S. Session 
Trainees while traveling in the United States.  All items related to logistics support for the U.S. 
Session must be approved in advance by USTDA. 
 
The Contractor shall make the following arrangements for the U.S. Session: 
 

• The Contractor shall make flight reservations for each U.S. Session Trainee for round-trip 
travel from the Host Country to the United States.  The Contractor shall purchase economy 
class air transportation that complies with Clause E of the Mandatory Contract Clauses 
unless a waiver is obtained from USTDA in advance; 

• The Contractor shall make hotel and ground transportation arrangements for each U.S. 
Session Trainee, including but not limited to transportation to and from the U.S. airport 
and to all training locations and site visits related to the U.S. Session; 
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• The Contractor shall pay for the lodging and meal expenses for each U.S. Session Trainee.  
The cost of the lodging and meals will be determined in accordance with the amounts 
designated in the U.S. Government Per Diem and Meals and Incidental Expenses 
subsistence allowance schedule; 

• The Contractor shall provide the Client and each U.S. Session Trainee an itinerary at least 
one (1) week prior to the start of the U.S. Session.  The Contractor shall keep the Client 
and each U.S. Session Trainee informed of any changes to the itinerary; 

• The Contractor shall arrange for appropriate training space for each of the Training Courses 
in the U.S. Session, including audio-visual equipment, internet connectivity, appropriate 
technological support, meals and coffee breaks; 

• In addition to the Training Courses, the Contractor shall arrange visits to relevant U.S. 
entities and/or U.S. government agencies, such as the FDA; 

• The Contractor shall assist with all reasonable requests for information and assistance from 
the U.S. Session Trainees while in the United States; 

• The Contractor shall make and pay for flight and travel arrangements for all Contractor 
Representatives who accompany the U.S. Session Trainees during the U.S. Session; and 

• The Contractor shall arrange for the cost of lodging, meals and incidental expenses for each 
of the Contractor Representatives.  The cost of such lodging, meals and incidental expenses 
will be determined in accordance with the amounts designated in the U.S. Government Per 
Diem and Meals and Incidental Expenses subsistence allowance schedule. 

 
The Contractor shall require that the Training Providers for the U.S. Session comply with the 
following responsibilities: 
 

1. Each Training Provider must develop each Training Course for which it is responsible 
during the U.S. Session based on the Training Course descriptions included in these Terms 
of Reference; 

2. At least four (4) weeks before the U.S. Session starts, each Training Provider must (i) notify 
the Contractor in writing as to the content of each Training Course and the identity and 
number of trainers for each Training Course, and (ii) supply digital copies of all training 
materials to the Contractor and USTDA; 

3. Each Training Provider must provide electronic versions of the Training Course syllabi 
and programs, case studies, presentations, handouts and other relevant materials to the 
Contractor at least two (2) weeks in advance of the start of the U.S. Session.  No 
confidential materials may be included as part of any Training Course materials or related 
information, whether in oral or written form; 

4. Each Training Provider must provide at least one (1) instructor per topic to prepare and 
deliver each specific Training Course.  All instructors must be subject matter experts in the 
Training Course(s) that they deliver; and 

5. Each Training Provider must deliver each Training Course as per the agenda provided by 
the Contractor and approved by USTDA. 

 
The Contractor shall provide the Pre-Session File for the U.S. Session to the Client and each 
Trainee prior to the start of the U.S. Session.  The Contractor shall include such Pre-Session File 
as part of the Session Report. 
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Subtask 10.2: Evaluation of U.S. Session 
 
In advance of the U.S. Session, the Contractor shall develop a Training Survey to collect feedback 
on the U.S. Session from the Client’s Trainees to determine areas for improvement.  The 
Contractor shall provide a draft of the Training Survey for the U.S. Session to the M&E Office for 
its review.  The Contractor shall incorporate comments from the M&E Office into the final 
Training Survey for the U.S. Session. 
 
The Contractor shall distribute the Training Survey to the Trainees at the end of each Training 
Course and at the end of the U.S. Session, to collect feedback on the U.S. Session as a whole as 
well as each individual Training Course.  The Contractor shall compile such Training Surveys and 
share them with USTDA. 
 
The Contractor shall prepare a Session Report no later than four (4) weeks after the conclusion of 
the U.S. Session.  The Contractor shall deliver the Session Report to the Client and USTDA in 
electronic format.  The Session Report must be divided into sections based on each Training 
Course delivered and site visit included during the U.S. Session.  The Session Report must contain, 
at a minimum, the following: 
 

a. An agenda that includes the date, location and time of each Training Course 
delivered and site visit occurring during the U.S. Session; 

b. Name, title and contact information of attendees for each Training Course including 
Client Trainees, Training Provider instructors and personnel, subject matter 
experts, Contractor personnel, USTDA personnel and others; 

c. Name, title and contact information of each attendee at each site visit, including 
Client Trainees, host organization personnel, subject matter experts, Contractor 
personnel, USTDA personnel and others; 

d. A brief summary of each site visit or meeting; 
e. Detailed course agenda, syllabi and programs for each Training Course; 
f. A minimum of three (3) photographs or images in electronic format depicting 

training activities for each Training Course and site visit; 
g. Training materials, presentations and/or handouts for each Training Course; 
h. Training Survey results, which must include feedback from the Client’s Trainees 

from each Training Course and site visit; and 
i. A minimum of three (3) relevant points of contact (with name, current telephone 

number and email address) from the Client who participated in the U.S. Session. 
 
The Client shall (i) encourage the Client’s Trainees to complete the Training Survey provided by 
the Contractor at the end of each Training Course and the end of the U.S. Session, and (ii) provide 
follow-up information to the M&E Office as requested after the completion of the TA. 
 
The Contractor shall, within six (6) months following the conclusion of the final Session in the 
Training Program, document in writing for USTDA any positive results experienced by the 
Client’s Trainees who attended the U.S. Session. 
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Task 10 Deliverable: The Contractor shall prepare and deliver to the Client a written report that 
contains (i) documentation evidencing all work performed under this Task, and (ii) all findings 
and all work product created in connection with this Task, including but not limited to: the Session 
Report for U.S. Session. 
 
 
Task 11: Training Final Report 
 
The Contractor shall prepare and deliver to the Client and USTDA a substantive and 
comprehensive final report of all work performed under Tasks 7-10 (the “Training Final Report”).  
The Training Final Report must (i) comply with the requirements for the Final Report as set forth 
in Clause I of the Mandatory Contract Clauses, and (ii) be organized and consist of the following 
sections: 

• Summary Overview; 
• Task 7 Deliverable; 
• Session Reports for each Session, in chronological order, as detailed under Tasks 8, 9 and 

10; 
• Training Surveys; and 
• Other documents that have been provided to the Client. 

 
Task 11 Deliverable: The Contractor shall prepare and deliver to the Client a written report that 
contains (i) documentation evidencing all work performed under this Task, and (ii) all findings 
and all work product created in connection with this Task, including but not limited to: the Training 
Final Report. 
 
 
Task 12: Development Impact Assessment 
 
The Contractor shall conduct a developmental impact assessment that includes quantitative and 
qualitative analyses of the potential developmental impact of the Project in the Host Country if the 
Project is implemented in accordance with to the TA’s recommendations.  The Contractor shall 
pay specific attention to the following indicators: 
 
Sector Category Indicator Definition Measure 
Healthcare Infrastructure 

Development and 
Efficiency Gains 

Improved 
Access to 
Modern 
Healthcare 

Through increasing 
the speed of health 
product reviews, the 
TA would increase 
the number of people 
who will have access 
to modern healthcare 
systems including 
equipment and 
information 
technology systems 
by supporting more 

Approximately 
40 million 
individuals 
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products to enter the 
market more quickly. 

All Human Capacity 
Building 

Human 
Capacity 
Building 

Training and human 
capacity development 
delivered to the 
Client’s stakeholders 
during the course of 
the TA. 

Approximately 
100 individuals 

All Promoting 
Effective Markets 
& Governance 

Supporting 
International 
Best Practices 

USTDA engagement 
leads to the adoption 
of internationally 
recognized best 
practices that support 
positive efficiency, 
transparency and 
competition. 

Yes 

 
For the qualitative assessment, the Contractor shall provide narrative descriptions of how the 
implementation of the Project is anticipated to impact the above indicators.  For the quantitative 
assessment, the Contractor shall provide a baseline measurement and anticipated outcome for each 
indicator.  The Contractor may propose alternate indicators, as appropriate and in consultation with 
USTDA, based on the results of the TA. 
 
Task 12 Deliverable: The Contractor shall prepare and deliver to the Client a written report that 
contains (i) documentation evidencing all work performed under this Task, and (ii) all findings 
and all work product created in connection with this Task. 
 
 
Task 13: Final Report 
 
The Contractor shall prepare and deliver to the Client and USTDA a substantive and 
comprehensive final report of all work performed under these Terms of Reference (the “Final 
Report”), which must conform to the requirements under Clause I of the Mandatory Contract 
Clauses (as defined in Annex II).  The Contractor shall organize the Final Report into chapters and 
sections with clear labels corresponding to each of the above Tasks and Subtasks of these Terms 
of Reference, and the Contractor shall include in the Final Report all Deliverables and other 
documents that have been provided to the Client under these Terms of Reference.  The Contractor 
shall incorporate into the Final Report (i) all of the findings, recommendations and conclusions 
related to the TA under these Terms of Reference, and (ii) all other documents, analyses, reports 
and or work product provided pursuant to the Tasks and Subtasks noted above, in each case clearly 
organized and labeled according to each Task and Subtask under these Terms of Reference.  The 
Contractor shall also include an executive summary to the Final Report as a whole, and provide a 
summary for each Task under these Terms of Reference. 
 
Before completing and delivering the Final Report to the Client or USTDA, the Contractor shall 
prepare a draft Final Report in accordance with the instructions in the above paragraph and deliver 
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the draft Final Report to the Client for review and discussion.  Once the Client has provided 
comments and revisions to the draft Final Report, the Contractor shall make the necessary changes 
and modifications to the draft Final Report, it being understood that the Contractor shall not make 
any changes or modifications that are inconsistent with any of these Terms of Reference. 
 
Task 13 Deliverable: The Contractor shall prepare and deliver the Final Report to the Client and 
USTDA. 
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Annex II 
 

USTDA Mandatory Contract Clauses 
 
A. Grant Agreement; Subcontracts; USTDA Mandatory Contract Clauses Controlling 
 
The Contract Parties acknowledge that this Contract is funded in whole or in part by the U.S. Trade 
and Development Agency (“USTDA”) under the Grant Agreement between the Government of 
the United States of America, acting through USTDA, and the South African Health Products 
Regulatory Authority (the “Client”), dated as of __________________ (the “Grant Agreement”).  
Terms used but not defined in this Contract shall have the meanings as set forth in the Grant 
Agreement.  The Client has selected _____________________ (the “Contractor”) to deliver the 
technical assistance (“TA”) related to the proposed Reliance-Based Protocols for Healthcare 
Products training and support (the “Project”) in the Republic of South Africa (the “Host Country”).  
Each of the Client and the Contractor is referred to herein as a “Contract Party”, and collectively 
as the “Contract Parties”. 
 
All work performed under this Contract must be performed either by the Contractor or otherwise 
pursuant to a written Subcontract.  All Subcontracts entered into by the Contractor that are funded 
or partially funded with Grant Funds shall include these USTDA Mandatory Contract Clauses 
(these “Mandatory Contract Clauses”), except for Clauses B(1), G, H, I and S.  The Contractor 
shall provide USTDA with a copy of each Subcontract that it enters into, along with an English 
translation of any such Subcontract that is executed in a language other than English, which 
translation must be certified by the Contractor as being complete and accurate.  For purposes of 
this Contract, (a) the term “Subcontractor” means an individual, corporation, partnership or other 
legal entity having a contract, purchase order or other written agreement with the Contractor or 
with any other Subcontractor for delivery of any part of the TA, and (b) the term “Subcontract” 
means any such contract, purchase order or other written agreement with a Subcontractor. 
 
In addition, (i) in the event of any inconsistency between the terms and provisions of the Grant 
Agreement and those of this Contract or any Subcontract hereunder, the Grant Agreement shall be 
controlling, and (ii) in the event of any inconsistency between the terms and provisions of these 
Mandatory Contract Clauses and any other terms and provisions of this Contract or any 
Subcontract hereunder, these Mandatory Contract Clauses shall be controlling. 
 
B. USTDA as Financier 
 
(1) USTDA Approval of Contract 
 
USTDA will not authorize the disbursement of Grant Funds until this Contract conforms to 
modifications required by USTDA during the Contract review process and this Contract has been 
formally approved by USTDA.  To perform this review in a timely fashion, USTDA must receive 
from either the Client or the Contractor an English language version of a final negotiated draft 
version of the Contract (in an editable electronic format) sent to the email address listed in Clause 
M below, or to such other email address as specified by USTDA. 
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(2) USTDA Not a Party to This Contract 
 
The Contract Parties understand and agree that USTDA as a financing entity reserves to itself 
certain rights under this Contract, including, but not limited to: (a) the right to approve the terms 
of this Contract and amendments to this Contract, including assignments, the selection of the 
Contractor and all Subcontractors, the Terms of Reference, the Final Report, and any and all 
documents related to this Contract or any Subcontract funded under the Grant Agreement, (b) the 
right to require the Contract Parties to suspend performance of the Terms of Reference upon 
reasonable prior written notice to the Contract Parties, and any further work performed in 
connection with the Terms of Reference following the Contractor’s receipt of such written notice 
will be at the Contractor’s risk, (c) the right to suspend disbursements of Grant Funds under Clause 
3 for cause upon reasonable prior written notice to the Contract Parties, and (d) the right to demand, 
upon written notice to the Contractor, a refund from the Contractor of an appropriate amount of 
any Grant Funds that have been previously disbursed to the Contractor under Clause 3 of this 
Contract in the event that (i) the Contractor or any Subcontractor fails to comply in all material 
respects with the Terms of Reference or the terms and conditions of this Contract (including these 
Mandatory Contract Clauses), or (ii) this Contract and/or the TA is terminated, and the amount of 
Grant Funds disbursed to the Contractor prior to such termination exceeds the value of the work 
performed under this Contract in accordance with its terms. The Contract Parties shall comply with 
all written notices, instructions and requests issued by USTDA in connection with USTDA’s 
exercise of its rights under this Clause B(2). 
 
The Contract Parties further understand and agree that USTDA, in reserving any or all of the 
foregoing rights, has acted solely as a financing entity to ensure the proper use of United States 
Government funds, and that any decision by USTDA to exercise or refrain from exercising these 
rights will be made as a financier in the course of funding the TA and will not be construed as 
making USTDA a party to this Contract.  The Contract Parties understand and agree that USTDA 
may, from time to time, exercise the foregoing rights, or discuss matters related to these rights and 
the Project with the Contract Parties or the parties to any Subcontract, jointly or separately, and in 
consideration of USTDA’s role as financier, the Contract Parties further agree that USTDA’s 
rights may be exercised without thereby incurring any responsibility or liability, in contract, tort 
or otherwise, to the Contract Parties or the parties to any Subcontract.  Any approval or failure to 
approve by USTDA will not bar the Client or USTDA from asserting any right that it might have 
against the Contractor, or relieve the Contractor of any liability which the Contractor might 
otherwise have to the Client or USTDA. 
 
(3) Implementation Letters 
 
To assist the Client and the Contractor in the implementation of the TA, USTDA may, from time 
to time, issue implementation letters that will provide additional information about matters covered 
by this Contract or correct immaterial errors.  Without limiting the generality of the foregoing, 
USTDA may issue implementation letters, among other reasons, to: (a) extend the estimated 
completion date set forth in Clause K(1), (b) extend the availability period of Grant Funds set forth 
in Clause K(2), (c) change the fiscal data set forth in Clause M, (d) change a Party’s address of 
record or point of contact, (e) make immaterial changes to the Terms of Reference, and (f) correct 
scrivener’s errors.  Subject to the provisions of Clause J, the Contract Parties and USTDA may 
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also use jointly agreed upon implementation letters to confirm, clarify and/or record their mutual 
understanding of matters covered by this Contract, including without limitation, modifications to 
the personnel specified in Annex III of this Contract. 
 
C. Nationality, Source and Origin 
 
For purposes of this Contract, the term “U.S. Firm” means: 
 

(i) a privately owned firm or partnership that is formed, incorporated or organized in the 
U.S., with its principal place of business in the U.S., and which is: 

 
(a) more than fifty percent (50%) owned by U.S. citizens and/or non-U.S. citizens 

lawfully admitted for permanent residence in the United States; or 
 

(b) satisfies each of the following criteria: 
 

(I) has been incorporated or organized in the U.S. for more than three (3) years 
prior to the issuance date of the request for proposals; 

(II) has performed similar services in the U.S. for that three (3) year period; 
(III) employs U.S. citizens in more than half of its permanent full-time positions 

in the U.S.; and 
(IV) has the existing capability in the U.S. to perform the work in question; or 

 
(ii) a nonprofit organization that is incorporated in the U.S. and managed by a governing 

body, a majority of whose members are U.S. citizens and/or non-U.S. citizens lawfully 
admitted for permanent residence in the United States. 

 
In addition, the term “Source” means the country from which a shipment is made, and the term 
“Origin” means (x) the place of production of a good, whether through manufacturing, assembly 
or otherwise, or (y) the place from which delivery of a service is administered, as applicable. 
 
Except as USTDA may otherwise agree, the following provisions shall govern the delivery of 
goods and professional services funded by Grant Funds under the Grant Agreement: 
 
(1) the Contractor and all Subcontractors that are legal entities must be U.S. Firms; 
 
(2) all natural persons who deliver any part of the TA as the Contractor, as a Subcontractor, or 
as an employee of the Contractor or any Subcontractor, in each case, must be (a) U.S. citizens, (b) 
non-U.S. citizens lawfully admitted for permanent residence in the United States, or (c) non-U.S. 
citizens lawfully admitted to work in the United States; 
 
(3) notwithstanding the provisions of Clauses C(1) and C(2), up to twenty percent (20%) of the 
Grant Funds may be used to pay for work performed in connection with the TA by (a) 
Subcontractors that are organized as legal entities under the laws of the Host Country, and/or (b) 
natural persons working as a Subcontractor, or as employees of the Contractor or any 
Subcontractor, in each case, who are citizens of the Host Country; 
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(4) a Host Country Subcontractor may only be used for specific services from the Terms of 
Reference identified in the Subcontract; 
 
(5) no part of the Grant Funds disbursed in connection with the delivery of the TA may be used 
to pay (a) any legal entity that is incorporated or organized under the laws of a jurisdiction other 
than one of the United States or the Host Country, or (b) a natural person who is a citizen of a 
country other than the United States (except as expressly provided in Clause C(2)) or the Host 
Country; and 
 
(6) goods purchased for the delivery of the TA and associated delivery services (e.g., 
international transportation and insurance) must have their nationality, Source and Origin in the 
United States; provided, however, that goods and services incidental to TA support (e.g., local 
lodging, food and transportation) in the Host Country are not subject to the foregoing restrictions. 
 
D. Contractor Recordkeeping and Audit 
 
The Contractor and Subcontractors funded under the Grant Agreement shall maintain, in 
accordance with generally accepted accounting procedures, books, records and other documents 
(including without limitation all bank statements, and receipts or proofs of purchase for all goods 
and services acquired in connection with the TA) sufficient in form, content and level of detail to 
reflect properly all transactions under or in connection with this Contract.  These books, records 
and other documents shall clearly identify and track the use and expenditure of Grant Funds 
separately from other funding sources.  Such books, records and documents must be maintained 
during the period of performance of work commencing on the Effective Date, and continuing until 
the date that is three (3) years following the final disbursement of Grant Funds by USTDA.  The 
Contractor and its Subcontractors shall (i) afford USTDA or its authorized representatives the 
opportunity at reasonable times for inspection and audit of such books, records and other 
documentation, and (ii) in the event of an audit of such books, records and other documentation, 
reasonably cooperate with, and promptly respond to information requests from, any USTDA-
appointed auditors. 
 
E. U.S. Carriers 
 
(1) Air 
 
Transportation by air of persons or property funded under the Grant Agreement shall be on U.S. 
flag carriers in accordance with the Fly America Act, 49 U.S.C. § 40118, to the extent service by 
such carriers is available, as provided under applicable U.S. Government regulations. 
 
(2) Marine 
 
Transportation by sea of property funded under the Grant Agreement shall be on U.S. carriers in 
accordance with U.S. cargo preference laws, including (without limitation) the Cargo Preference 
Act of 1954, 46 U.S.C. § 55305. 
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F. Workman’s Compensation Insurance 
 
The Contractor shall provide adequate workman’s compensation insurance coverage for work 
performed under this Contract. 
 
G. Disbursement Procedures 
 
(1) USTDA Approval of Contract 
 
Disbursement of Grant Funds will be made only after USTDA approval of this Contract.  Any 
work performed by the Contractor or any Subcontractor in connection with the TA prior to 
USTDA’s approval of the Contract will be at the Contractor’s risk. 
 
(2) Payment Schedule Requirements 
 
A payment schedule for disbursement of Grant Funds to the Contractor is included in this Contract 
under Clause 3.  Such payment schedule must conform to the following USTDA requirements:  
(a) the Contractor must provide reasonable justification for the amount of the mobilization 
payment, which in any event may not exceed ten percent (10%) of the total Grant Funds; (b) all 
other payments, with the exception of the final payment, must be based upon completion of one 
or more tasks under the Terms of Reference as set forth in Clause 3; and (c) the final payment must 
be no less than fifteen percent (15%) of the total Grant Funds amount, payable upon approval by 
USTDA of a Final Report that has been (i) prepared and submitted in accordance with the 
requirements set forth in Clause I below, and (ii) approved in writing by the Client in the manner 
provided for by Clause G(4)(b)(iii) below. 
 
(3) Invoice Approval Procedures 
 
The Contractor shall submit Invoices meeting the requirements set forth in Clause G(4) to the 
Client for approval.  The Client shall not approve any Invoice submitted to it by the Contractor 
unless such Invoice, and all work performed by the Contractor (or any Subcontractor) in 
connection with such Invoice, complies with the Terms of Reference and these Mandatory 
Contract Clauses. 
 
(4) Invoice Requirements 
 
For purposes of this Contract, the term “Invoice” means any invoice submitted (or to be submitted) 
to USTDA by either the Client or the Contractor for payment of Grant Funds.  USTDA will make 
all disbursements of Grant Funds directly to the Contractor.  The Contractor must provide USTDA 
with an ACH Vendor Enrollment Form (available from USTDA) with the first Invoice.  Either the 
Client or the Contractor may request disbursement of Grant Funds by USTDA to the Contractor 
for performance of the Terms of Reference by submitting the following to USTDA: 
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(a) Contractor’s Invoice  
 
The Invoice from the Contractor shall include reference to the applicable performance milestone 
listed in the Contract payment schedule, the requested payment amount, and an appropriate 
certification to USTDA by the Contractor, as follows: 
 
(i) For a mobilization payment (if any): 
 

“As a condition for this mobilization payment, the Contractor certifies to 
USTDA that it will perform all work in accordance with the terms of its 
Contract with the Client.  To the extent that the Contractor does not comply 
with the terms and conditions of the Contract, including the USTDA 
Mandatory Contract Clauses contained therein, it will, upon USTDA’s 
request, make an appropriate refund to USTDA.” 

 
(ii) For Contract performance milestone payments: 
 

“The Contractor certifies to USTDA that it has performed the work 
described in this invoice in accordance with the terms of its Contract with 
the Client and is entitled to payment thereunder.  To the extent the 
Contractor has not complied with the terms and conditions of the Contract, 
including the USTDA Mandatory Contract Clauses contained therein, it 
will, upon USTDA’s request, make an appropriate refund to USTDA.” 

 
(iii) For final payment: 
 

“The Contractor certifies to USTDA that it has performed the work 
described in this invoice in accordance with the terms of its Contract with 
the Client and is entitled to payment thereunder.  Specifically, the 
Contractor has submitted the Final Report to the Client, as required by the 
Contract, and received the Client’s approval of the Final Report.  To the 
extent the Contractor has not complied with the terms and conditions of the 
Contract, including the USTDA Mandatory Contract Clauses contained 
therein, it will, upon USTDA’s request, make an appropriate refund to 
USTDA.” 

 
(b) Client’s Approval of the Contractor’s Invoice 
 
(i) The Invoice for a mobilization payment must be approved in writing by the Client on the 
Invoice or separately. 
 
(ii) For Contract performance milestone payments, the following certification to USTDA by the 
Client must be provided on the Invoice or separately: 
 

“The Client certifies to USTDA that the services for which disbursement is 
requested by the Contractor have been performed satisfactorily, in 
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accordance with applicable Contract provisions, including the USTDA 
Mandatory Contract Clauses contained therein, and the terms and 
conditions of the USTDA Grant Agreement.” 

 
(iii) For final payment, the following certification to USTDA by the Client must be provided on 
the Invoice or separately: 
 

“The Client certifies to USTDA that the services for which disbursement is 
requested by the Contractor have been performed satisfactorily, in 
accordance with applicable Contract provisions, including the USTDA 
Mandatory Contract Clauses contained therein, and the terms and 
conditions of the USTDA Grant Agreement.  The Final Report submitted 
by the Contractor has been reviewed and approved by the Client.” 

 
(c) USTDA Address for Invoices 
 
Invoices shall be submitted to the attention of the Finance Department by email to 
invoices@ustda.gov. 
 
(5) Payment Disclaimer 
 
The Contract Parties understand and agree that payment by USTDA of an Invoice does not 
constitute (a) acceptance or approval by USTDA, whether express or implied, of (i) any materials, 
documents, reports or other deliverables prepared or delivered by the Contractor or any 
Subcontractor, or (ii) any work performed under the Terms of Reference or otherwise by the 
Contractor or any Subcontractor, in each case, in connection with the TA, or (b) confirmation or 
agreement by USTDA, whether express or implied, as to whether any work performed by the 
Contractor or any Subcontractor in connection with the TA has been performed in accordance with 
the terms and conditions of this Contract, including the Terms of Reference or these Mandatory 
Contract Clauses. 
 
H. Termination 
 
(1) Effect of Termination 
 
In the event that this Contract and/or the TA is terminated prior to completion of all tasks under 
the Terms of Reference, the Contractor will be eligible for payment for the value of the work 
performed pursuant to the terms of this Contract; provided, however, that such eligibility is subject 
to (a) compliance by the Contractor with the terms and conditions of this Contract (including the 
Terms of Reference and these Mandatory Contract Clauses), and (b) USTDA approval.  Likewise, 
in the event of such termination, USTDA may be entitled to receive a refund of Grant Funds from 
the Contractor pursuant to Clause B(2)(d)(ii). 
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(2) Survivability 
 
Clauses A, B, D, G, H, N, Q, R and S of these Mandatory Contract Clauses shall survive the 
termination of this Contract. 
 
I. USTDA Final Report 
 
(1) Definition 
 
“Final Report” shall mean the Final Report described in the attached Annex I Terms of Reference 
or, if no such “Final Report” is described therein, “Final Report” shall mean a substantive and 
comprehensive report of all work performed by the Contractor and any Subcontractors in 
accordance with the attached Annex I Terms of Reference, including any documents delivered to 
the Client. 
 
(2) Final Report Submission Requirements 
 
The Contractor shall provide the following documents and materials to USTDA collectively as 
one single submission: 
 
(a) One (1) CD-ROM containing a complete electronic copy of the Final Report for USTDA’s 
records.  This version of the Final Report shall have been approved by the Client in writing and 
must be in the English language.  It is the responsibility of the Contractor to ensure that confidential 
information, if any, contained in this version of the Final Report be clearly marked.  USTDA will 
maintain the confidentiality of such information in accordance with applicable law.  The electronic 
files on the CD-ROM shall be submitted in a commonly accessible read-only format (such as .pdf 
format), and the CD-ROM shall be clearly labeled in accordance with the requirements of Clause 
I(3)(c) below. 
 
(b) One (1) CD-ROM containing an electronic copy of the Final Report suitable for public 
distribution (the “Public Version”).  The Public Version shall have been approved by the Client in 
writing and must be in the English language.  As the Public Version will be available for public 
distribution, it must not contain any confidential information.  It is the responsibility of the 
Contractor to ensure that no confidential information is contained on the Public Version of the CD-
ROM.  If the report in Clause I(2)(a) above contains no confidential information, it may be used 
as the Public Version.  In any event, the Public Version must be informative and contain sufficient 
Project detail to be useful to prospective U.S. equipment and service providers.  The electronic 
files on the CD-ROM shall be submitted in a commonly accessible read-only format (such as .pdf 
format), and the CD-ROM shall be clearly labeled in accordance with the requirements of Clause 
I(3)(c) below. 
 
(c) A cross-walk document (the “Cross-walk”), delivered separately from the Final Report, that 
references the evidence of the completion of each requirement under each task and each sub-task 
in the Terms of Reference within the Final Report, presented in a table format.  The Cross-walk 
must be organized chronologically by task and sub-task from the Terms of Reference, and for each 
such task the Cross-walk must provide (i) the language of the requirement set forth in the Terms 
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of Reference (in sentence, bullet or subtask form), and (ii) the associated page number(s) on which 
the evidence establishing the completion of such requirement is included within the version of the 
Final Report delivered to USTDA under Clause I(2)(a). 
 
and 
 
(d) The Contractor’s final Invoice, prepared and submitted in accordance with Clause G. 
 
(3) Final Report Presentation 
 
All Final Reports submitted to USTDA must be paginated and include the following: 
 
(a) The front cover of every Final Report shall contain the name of the Client, the name of the 
Contractor who prepared the report, a report title, USTDA’s logo, and USTDA’s address.  If the 
complete version of the Final Report contains confidential information, the Contractor shall be 
responsible for labeling the front cover of that version of the Final Report with the term 
“Confidential Version”.  The Contractor shall be responsible for labeling the front cover of the 
Public Version of the Final Report with the term “Public Version”.  The front cover of every Final 
Report shall also contain the following disclaimer: 
 

“This report was funded by the U.S. Trade and Development Agency 
(USTDA), an agency of the U.S. Government.  The opinions, findings, 
conclusions or recommendations expressed in this document are those of 
the author(s) and do not necessarily represent the official position or policies 
of USTDA.  USTDA makes no representation about, nor does it accept 
responsibility for, the accuracy or completeness of the information 
contained in this report.” 

 
(b) The inside front cover of every Final Report shall contain (i) USTDA’s logo, USTDA’s 
address, and USTDA’s mission statement, and (ii) a written statement from the Contractor 
affirming that the Client, USTDA, and the Commercial and/or Economic Section(s) of the U.S. 
Embassy in the Host Country shall have irrevocable, perpetual, transferrable, worldwide, royalty-
free, non-exclusive rights to use and distribute the Final Report. 
 
(c) The Contractor shall affix to the top side of each CD-ROM containing any version of the Final 
Report a label identifying the Host Country, the USTDA Activity Number set forth among the 
fiscal data in Clause M, the name of the Client, the name of the Contractor who prepared the Final 
Report and a report title.  In the case of each CD-ROM containing a confidential or non-public 
version of the Final Report, the Contractor shall include the term “Confidential Version” on such 
label.  In the case of each CD-ROM containing the Public Version of the Final Report, the 
Contractor shall include the term “Public Version” on such label, along with the following 
language: 
 

“The Contractor certifies to USTDA that this CD-ROM contains the Public 
Version of the Final Report and that all contents are suitable for public 
distribution.” 
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(d) The Contractor and any Subcontractors that perform work pursuant to the Grant Agreement 
must be clearly identified in the Final Report.  Business name, point of contact, address, telephone 
and email address shall be included for the Contractor and each Subcontractor. 
 
(e) The Final Report shall be accompanied by a letter or other notation by the Client which states 
that the Client approves the Final Report.  A certification to USTDA by the Client to this effect 
provided on or with the Invoice for final payment will meet this requirement. 
 
(4) Final Report Disclaimer 
 
The Contract Parties understand and agree that acceptance by USTDA of the Final Report does 
not constitute (a) approval, validation or endorsement by USTDA, whether express or implied, of 
(i) the Final Report or any of its contents, or (ii) the quality, characteristics or nature of any work 
performed under the Terms of Reference or otherwise by the Contractor or any Subcontractor in 
connection with the TA, or (b) confirmation or agreement by USTDA, whether express or implied, 
as to whether any work performed by the Contractor or any Subcontractor in connection with the 
TA has been performed in accordance with the terms and conditions of this Contract, including 
the Terms of Reference and these Mandatory Contract Clauses. 
 
J. Modifications 
 
All changes, amendments, assignments or other modifications to this Contract, including the 
Annexes to this Contract, will be made effective only by written instrument signed by the Contract 
Parties and approved in writing by USTDA.  Either Contract Party may submit to USTDA, as the 
address set forth in Clause M, a final negotiated draft version (in an editable electronic format) of 
any proposed change, amendment, assignment or other modification to this Contract for USTDA 
review.  USTDA will advise the Contract Parties as to whether the draft Contract is ready for 
execution, on the understanding that USTDA’s approval may be contingent upon certain 
modifications being made to such draft. 
 
K. TA Schedule 
 
(1) TA Completion Date 
 
The Contract Parties’ estimated completion date for the TA is __________________. 
 
(2) Time Limitation on Disbursement of USTDA Grant Funds 
 
Except as USTDA may otherwise agree, (a) no Grant Funds may be disbursed under this Contract 
for goods and services which are provided prior to the Effective Date of the Grant Agreement, and 
(b) no Grant Funds may be disbursed more than four (4) years after the Effective Date of the Grant 
Agreement. 
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L. Business Practices; Conflicts of Interest 
 
(1) Business Practices 
 
The Contract Parties recognize the existence of standards of conduct for public officials and 
commercial entities in their respective countries.  Therefore, the Contract Parties shall fully comply 
with all United States and Host Country laws relating to corruption or bribery, and shall not directly 
or indirectly provide, offer or promise to provide money or anything of value to any public official 
in violation of any United States or Host Country laws relating to corruption or bribery.  For 
example, the Contractor and its Subcontractors shall fully comply with the requirements of the 
U.S. Foreign Corrupt Practices Act, as amended (15 U.S.C. §§ 78dd-1 et seq.).  Each Contract 
Party agrees that it shall require that any Subcontractor, agent or representative hired to represent 
it in connection with the TA will comply with this Clause L and all laws which apply to activities 
and obligations of that Contract Party, including, but not limited to, those laws and obligations 
referenced above. 
 
(2) Conflicts of Interest 
 
(a) Except as otherwise agreed in writing by USTDA, no Contract Party, or any employee, 
executive, director, officer or other staff member of a Contract Party, may either directly or 
indirectly engage in any activity or maintain any relationship (any such activity or relationship, a 
“Conflict of Interest”) which might adversely affect the TA or the rights of USTDA, including but 
not limited to (i) ownership of a material interest in the other Contract Party, any supplier, 
contractor, distributor, Subcontractor, customer or other entity involved in the delivery of the TA, 
(ii) acceptance of any material payment, service, loan, gift, trip, entertainment, or other favor from 
the other Contract Party, a supplier, contractor, distributor, Subcontractor, customer or other entity 
involved in the delivery of the TA, (iii) any employee, executive, director, officer or other staff 
member of one Contract Party holding a position as an employee, executive, director, officer or 
other staff member of the other Contract Party or any supplier, contractor, distributor, 
Subcontractor, customer or other entity involved in the delivery of the TA, and (iv) any condition 
or circumstance that would reasonably be expected to (A) cause one or more of the Contract Parties 
to be unable or potentially unable to render impartial assistance or advice, (B) impair the 
objectivity of the Contractor or any Subcontractor in delivering the TA, or (C) create an unfair 
competitive advantage for any entity wherein either Contract Party has a material interest. 
 
(b) Neither the Client nor the employees, executives, directors, officers or other staff members of 
the Client may receive payment from the Grant Funds. 
 
(c) Any Contract Party shall promptly notify USTDA of any Conflict of Interest of which it 
becomes aware. 
 
M. USTDA Address and Fiscal Data 
 
Any communication with USTDA regarding this Contract shall be sent to the following contact 
information and include the fiscal data listed below: 
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To: U.S. Trade and Development Agency 
Address: 1101 Wilson Boulevard, Suite 1100 

Arlington, VA  22209-2275 
USA 

Phone: (703) 875-4357 
Fax: (703) 775-4037 
Email: Africa@ustda.gov  
 
Fiscal Data:  
Appropriation No.: 11 21/22 1001 
Activity No.: 2021-11022A 
Reservation No.: 2021199 
Grant No.: 1131PL21GH11199 
 
N. Taxes 
 
Grant Funds provided under the Grant Agreement shall not be used to pay any taxes, tariffs, duties, 
fees or other levies imposed under laws in effect in the Host Country, except for taxes of a de 
minimis nature imposed on local lodging, food, transportation or airport arrivals or departures.  
Neither the Client nor the Contractor may seek reimbursement from USTDA for any such taxes, 
tariffs, duties, fees or other levies, other than such taxes of a de minimis nature referenced above 
to the extent that the amounts of such de minimis taxes are included on expense receipts maintained 
by the Contractor in accordance with Clause D. 
 
O. Export Licensing 
 
The Contractor and all Subcontractors are responsible for compliance with U.S. export licensing 
requirements, if applicable, in the performance of all work in connection with the Terms of 
Reference. 
 
P. Change of Control 
 
Each Contract Party shall provide USTDA with written notice of any anticipated change of control 
or ownership of such Contract Party, whether direct or indirect, prior to the effective date of such 
change, which notice must identify (i) the persons or legal entities that are gaining control or 
ownership over such Contract Party, and (ii) the persons or legal entities that are losing control or 
ownership over such Contract Party. 
 
Q. Liability 
 
This Contract may include a clause that limits the liability of the Contract Parties, provided that 
such a clause does not (i) disclaim liability for damages that are natural, probable and reasonably 
foreseeable as a result of a breach of this Contract, or (ii) limit the total amount of damages 
recoverable to an amount less than the total amount disbursed to the Contractor pursuant to this 
Contract.  If any clause set forth in this Contract is inconsistent with either or both of these 
limitations, such clause will be invalid and unenforceable to the extent of the inconsistency. 

mailto:Africa@ustda.gov
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R. Arbitration 
 
If the Contract Parties submit any dispute arising under this Contract for arbitration, the scope of 
any such arbitration shall be limited to the Contract Parties’ rights and/or obligations under this 
Contract and may not extend to any right or obligation of USTDA.  The arbitrator(s) shall not 
arbitrate issues directly affecting the rights or obligations of USTDA. 
 
S. Reporting Requirements 
 
The Contractor shall advise USTDA as to the status of the Project at least one (1) time per year for 
a period of two (2) years after completion of the TA.  In addition, if at any time the Contractor 
receives follow-on work from the Client, the Contractor shall so notify USTDA and shall designate 
the Contractor’s point of contact related to such follow-on work, including such person’s name, 
title, address, telephone number and email address.  Since this information may be made publicly 
available by USTDA, any information which is confidential must be designated as such by the 
Contractor and provided separately to USTDA.  USTDA will maintain the confidentiality of such 
information in accordance with applicable law. 
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USTDA-Funded Feasibility Study, Technical Assistance, or Training Grant 

U.S. Prime Contractor Form 
This form is designed to enable the U.S. Trade and Development Agency ("USTDA") to obtain information about entities and individuals proposed for participation in 
USTDA-funded activities. Information in this form is used to conduct screening of entities and individuals to confirm that potential partners meet USTDA’s requirements, 
and to ensure compliance with legislative and executive branch prohibitions on providing support or resources to, or engaging in transactions with, certain individuals 
or entities. 

USTDA Activity Number [To be completed by USTDA]  

Activity Type [To be completed by USTDA] 
 Feasibility Study  Technical Assistance  

Other (specify) 

 

Activity Title [To be completed by USTDA]  

1. Full Legal Name of U.S. Prime Contractor  
(as stated in articles of incorporation or equivalent legal 
document) 

 

2. U.S. Prime Contractor Business Address  

3a. U.S. Prime Contractor Telephone  

3b. U.S. Prime Contractor Website  

4. Year U.S. Prime Contractor Established (include 
any predecessor company(ies) and year(s) established).  
Please attach additional pages as necessary. 

 

5. Type of Business Entity (e.g., corporation, LLC, 
Partnership, Sole Proprietor, Other) 

 

6. Type of Ownership  Publicly Traded Company (i.e., offers securities for sale to the general public through a U.S. stock 
exchange and is subject to SEC reporting requirements) 

 Private Company (including subsidiaries of publicly traded companies) 

 Other (specify)  

7. If the U.S. Prime Contractor is not a publicly 
traded company and has owners (e.g., shareholder, 
partner, parent company), provide a list of such 
owners and the percentage of their ownership. 
Please complete an Attachment A for each parent 
company whose ownership percentage is 10% or 
more.  Attachment A does not need to be 
completed for individual people who own shares of 
the U.S. Prime Contractor, even though such 
individuals must be listed here. The sum of the 
percentages listed here must equal 100%. 
 
If available, please attach corporate organization 
chart that includes the corporate relationships listed 
here.    

Name of Owner 
Percentage (%) Ownership 

(Column total must equal 100%) 
  

  

  

  

  

  

  

  

  

  

8. Is the U.S. Prime Contractor proposing to subcontract 
some of the proposed work to another firm? 

 Yes  No 

9. Please list the legal names of the proposed 
subcontractors (if applicable). An Attachment B is 
required for each proposed subcontractor. 

 

U.S. Prime Contractor Project Manager (Point of Contact for USTDA) 

10. Full Legal Name (First, Middle, Last)  

 11. Business Address  

12. Telephone  

13. Email  

U.S. Prime Contractor may attach additional sheets, as necessary. 
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TO BE COMPLETED BY PRIVATE AND OTHER U.S. FIRMS ONLY 

(Not Applicable for U.S. Publicly Traded Company) 

14. Provide a list of the U.S. Prime Contractor’s directors and principal officers. Please provide full legal names. 

Title Name 

(e.g., Director, President, Chief Executive Officer, Secretary, Treasurer, or other 
applicable title) 

*Please place an asterisk (*) next to the names of those directors and principal officers who will be 
involved in the USTDA-funded activity. 

Full Legal Name (First, Middle, Last) 
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U.S. Prime Contractor's Representations Initial 
below U.S. Prime Contractor shall certify the following (or provide an explanation as to why any representation cannot be made): 

A. U.S. Prime Contractor is 
a [check one]: 

Corporation LLC Partnership Sole Proprietor Other 

duly organized, validly existing and in good standing under the laws of the State of: 15. 

The U.S. Prime Contractor has all the requisite corporate power and authority to conduct its business as presently conducted, to submit 
this proposal, and if selected, to execute and deliver a contract to the Grantee for the performance of the USTDA Activity. The U.S. Prime 
Contractor is not debarred, suspended, or to the best of its knowledge or belief, proposed for debarment or ineligible for the award of 
contracts by any federal or state governmental agency or authority. 

B. The U.S. Prime Contractor has included herewith a copy of its Articles of Incorporation (or equivalent charter or document issued by a
designated authority in accordance with applicable laws that provides information and authentication regarding the legal status of an 
entity) and a Certificate of Good Standing (or equivalent document) issued within one (1) month of the date of signature 

by the State of: 16. 

The U.S. Prime Contractor commits to notify USTDA and the Grantee if it becomes aware of any change in its status in the state in which it 
is incorporated. USTDA retains the right to request an updated certificate of good standing at any time. (U.S. publicly traded companies 
need not include Articles of Incorporation or Certificate of Good Standing.) 

C. Neither the U.S. Prime Contractor nor any of its directors or principal officers have, within the ten-year period preceding the submission 
of these representations, been convicted of or had a civil judgment rendered against them for: commission of fraud or a criminal offense 
in connection with obtaining, attempting to obtain, or performing a federal, state, or local government contract or subcontract; violation 
of federal or state antitrust statutes relating to the submission of offers; or commission of embezzlement, theft, forgery, bribery, 
falsification or destruction of records, making false statements, tax evasion, violating state or federal criminal tax laws, or receiving stolen 
property. 

D. Neither the U.S. Prime Contractor, nor any of its directors or principal officers, is presently indicted for, or otherwise criminally or civilly 
charged with, commission of any of the offenses enumerated in paragraph C above.

E. There are no federal or state tax liens pending against the assets, property, or business of the U.S. Prime Contractor. The U.S. Prime 
Contractor   has not, within the three-year period preceding the submission of these representations, been notified of any delinquent 
federal or state taxes in an amount that exceeds US$10,000 for which the liability remains unsatisfied. Taxes are considered delinquent if
(a) the tax liability has been fully determined, with no pending administrative or judicial appeals; and (b) a taxpayer has failed to pay the 
tax liability when full payment is due and required.

F. The U.S. Prime Contractor has not commenced a voluntary case or other proceeding seeking liquidation, reorganization, or other relief with
respect to itself of its debts under any bankruptcy, insolvency, or other similar law. The U.S. Prime Contractor has not had filed against it an
involuntary petition under any bankruptcy, insolvency, or any similar law. 

G. The U.S. Prime Contractor certifies that it complies with the USTDA Nationality, Source, and Origin Requirements and shall continue to 
comply with such requirements throughout the duration of the USTDA-funded activity. The U.S. Prime Contractor acknowledges that the 
USTDA Nationality, Source, and Origin Requirements apply to the delivery of goods and professional services funded by USTDA, including,
but not limited to, the use of subcontractors. The U.S. Prime Contractor commits to notify USTDA and the Grantee if it becomes aware of 
any change which might affect the U.S. Prime Contractor’s ability to meet the USTDA Nationality, Source, and Origin Requirements.

The U.S. Prime Contractor shall notify USTDA if any of the representations are no longer true, correct, and complete. 

U.S. Prime Contractor certifies that the information provided in this form is true, correct, and complete. U.S. Prime Contractor understands and agrees that 
the U.S. Government may rely on the accuracy of this information in processing a request to participate in a USTDA-funded activity. If at any time USTDA 
has reason to believe that any person or entity has willfully and knowingly provided incorrect information or made false statements, USTDA may take 
action under applicable law. The undersigned represents and warrants that he/she has the requisite power and authority to sign on behalf of the U.S. Prime 
Contractor. 

17. Name 20. Signature 

18. Title 

19. Full Legal Name of U.S.
Prime Contractor 

21. Date 

If U.S. Prime Contractor is Private or Other, please attach a copy of the U.S. Prime Contractor's Articles of Incorporation (or 
equivalent document) and Certificate of Good Standing (or equivalent document). 
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ATTACHMENT A 

USTDA-Funded Feasibility Study, Technical Assistance, or Training Grant 

U.S. Prime Contractor Ownership Information Form:  
Parent Entity(ies) 

This form shall be completed for each parent entity that owns 10% or more of the U.S. Prime Contractor ("Owner").   An additional copy of this 
form shall be completed for each parent company identified in this form that owns 10% or more in the Owner, as identified in this form.  This 
form does not need to be completed for individual people who own shares of the U.S. Prime Contractor or the Owner. 

USTDA Activity Number [To be completed by USTDA]  
Activity Title [To be completed by USTDA]  

1. Full Legal Name of U.S. Prime Contractor  
2. Full Legal Name of Owner (as stated in articles of 
incorporation or equivalent legal document) 

 

3. Business Address of Owner  

4.  Owner Telephone Number  
5. Owner Website  
6. Year Owner Established (include any predecessor 
company(ies) and year(s) established). Please attach additional 
pages as necessary. 

 

7. Country of Owner's Principal Place of Business  
8. Type of Entity  Publicly Traded Company  

(i.e., offers securities for sale to the general public through a 
stock exchange) 

Principal stock 
exchange(specify):  

 

 Private Company 

 Other (specify)  
9. Provide a list of Owner’s upstream owners (e.g., 
shareholder, partner, parent company) and the 
percentage of their ownership.  Please complete an 
Attachment A for each parent company whose 
ownership percentage is 10% or more.   
 
Attachment A does not need to be completed for 
individual people who own shares of the Owner, 
though such individuals must be listed here. The sum 
of the percentages listed here must equal 100%. 

Name of Owner 
Percentage (%) Ownership 

(Column total must equal 
100%) 

  

  

  

  

  

  

  

  

  

  

  

  
Please attach additional sheets, as necessary. 
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10. Provide a list of all the Owner's top executives and members of its governing board, including directors and principal officers. Please 
provide full legal names. (Not Applicable for U.S. Publicly Traded Company) 

Title Name 

(e.g., Director, President, Chair, Chief Executive Officer, Secretary, Treasurer, or other 
applicable title) 

*Please place an asterisk (*) next to the names of those directors and principal officers who will be 
involved in the USTDA-funded activity. 

Full Legal Name (First, Middle, Last) 

  

  

  

  

  

  

  

  

  

  

  

  

  

  

  

 



Page 1 of 2 

ATTACHMENT B 

USTDA-Funded Feasibility Study, Technical Assistance, or Training Grant 

Subcontractor Information Form 
This form is designed to enable the U.S. Trade and Development Agency ("USTDA") to obtain information about entities and individuals proposed for participation in USTDA-
funded activities. Information in this form is used to conduct screening of entities and individuals to ensure compliance with legislative and executive branch prohibitions 
on providing support or resources to, or engaging in transactions with, certain individuals or entities with which USTDA must comply. 

USTDA Activity Number [To be completed by 
USTDA] 

Activity Title [To be completed by USTDA] 

1. Full Legal Name of U.S. Prime Contractor for
USTDA Activity

2. Full Legal Name of Subcontractor (as stated in
articles of incorporation or equivalent legal
document)

3. Business Address of Subcontractor

4a.  Subcontractor Telephone Number 

4b. Subcontractor Website 

5. Year Subcontractor Established (include any
predecessor company(ies) and year(s) established). Please
attach additional pages as necessary. 

Subcontractor Point of Contact 

6. Full Legal Name (First, Middle, Last/Family)

7. Family Name or Last Name

8. Address

9. Telephone

10. Email

Subcontractor may attach additional sheets, as necessary. 
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Subcontractor’s Representations 
Initial 
below The Subcontractor shall provide the following (or provide any explanation as to why any representation cannot be made), made as of the 

date of these representations: 

A. Subcontractor is a 
[check one]

Corporation LLC Partnership Sole 
Proprietor 

Other  
(specify): 

duly organized, validly existing and in good standing under the laws of: 11. 

The Subcontractor has all the requisite corporate power and authority to conduct its business as presently conducted, to participate 
in this USTDA-funded activity, and if the U.S. Prime Contractor is selected, to execute and deliver a subcontract to the U.S. Prime 
Contractor for the performance of the USTDA- funded activity. The Subcontractor is not debarred, suspended, or to the best of its 
knowledge or belief, proposed for debarment or ineligible for the award of contracts or multilateral assistance under the laws of the U.S. 
or any other law. 

B. Neither the Subcontractor nor any of its directors or principal officers have, within the ten-year period preceding the submission of
these representations, been convicted of or had a judgment rendered against them for: commission of fraud or a criminal offense in
connection with obtaining, attempting to obtain, or performing a federal, state, or local government contract or subcontract;
violation of federal or state antitrust statutes relating to the submission of offers; or commission of embezzlement, theft, forgery,
bribery, falsification or destruction of records, making false statements, tax evasion, violating federal or state criminal tax laws, or
receiving stolen property. 

C. Neither the Subcontractor, nor any of its directors or principal officers, is presently indicted for, or otherwise criminally or civilly
charged with, commission of any of the offenses enumerated in paragraph B above. 

D. There are no federal or state tax liens pending against the assets, property, or business of the Subcontractor. The Subcontractor has
not, within the three-year period preceding the submission of these representations, been notified of any delinquent federal or state
taxes in an amount that exceeds US$10,000 for which the liability remains unsatisfied. Taxes are considered delinquent if (a) the tax
liability has been fully determined, with no pending administrative or judicial appeals; and (b) a taxpayer has failed to pay the tax
liability when full payment is due and required.

E. The Subcontractor has not commenced a voluntary case or other proceeding seeking liquidation, reorganization, or other relief with
respect to itself of its debts under any bankruptcy, insolvency, or other similar law. The Subcontractor has not had filed against it an
involuntary petition under any bankruptcy, insolvency, or any similar law. 

The selected Subcontractor shall notify the U.S. Prime Contractor and USTDA if any of the representations are no longer true, 
correct, and complete during the period of the Subcontractor’s involvement in the above-captioned Activity. 

The Subcontractor certifies that the information provided in this form is true, correct, and complete. The Subcontractor understands and agrees that the U.S. 
Government may rely on the accuracy of this information in processing a request to participate in a USTDA-funded activity. If at any time USTDA has reason to believe 
that any person or entity has willfully and knowingly provided incorrect information or made false statements, USTDA may take action under applicable law. The 
undersigned represents and warrants that he/she has the requisite power and authority to sign on behalf of the Subcontractor. 

12. Name 15. 
Signature 

13. Title 

14. Full Legal Name of
Subcontractor 

16. Date 
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CRITERIA FOR WITHHOLDING APPROVAL OF THE CONTRACTOR 
SELECTED BY A GRANTEE FOR A GRANT ACTIVITY 
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USTDA advances the infrastructure goals of developing and middle-income countries by awarding 
grant funds to overseas project sponsors (Grantees) for project preparation activities such as 
feasibility studies, technical assistance, pilot projects, environmental social impact assessments 
and front-end engineering and design projects (Grant Activities). These grant funds, in turn, fund 
work conducted by a U.S. firm (the Contractor) pursuant to a contract between the Grantee and the 
Contractor. As the financier of the Grant Activities, USTDA must approve the Contractor selected 
by the Grantee to carry out a Grant Activity, as well as the sub-contractor(s) proposed by the 
Contractor or Grantee. For purposes of this statement of policy, the term Contractor will also 
include any sub-contractor(s) proposed for USTDA Grant Activities. USTDA may withhold its 
approval if the selected Contractor fails to demonstrate its ability to meet USTDA’s standards. 

 
USTDA has a fiduciary duty to safeguard taxpayer funds by ensuring they are used responsibly 
and effectively. One of the ways it does this is by attempting to ensure that the Grant Activities 
USTDA finances are high-quality and can contribute to the development of implementable 
infrastructure projects. 

 
While USTDA cannot assume responsibility for Grantees’ decisions regarding which Contractors 
are best suited to their needs, USTDA may withhold its approval of a Contractor proposed by a 
Grantee for a particular Grant Activity on the following grounds: 

 
1. Failure to Demonstrate the Ability to Satisfy USTDA’s Requirements. If a Contractor 

does not demonstrate the ability to satisfy USTDA’s policy or administrative requirements, 
including the requirements established by the USTDA grant agreement, the mandatory 
contract clauses attached to the grant agreement template (the Mandatory Clauses) or other 
general or activity- specific USTDA requirements, USTDA will withhold its approval of 
the selection of that Contractor for the Grant Activity. 

 
2. Failure to Demonstrate the Ability to Satisfy the Technical and Substantive 

Requirements of the Grant Activity. Each USTDA Grant Activity is governed by Terms 
of Reference (ToRs). USTDA may withhold its approval of the selection of a Contractor 
for a Grant Activity if the Contractor does not demonstrate that it has the technical or 
substantive expertise and necessary personnel to complete the ToRs and other obligations 
under the contract to either USTDA’s or the Grantee’s standards. 

 
3. Financial Capacity. USTDA carries out credit screenings and investigates bankruptcy and 

other financial delinquencies to determine the financial health and sustainability of 
Contractors. If USTDA’s findings indicate that the Contractor’s financial health is 
uncertain and could put the Contractor’s ability to perform its obligations in jeopardy, 
USTDA may withhold its approval of the selection of that Contractor for the Grant Activity. 

 
4. Conflict of Interest. If the Contractor has a conflict of interest, as defined in the Mandatory 

Clauses, that appears likely to impair the objectivity of the Contractor or the Contractor’s 
ability to carry out the ToRs, USTDA may withhold its approval of the selection of that 
Contractor for the Grant Activity. 



 

 
5. Audit Findings or Exceptions, or Failure to Meet Prior Contractual Obligations to 

USTDA. USTDA may withhold its approval of the selection of a Contractor for a Grant 
Activity if the Contractor has received audit findings or exceptions related to other 
USTDA Grant Activities that suggest the Contractor will not be able to effectively carry 
out the ToRs or otherwise meet USTDA’s contractual requirements. USTDA may also 
withhold its approval of the Contractor selection if the Contractor has not remitted funds 
that it owes to the U.S. government from the close-out of previous USTDA grant 
activities. Similarly, USTDA may withhold its approval of the Contractor selection if the 
Contractor has failed to meet USTDA’s contractual requirements for other Grant 
Activities, including but not limited to delinquency in success fee reporting, failure to 
meet cost share requirements or other noncompliance with the Mandatory Clauses. 

 
6. Debarment. If the Contractor has been debarred by the federal government, state or local 

government, or an international organization such as the World Bank, United Nations or a 
regional multilateral development bank, USTDA may withhold its approval of the 
selection of that Contractor for the Grant Activity. 

 
7. Violation of Standards of Conduct. If the Contractor has violated the law or standards 

of professional or ethical conduct of the U.S. or other countries, particularly those related 
to bribery and corruption, or has otherwise demonstrated behavior that raises serious 
integrity concerns regarding the Contactor and/or its employees, USTDA may withhold 
its approval of the selection of that Contractor for the Grant Activity. 

 
Significant Negative Performance Reviews. If the Contractor has received one or more 
significant negative performance reviews from U.S. government entities that suggest that the 
Contractor will not be able to effectively carry out the ToRs or otherwise meet USTDA’s 
contractual requirements, USTDA may withhold its approval of the selection of that 
Contractor for the Grant Activity. 
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Declaration Of Interest   

1 

1.1 

Declaration of interest 

Any person, including a legal person or persons having any relationship and/or 

association with persons employed by SAHPRA, including a blood relationship, 

may make an offer or offers in terms of this invitation to bid. In view of possible 

allegations of a perceived favouritism and conflict of interest, should a bid, or part 

thereof, be awarded to persons connected with or related to SAHPRA, it is 

required that the bidder or his/her authorised representative declare his/

her position in relation to the evaluating/adjudicating authority. 

_______________ 
1”Shareholder” means a person who owns shares in the company and is actively involved in the management 

of the enterprise or business and exercises control over the enterprise. 

2 In order to give effect to the above, the following questionnaire must 

be completed and submitted with the Bid. 

2.1 Full name of the bidder or his or her representative: 

2.2 Position occupied in the company (director, trustee, shareholder): 

2.3   The names of all directors / trustees / shareholders / members: 

Attached annexed list of names to this declaration or indicate in the space 

provided below: 
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2.4 Are you or any person connected with SAHPRA? 

 

2.4.1 If so, furnish the following particulars: 

 

Name of person: 

 

_____________________________ 

 
_____________________________ 

 

_____________________________ 

 

2.5 Do you, or any person connected with the bidder, have any relationship (family, 

friend, business) with SAHPRA? 

 

 

 

 

 

 

 

 

2.5.1 If so, furnish other particulars: 
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2.6 Does the company have any conflicts of interest with SAHPRA in connection with 

future sales of pharmaceuticals, medical devices, and IVDs? 

 

2.6.1 If so, furnish other particulars: 

 

 
 

 
 

 
 

 

 

 

 
3. Declaration 

 
I, the undersigned                                                                        certify that 

the information furnished in paragraphs 2 above is correct. 

 
I accept that SAHPRA may reject the bid should this declaration prove to be false.   

 
                                                                       

    

Signature  Date 

 

 

 

 

Position    Name of bidder 
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PAST PERFORMANCE QUESTIONNAIRE 
SAHPRA Reliance-Based Protocols for Healthcare Products Technical 

Assistance, 2021-11022A 

Bid Number:  SAHPRA/2021/TA 

This form is required as part of a request for proposals for a grant for technical assistance to the 
South Africa Health Products Regulatory Authority (SAHPRA) funded by the U.S. Trade and 
Development Agency.  As requested in Section 3.6 of the Request for Proposals, up to five (5) 
relevant and verifiable project references must be submitted as part of each Offeror’s Proposal.  
Please return this form attached to your bid submission by the deadline noted on the request for 
proposals. 

Name of U.S. Contractor Being Reviewed: 

Contract Number/Reference Information: 

Name of Firm/Agency/Organization Submitting Review for this U.S. Contractor: 

Name of Person Completing Questionnaire Phone Number Email Address 

Period of Work:  Description of Services:     

Work Performance Information 

For each section, please indicate your rating followed by a narrative to support your rating. 

1. Quality of work – Choose an item.

Supporting Narrative:

2. Timeliness – Choose an item.

Supporting Narrative:

3. Management – Choose an item.

to



Supporting Narrative: 
 

4. Expertise and Skills – Choose an item. 
 

Supporting Narrative: 
 

5. Any Other Comments: 
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