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1. Purpose 

In sub-Saharan Africa (SSA), over 30 million pregnant women are annually exposed to 
infection from malaria.1 Of these, an estimated 10,000 pregnant women and up to 
200,000 newborns die from malaria in pregnancy (MiP), primarily due to the infection 
from Plasmodium falciparum transmitted through mosquito bites.2 Furthermore, recent 
data indicate that up to 20% of stillbirths in SSA are attributable to MiP.3 

In 2012, the World Health Organization (WHO) updated its policy to promote initiation of 
intermittent preventive treatment of malaria in pregnancy (IPTp) with sulfadoxine-
pyrimethamine (SP) in all areas with moderate-to-high malaria transmission in Africa, as 
early as possible in the second trimester4, in addition to the use of insecticide-treated 
bed nets (ITNs) and effective case management. The overarching aim of the strategy is 
to ensure that IPTp SP is given to all eligible pregnant women during their routine 
antenatal care visits. Practically speaking, this translates to an average of 3 visits and 
therefore a requirement for at least 90 million treatments or 270 million tablets. 

IPTp has been shown to be effective, cost‐effective, safe and feasible for the prevention 
of malaria in pregnancy. IPTp implementation is gaining momentum: most of the relevant 
countries have already included or intend to include IPTp into their strategic plans and 
national policies.  However, a significant gap exists between the need and the availability 
of SP and in 2015, in SSA only an estimated one-third, or 10 million pregnant women 
received at least 3 treatments.   

SP is no longer indicated as a first-line treatment for uncomplicated malaria.  Although   
it is still manufactured, there is currently no product that is (1) presented and packaged 
specifically for IPTp and (2) WHO pre-qualified. This creates a risk not only that SP will 
be of lower quality than is desirable, but also that the drug may be inappropriately 
prescribed for the treatment of uncomplicated malaria.   

Only one presentation of the medicine (SP 500/25mg 3-tablet blister) is available via a 
Global Fund Expert Review Panel (ERP) approval with an expiration date of 17 October 
2017.  At this time, completion of the WHO prequalification review is expected however, 
any delays to this timeline will have a detrimental impact on the scale-up of the IPTp 
strategy. Furthermore, MMV believes that it is unlikely that a single manufacturer will be 
able to meet the entire demand for the product and recognises also that reliance on a 
single manufacturer represents a risk to ensuring sufficient and uninterrupted supply.  

MMV, working with its partner network, is planning to embark upon a 5-year programme 
to increase access to malaria chemoprevention commodities, and is currently in the 
process of securing funds for this purpose. One area of focus within the 5-year 
programme will be ensuring an adequate supply of quality-assured SP for IPTp. MMV is 
therefore interested to understand the current status of manufacturing capacity for SP 
(including sulfadoxine and pyrimethamine APIs) and any plans and/or interest on the 
part of manufacturers to produce, obtain WHO pre-qualification, and to market a 

                                                        
1 Dellicour S, Tatem AJ, Guerra CA, et al. Quantifying the number of pregnancies at risk of malaria in 2007: a 
demographic study. PLoS Med. 2010; 7(1): e1000221. 
2 Roll Back Malaria. 2014. Progress and impact series. The contribution of malaria control to maternal and 
newborn health (Number 10). Roll Back Malaria website 
http://www.rollbackmalaria.org/microsites/wmd2012/report17.html. Accessed December 5, 2016.  
3 Lawn JE, Blencowe H, Waiswa P, et al. Stillbirths: Rates, risk factors, and acceleration towards 2030. 2016. 
Lancet. pii: S0140-6736(15)00837-5. doi: 10.1016/S0140-6736(15)00837-5. 
4 WHO policy brief for the implementation of intermittent preventive treatment of malaria in pregnancy using 
sulfadoxine-pyrimethamine (IPTp-SP). 2014. WHO website. http://www.who.int/malaria/publications/atoz/iptp-sp-
updated-policy-brief-24jan2014.pdf?ua=1. Accessed December 5, 2016.  

http://www.rollbackmalaria.org/microsites/wmd2012/report17.html
http://www.who.int/malaria/publications/atoz/iptp-sp-updated-policy-brief-24jan2014.pdf?ua=1
http://www.who.int/malaria/publications/atoz/iptp-sp-updated-policy-brief-24jan2014.pdf?ua=1
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presentation pack specifically for IPTp to improve the uptake in malaria-endemic 
countries. Based on the information received, MMV will perform an assessment to 
determine whether critical gaps or barriers exist to successfully bringing a WHO pre-
qualified SP tablet to the market for IPTp use. Depending on the outcome of this 
assessment, MMV may consider supporting one or more suitably-qualified 
manufacturers to ensure an adequate supply of WHO-prequalified SP tablets or the APIs 
(sulfadoxine and pyrimethamine, “API”) appropriate for use in IPTp (“Product”) 

 

We are interested to hear from a wide range of manufacturing companies including, but 
not limited to the following: 

• Companies who may already be planning the development, manufacture and 
WHO pre-qualification of an SP (or SP-based) product, and / or sulfadoxine or 
pyrimethamine APIs, for IPTp or other use 

• Companies manufacturing SP (or SP-based) products, and /or sulfadoxine or 
pyrimethamine APIs, now or in the past, but who have not to date considered the 
WHO pre-qualification process 

• Companies with experience of taking other products through the WHO pre-
qualification process, for example HIV medicines, and who are therefore familiar 
with the process. 

We are further interested to engage with African manufacturers or manufacturers with 
operations in Africa that produce one or more WHO pre-qualified products, or are 
targeting WHO pre-qualification of a product within the next 12-18 months.  

All interested parties should have experience of developing and manufacturing large 
volumes of quality5 products whether these are drug product or drug substance. 
Manufacturers of finished products should have experience of product introduction in 
malaria-endemic countries (even if not specifically malaria products).  

Responding parties (“Responders”) may be invited for further discussions regarding a 
possible collaboration. 

The issue of this RFI and submission of RFI responses by Responders does not 
represent a commitment of either party to enter into any discussions or any 
collaboration. However, by submitting a response to MMV, Responders indicate that 
they are interested to enter into discussions for a possible collaboration with MMV. MMV 
reserves the right to enter into collaboration discussions and a resulting collaboration(s) 
with one or multiple parties, with no parties, or to cancel this RFI at its sole discretion. 

 

2. About MMV 
MMV is a not-for-profit public-private partnership and was established as a foundation in 
Switzerland in 1999. MMV’s mission is to reduce the burden of malaria in disease-
endemic countries by discovering, developing and facilitating the delivery of new, 

                                                        

5 MMV has a preference to work with manufacturers who are fully compliant with GMP processes as confirmed by 
a recent inspection with a favourable outcome conducted either by a Stringent Regulatory Authority (SRA), the 
WHO or another entity that is acceptable to MMV. However, we recognize that developing capacity to 
manufacture medicines is important and that some companies are close to being able to prove their compliance 
with global industry standards and have invested in appropriate quality management systems. Manufacturing 
companies who can demonstrate their progress and commitment in compliance with GMP are also encouraged to 
respond to the RFI.  
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effective and affordable antimalarial medicines. MMV’s vision is a world in which these 
innovative medicines will cure and protect the vulnerable and under-served populations 
at risk of malaria and help to ultimately eradicate this terrible disease. In partnership with 
pharmaceutical companies and research institutions worldwide, MMV has supported the 
development, approval and uptake of 8 new treatments for malaria, and has over fifty 
other drug discovery and development projects. MMV works closely with its partners and 
provides disease-specific and development expertise in addition to financial support in 
return for certain commitments such as pricing and supply of product in the public sector.  

 

3. Product and API 
3.1 Finished Product: 
Generic name / Strength: Sulfadoxine-pyrimethamine (500mg / 25mg)  
 

Pharmaceutical Form: Blister pack containing 3 tablets with appropriate packaging and 
labelling to ensure medicine is administered properly as a 
preventive measure during pregnancy and, specifically, that it 
should not be used to treat malaria infection.  

 

Stability:  Climatic Zone IVb in order to safeguard product quality 
throughout its entire intended shelf-life, stability studies under 
the conditions defined for Climatic Zones IVb should be 
performed and the data submitted, i.e. the shelf-life should be 
established based on complete long-term data at 30ºC 
±2ºC/75% RH ±5% RH6. Development and manufacturing 
would comply with ICH7 standards. 

 

       3.2 API (in accordance with ICH Q7 Guideline for manufacture of API 8) 
Sulfadoxine  

Pyrimethamine 

 

 

4. Instructions to interested parties 

4.1 Submission of RFI responses 

a) All RFI responses, including the completed forms (see Annex), should be submitted 
in English and in the format of a PDF or WORD document, and should be signed by 
an authorized representative of the Responder. 

                                                        
6 https://extranet.who.int/prequal/sites/default/files/documents/27%20Stability%20requirements_March2016.pdf 

7International Conference on Harmonization of Technical Requirements for Registration of Pharmaceuticals for 
Human Use 

8 http://www.gmp-compliance.org/guidelines/gmp-guideline/ich-q7-good-manufacturing-practice-guide-for-active-
pharmaceutical-ingredients  

 

https://extranet.who.int/prequal/sites/default/files/documents/27%20Stability%20requirements_March2016.pdf
http://www.gmp-compliance.org/guidelines/gmp-guideline/ich-q7-good-manufacturing-practice-guide-for-active-pharmaceutical-ingredients
http://www.gmp-compliance.org/guidelines/gmp-guideline/ich-q7-good-manufacturing-practice-guide-for-active-pharmaceutical-ingredients
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b) RFI responses should be submitted via e-mail with the subject line Request for 
information (RFI) - MMV-2017-SP-IPTp to Dr. Joan Herbert at herbertj@mmv.org. 
with copy to Dr. Anya Ramalho, ramalhoa@mmv.org 

c) RFI responses received after the stipulated closing date of May 12th 2017 shall be 
invalid. 

 

4.2 Questions and answers 

a) Questions should be addressed to Dr. Joan Herbert in writing at herbertj@mmv.org. 
with copy to Dr. Anya Ramalho, ramalhoa@mmv.org, by the stipulated deadline for 
questions (May 3rd 2017). Questions and answers will be published on the MMV 
website www.mmv.org, and responders should check the website regularly for 
updates. 

b) Telephone requests cannot be honoured. 

 

4.3 Eligibility 

This RFI process is open to companies who manufacture finished products and / or APIs 
at a site that is compliant with WHO GMP as confirmed by a favourable inspection 
conducted recently by either an SRA, WHO or another entity acceptable to MMV 
(However see footnote on p. 3). 

 

4.4 Costs of preparing documents 

All costs associated with preparing and submitting a response to this RFI will be borne 
by the Responder. 

 

4.5 Confidentiality 

Information which the Responder considers to be proprietary should be clearly marked 
as such. All such information will be treated as confidential and used for MMV internal 
purposes only. 

 

4.6 Disclosure 

Information relating to the examination, clarification, and evaluation of responses shall 
not be disclosed to Responders or any other persons not officially concerned with such 
process. 

 

5. Minimum information requirements 
Responders should provide the following information at a minimum: 

a) Completed forms A, B, C  (Annex) 

b) Company information 

i. Audited annual financial statements and reports for the past 3 fiscal years; 

ii. A recent organogram/organizational chart, including the title and names of key 
employees; 

mailto:herbertj@mmv.org
mailto:ramalhoa@mmv.org
mailto:herbertj@mmv.org
mailto:ramalhoa@mmv.org
http://deliver.jsi.com/
http://www.mmv.org/
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iii. The resumes/CV of the management team. 

c) Additional information about your current level of activity, interest and expertise in the 
development of SP tablets for IPTp that is not already provided elsewhere (see list of 
requested information in Form D). 

 

We encourage Responders to provide additional information as relevant. For example, 
for those companies that have not previously considered WHO pre-qualification of SP 
finished product or API,  or African-based companies striving to achieve international 
GMP compliance, please provide information on your plans for achieving GMP 
compliance and, where appropriate, the status of review for WHO pre-qualification of 
another product or your development plan for doing so.  

MMV reserves the right to request additional information from Responders either in 
writing or via teleconference (will be via invitation and dates to be advised, but currently 
anticipated to occur during the week commencing May 23rd 2017. 
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ANNEX: FORMS 

 

 

INFORMATION AND INSTRUCTIONS: 

It is in your interest to answer these forms completely. All responses must be typed into this 
form in the spaces provided (please use the ‘Enter’/ ‘Return’ key to continue writing on the 
next line). The completed forms should be submitted to MMV electronically, preferably as a 
PDF document.  

Answers to the questions in Form D and any additional information that is relevant should be 
provided as supplemental pages to your response. 
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FORM A: RESPONSE TO REQUEST FOR INFORMATION 
 
This form must be completed, signed and returned to MMV. 
 
DECLARATION 
We, the undersigned, having read the Request for Information (RFI) - MMV-2017-SP-IPTp 
submit our response, which includes the information requested in Section 5. We confirm that 
all the information provided is true. 

We understand that issue of the RFI by MMV and submission of our response is not a 
commitment by either party to enter into any discussions or collaboration.  

This RFI and any responses thereto shall be the property of MMV. 

 

Name of authorized representative:      � 

Title:      � 

Signature:      � 

Date:      � 

Company name:      � 

Postal Address:      � 

Telephone No.:      � 

Email Address:      � 
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FORM B: BUSINESS INFORMATION 
 

 
Company name      � 

Legal entity/ 
ownership 

     � 

Brief history and 
decription 

     � 

    

Revenue and 
staffing 

2014 2015 2016 

Revenue (USD)      �      �      � 

Staffing (end year)      �      �      � 

Number of staff 
(whole company) 

     �      �      � 

Number of staff 
(R&D) 

     �      �      � 

Number of staff 
(Quality) 

     �      �      � 

Number of staff 
(Manufacturing) 

     �      �      � 

Number of staff 
(Sales) 

     �      �      � 

 
  African presence 

Manufacturing sites 
(e.g. API and /or 
finished product) 

     � 

Countries with 
registered offices – 
Sales & Regulatory 
capacity (Please list) 

     � 

Countries where 
represented by local 
distributors (Please 
list) 

     � 
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FORM C: PRODUCT INFORMATION 
Anti-malarial products and APIs, registered and in development 

Product Trade Dosage Shelf-life in Annual Regulatory approval GMP regulatory inspection facility Submitted to 
 name form of 

FPP 
climatic zone 

IVb 
capacity SRA WHO 

PQ1 
Country 

(Please list) 
SRA WHO PQ Other 

(Please list) 
WHO PQ for 

review (status) 

     �      �      �      �      �        �        �      � 

     �      �      �      �      �        �        �      � 

     �      �      �      �      �        �        �      � 

     �      �      �      �      �        �        �      � 

     �      �      �      �      �        �        �      � 

     �      �      �      �      �        �        �      � 

     �      �      �      �      �        �        �      � 

     �      �      �      �      �        �        �      � 

     �      �      �      �      �        �        �      � 

     �      �      �      �      �        �        �      � 

     �      �      �      �      �        �        �      � 

     �      �      �      �      �        �        �      � 

     �      �      �      �      �        �        �      � 

1 WHO prequalification 
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Other finished pharmaceutical products (FPP) and APIs with SRA approval or WHO Prequalification 

Product Trade Indication Dosage Shelf-life in Annual Regulatory approval GMP regulatory inspection facility Submitted to 
 name  form climatic zone 

IVb 
capacity SRA WHO 

PQ1 
Country 

(Please list) 
SRA WHO 

PQ 
Other 

(Please list) 
WHO PQ for 

review (status) 

     �      �      �      �      �      �        �        �      � 

     �      �      �      �      �      �        �        �      � 

     �      �      �      �      �      �        �        �      � 

     �      �      �      �      �      �        �        �      � 

     �      �      �      �      �      �        �        �      � 

     �      �      �      �      �      �        �        �      � 

     �      �      �      �      �      �        �        �      � 

     �      �      �      �      �      �        �        �      � 

     �      �      �      �      �      �        �        �      � 

     �      �       �      �      �        �        �      � 

1 WHO prequalification
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FORM D: INFORMATION ABOUT SULFADOXINE PYRIMETHAMINE, AND 
SULFADOXINE AND PYRIMETHAMINE APIS –  
We would like to understand your current level of activity, interest and expertise related 
specifically to manufacture of SP finished product and drug substance. Please provide answers 
to the following questions as relevant to your manufacturing capacity:  

 
1. Drug Product 
a) Does your company currently manufacture SP?  

i) In what dosage form (tablet, dispersible etc.) and in which strengths?  
ii) In which countries is your product registered and/or marketed? 
iii) How long have you been manufacturing SP?  
iv) What are your current plans to obtain WHO PQ for your SP product? 

 

 

2. Drug Substance 
a) Do you manufacture sulfadoxine and pyrimethamine APIs in house? 

i) If you answered ‘yes’ to this question, from which suppliers / countries do you  
purchase the raw materials for API manufacture  

ii) If you answered ‘no’ to this question, please provide details of the suppliers / 
countries of the individual APIs. 

b) For sulfadoxine API, do you, or does your supplier, hold a GMP certificate for the 
manufacture of this API?   

c) Please comment on the route of synthesis – is it a ‘N-1’ process or ‘N-3’ process? 
d) What are your plans to obtain WHO PQ for drug substance? 

 

3.  Plans for future development 
a) If you do not currently manufacture SP or S or P, please describe in some detail, 

including fit with your company strategy, your plans to develop SP and/ or S and P 
APIs? 

b) What are the main risks that you anticipate in the development of a SP tablet and its 
subsequent WHO pre-qualification process? 

c) Describe the type of support that you believe an organisation like MMV may be able to 
provide in ensuring an adequate supply of WHO-prequalified SP tablets appropriate for 
use in IPTp. 

 


