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USP Introduction & Overview 

The U.S. Pharmacopeial Convention (USP) is a scientific nonprofit organization that sets 

standards for the identity, strength, quality, and purity of medicines, food ingredients, and 

dietary supplements manufactured, distributed, and consumed worldwide. USP’s drug 

standards are enforceable in the United States by the Food and Drug Administration, and these 

standards are used in more than 140 countries. 

Since its founding in 1820, USP has helped secure the quality of the American drug supply. 

Building on that legacy, USP today works with scientists, practitioners, and regulators of many 

nations to develop and revise standards that help protect public health worldwide. 

USP Global Public Health (GPH) programs strengthen health systems in low and middle-

income countries to ensure the quality and increase the supply of priority medicines. USP 

assists countries in this effort by working with regulatory authorities to ensure patients have 

timely access to quality-assured products and supporting manufacturers to produce medicines 

according to international quality standards. These efforts help increase the availability of 

lifesaving, quality-assured medicines that are vital to accelerating universal health coverage, 

ensuring healthy lives, and promoting well-being for all people of all ages. For more 

information, please visit: www.usp.org.  

Project & RFP Overview 

Since 1992, the United States Agency for International Development (USAID) and USP have 

collaborated to help address critical issues related to the access of quality medicines. 

The Promoting the Quality of Medicines (PQM) program is a Cooperative Agreement between 

USAID and USP. The PQM program (2009–2019) provided technical assistance to strengthen 

medicines regulatory authorities and quality assurance systems and supports pharmaceutical 

http://www.usp.org/


 

 

manufacturers to ensure production of quality-assured priority essential medicines for malaria, 

HIV/AIDS, tuberculosis (TB), neglected tropical diseases, and maternal and child health. 

PQM’s Core TB program will continue through September 2020. The Core TB program works 

with manufacturers to improve the supply of quality-assured TB medicines. Specifically, as part 

of the Core TB program, with this request for proposals (RFP), PQM is seeking a qualified 

vendor that will optimize the manufacturing process for the Rifapentine active pharmaceutical 

ingredient (API). 

The primary objective of this activity is to develop an alternate synthesis process that reduces 

the cost and improves the quality of Rifapentine manufacturing. 

To be effective, the alternate synthesis process must: 

• Leverage novel/lower cost precursors and other cost drivers (e.g., increase yield, 
reduce waste, remove the use of harsh solvents, and other factors) 

• Be transferrable to conventional Rifapentine manufacturing platforms 

• Simplify the reaction scheme (e.g., reduce the number of reactors)  

• Not produce any new impurities or known impurities above the allowable threshold 

• Prevent Rifapentine carryover (i.e., red color) to other medicine batches 

The vendor will complete the following tasks per the specified timeline: 

Task Timeframe 

Determine the cost drivers for the current commercial 

Rifapentine synthesis 

Completed in ≤ 2 months 

of award 

Rank notional route viability through analysis and compare 

possible costs of the top ranked routes to benchmarks 

Completed in ≤ 2 months 

of award 

Develop alternate synthesis route(s) with lower cost 

precursors versus the current commercial synthesis process 

for Rifapentine 

Completed in ≤ 4 months 

of award 

Develop a manufacturing platform that prevents carryover 

(i.e., red color) to subsequent batches 

Completed in ≤ 4 months 

of award 

This is a time-sensitive project and bidders are strongly urged to offer their most favorable 

delivery dates. 



 

 

Bidders are solely responsible for review of all terms and conditions of this RFP and to comply 

fully therewith. Prospective Suppliers are under no obligation to prepare or submit bids in 

response to this RFP and do so solely at their own risk and expense. USP does not undertake 

to reimburse any costs incurred. 

Timeline 

Event Delivery Date 

Bid Live Date February 25, 2020 

Deadline for RFP Inquiries March 11, 2020 

Deadline for Bid Submission March 27, 2020 

Estimated Project Start May 1, 2020 

Estimated Project End August 17, 2020 

Budget 

Based on the scope of work and proposed timeline, and previous company experience with 

similar projects, please include a proposed budget for the completion of this project. Additional 

funds may be allocated for other creative ideas, as warranted, and we welcome suggestions 

for these in your proposal.  

Scope of Work 

USP is seeking services to optimize the manufacturing process for Rifapentine API in order 

to: 

• Analyze the manufacturing process of Rifapentine API to establish benchmarks and 
identify cost drivers. 

• Create notional processes that leverage lower cost precursor(s), fewer unit operations, 
greener chemical manufacturing processes, and higher yield. 

• Rank notional route viability through analysis and compare possible costs of the top 
ranked routes to benchmarks. 

• Design, develop, and pilot novel and alternative synthetic route(s) to address primary 
cost drivers and remove Rifapentine carryover (i.e., red color) to subsequent batches. 

Deliverables 



 

 

1. Cost Analysis:  Rifapentine manufacturing cost analysis report with all details for cost 
of precursors and other manufacturing cost drivers (due ≤2 months after award); 

2. Synthetic Schemes:  Report with all details of synthetic schemes for notional processes 
that will significantly lower the manufacturing costs of Rifapentine (due ≤2 months after 
award) by:  

• Leveraging novel/lower cost precursors. 

• Simplifying the reaction scheme by reducing the number of reactors or other 
approaches. 

• Designing continuous manufacturing processes. 

• Increasing yield. 

• Leveraging other cost drivers. 

• Reducing or removing the use of harsh solvents, reducing waste, and other 
factors. 

3. Manufacturing Process (Cost Reduction):  Report with all details demonstrating a 
manufacturing process (e.g., continuous manufacturing) utilizing cost drivers to reduce 
the cost of Rifapentine manufacturing and transferrable to the current Rifapentine 
manufacturing platform type (due ≤4 months after award). 

4. Manufacturing Process (Carryover Removal):  Report with all details demonstrating a 
manufacturing process that removes carryover (including Rifapentine red color) and 
transferrable to the current Rifapentine manufacturing platform type (due ≤4 months 
after award). 

Estimated Project Period of Performance 

Successful Offeror should be prepared to start technical activity no later than May 1, 2020 and 

complete by August 17, 2020.  During this time, we anticipate a close working relationship with 

the chosen Bidder. 

Proposal Submission Requirements 

Proposals must be in Microsoft Word in 12-point font. Submissions should not exceed 7 pages 

with up to 20 pages for Annexes. Proposal submissions must include the following 

components. (Respondents may include additional elements as needed.) 

• Proposed approach: 
o Demonstrate understanding of the project objectives. 
o Describe approach and methodologies, as applicable. 
o Describe project management approach, including a timeline and any 

recommended updates to the required timeline, including timing and level of 
effort on the part of the USP team to participate in scoping and requirements 
workshops, iteration junctures, etc. 
 

• Management and Staffing: 



 

 

o Identify the team structure, including roles, responsibilities, and level of effort of 
staff and any sub-contracted resources. USP anticipates that this work will be 
done by a team of individuals with a single point of contact; 

o Provide rationale and background on any sub-contracted firms or individuals. 
USP will not refuse a proposal based upon the use of subcontractors; however, 
we reserve the right to refuse the sub-contractors you have selected; 

o Management approach including activity plan with a timeline; 
o Risk identification and mitigation strategies, if any. 

 

• Relevant experience: 
o Experience with Rifapentine synthesis; 
o Experience with cost reduction and quality improvement (e.g., cross-

contamination reduction initiatives associated with API synthesis -Rifapentine 
preferred); 

o Experience designing continuous manufacturing and other platforms; 
o Experience in API manufacturing scale-up and technology transfer to 

conventional manufacturing platforms; 
o Experience with the support for the manufacture of critical medicines for low to 

middle income countries; 
o Experience with submitting API dossiers for WHO drug prequalification; 
o Experience with drug master file creation with USFDA, EMA or other regulatory 

authorities; 
o Experience with implementation of similar projects for donors aimed at 

improving manufacturing efficiencies, costs, and processes for global public 
health medicines; 

o Experience in maintaining consistent burn rate and expenditures on target; 
o Experience in expedited project close outs. 

 

• Budget: 
o Provide a detailed budget, including assumptions and costs for level of effort for 

staff and any sub-contractors; 
o Provide budget for expenses by type of expense (e.g., travel, research). Travel 

estimates should indicate the anticipated origin and destination, number of 
travelers, and duration of each trip; 

o The price should be inclusive. If your process excludes certain fees or charges, 
you must provide a detailed list of excluded fees with a complete explanation of 
the nature of those fees. 

o Please use the quote submission form provided with this RFP (click on the link 
below). You may include additional budget details as needed.  
https://www.usp.org/sites/default/files/usp/document/products-services/2020-
02-24-budget-template.xlsx  
 

 

 

https://www.usp.org/sites/default/files/usp/document/products-services/2020-02-24-budget-template.xlsx
https://www.usp.org/sites/default/files/usp/document/products-services/2020-02-24-budget-template.xlsx


 

 

• References: 
o Provide names and email addresses of at least two prior clients willing to 

discuss their experiences working with you. 
 

• Additional: 
o Registration documentation or articles of incorporation. 
o Copies of audited annual financial statements for the last three years and proof 

of up-to-date taxes; 
o Proof of working capital/cash position and ability to remain viable over the period 

of the contract; 
o Details of any material changes, if applicable (e.g. ownership, structure, 

acquisitions etc. in the last financial year.) 

Submission Format and Timeline 

• All submissions must be delivered electronically with the subject line “PQM Core TB 
Project – Company Name.”  

• All submissions are due by March 27, 2020 by 5:00 PM EST. 

• The selected respondent will be notified on by April 3, 2020 by 5:00 PM ET 

• Please send all proposals and questions to GPH_Procurement@USP.org.  

• Submissions will be shortlisted, and further negotiations may be entered upon as 
needed. 

 

Questions & Answers 

Please forward any questions to GPH_Procurement@USP.org by March 11, 2020. USP will 

make every effort to respond to questions within 24 hours and will share the questions and 

answers from these bilateral discussions with other respondents. 

Evaluation of Offers 

Criteria  115 Total 

Points 

Possible 

1. Proposed Approach  
Pass/Fail 

API synthesis framework and methodology that can answer the project’s key 

questions and deliverables 

 

mailto:GPH_Procurement@USP.org
mailto:GPH_Procurement@USP.org


 

 

2. Relevant Experience  70 Points 

Possible 

A. Subject matter expertise (offeror needs to propose staff 
with demonstrated experience in each category below) 

 

Solid understanding of Rifapentine synthesis and manufacturing  

1 year of experience = 1 point; 15 points total 

 

Solid understanding of API scale-up and technology transfer  

1 year of experience = 1 point; 15 points total 

 

Understanding of API cost reduction and quality improvement (e.g. carryover 

and impurity elimination)  

1 year of experience = 1 point; 15 points total 

 

Experience with API dossier submissions for WHO PQ  

1 year of experience = 1 point; 5 points total 

 

Understanding of continuous manufacturing and the transition of batch to 

continuous manufacturing platforms 

1 year of experience = 1 point; 15 points total 

 

Experience with drug master file creation for USFDA, EMA, stringent 

regulatory authority 1 year of experience = 1 point; 5 points total 

 

B. Management Experience 10 Points 

Possible 

Demonstrated experience with similar projects 

2 years of experience = 1 point; 5 points total 

 

Appropriate access to resources and knowledge centers Pass/Fail 

Demonstrated experience in maintaining consistent burn rate and expenditures 

on target 

2 years of experience = 1 point; 5 points total 

 



 

 

Demonstrated experience in expedited close out of projects Pass/Fail 

3. Management and Staffing  Pass/Fail 

Achievable action plan that will deliver the project on time and on budget  

Effective staffing and/or team structure  

Thoughtful risk identification and mitigation strategies  

Rationale and role for subcontractor if identified  

4. Budget 30 Points 

Possible 

The proposed pricing demonstrates a competitive price best value for 

money 

 

5. Monitoring 5 points 

possible 

Location of facilities to facilitate bi-weekly to monthly program monitoring by 

USP technical staff (5 points ≤3 hours by car; -1 point for every additional 

30 minutes increment beyond 3 hours)   

 

6. References  

Feedback from References Pass/Fail 

USP reserves the right to request additional information for consideration of proposals based 

on the above criterion. If any one of the evaluation factors are scored as “fail” USP may reject 

the offer. 

Intent and Disclaimer 

This RFP is made with the intent to identify a Vendor to deliver results as described herein.  

USP will rely on Bidder’s representations to be truthful and as described. USP assumes it can 

be confident in Bidder’s ability to deliver the product(s) and/or service(s) proposed in response 

to this RFP. 



 

 

If USP amends the RFP, copies of any such amendments will be sent to all respondents to the 

RFP. 

Contract Terms 

USP will negotiate contract terms upon selection. A copy of the contract terms and conditions 

will be provided upon selection. All contracts are subject to review by USAID. Once a draft 

contract is reviewed, as applicable, USP will contact the Bidder. The project will start upon the 

execution of the contract. The contract will outline terms and conditions, scope, budget, and 

applicable flow-down terms. 

Release 

Bidder understands that USP has chosen to issue an RFP, and that Bidder’s response does 

not guarantee that USP will enter into a new contract with Bidder or continue any current 

contract(s) with Bidder. 

Bidder agrees that USP may, in its sole discretion: 

• Amend or cancel the RFP, in whole or in part, at any time 

• Extend the deadline for submitting responses 

• Determine whether a response does or does not substantially comply with the 
requirements of the RFP 

• Waive any minor irregularity, informality, or nonconformance with the provisions or 
procedures of the RFP 

• Negotiate with all Bidders USP deems acceptable 

• Photocopy the responses for evaluation/review 

This RFP is not an offer to contract. USP assumes no responsibility for Bidder’s cost to respond 

to this RFP. All responses become the property of USP. 

The Bidder, by submitting a response to this RFP, waives all right to protest or seek any legal 

remedies whatsoever regarding any aspect of this RFP. 

Bidder represents that it has responded to the RFP with complete honesty and accuracy. If 

facts provided in Bidder’s response change, Bidder agrees to supplement its response in 

writing with any deletions, additions, or changes within ten (10) days of the changes. Bidder 

will do this, as necessary, throughout the selection process. Bidder understands that any 

material misrepresentation, including omissions, may disqualify it from consideration for a 

contract award. 



 

 

Bidder understands it may receive proprietary and confidential information from USP during 

the RFP process (“Confidential Information”). Bidder agrees to not use Confidential Information 

for any purpose other than its participation in the RFP process and to not reveal Confidential 

Information directly or indirectly to any other person, entity, or organization without the prior 

written consent of USP. Bidder further agrees to exercise all reasonable precautions to 

maintain the proprietary and confidential nature of Confidential Information where it can best 

demonstrate its value and capacity to delivery ecosystem-wide, meaningful value. 

Bidder understands that the award is contingent on ability to receive USAID approval and pass 

due diligence screening. 

Bidder understands that any accepted offer will be made with the contingency that a contract 

will be negotiated and executed within one week of notification. USP reserves the right to select 

another competitive offer in the event that a contract cannot be established within a reasonable 

timeframe. 

Confidentiality 

All the information provided within this document shall be considered confidential. The 

invitation may only be disclosed to third parties for the sole purpose of preparing your reply, 

with the full understanding that the confidentiality is binding to all parties involved, and that the 

name of USP is not revealed to any third party you may disclose this invitation to. The scope 

of work for this project and deliverables will, as such, abide by USP’s intellectual property (IP) 

policy and its donor’s compliance requirements. 

The information provided will be for the sole use of the USP Procurement and Global Finance 

department and under no account will any of its content be divulged to either Companies’ 

competitors or clients.  

By submitting a Response, the Respondent agrees that this obligation of confidentiality will 

survive the termination of this document and any contract that might arise between the parties. 

 

 


