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INTERAGENCY PHARMACEUTICAL PRODUCT QUESTIONNAIRE   

Note for the applicant: Please note that the information in this questionnaire can be shared confidentially among WHO, ICRC, MSF and UNICEF for procurement purposes. If you have any objection, please indicate to the relevant agency that you are dealing with.

I. Product identification

- Active Pharmaceutical Ingredient(s) (use INN if any):

…………..……………………………………………………………………………………………………………...…

- Generic name of the product:

…..……………………………………………………….………………………………………….……………………..

- Trade name (if any):

………………………………………………………………………………………….………………………………

- Dosage form:




( Tablets
( Capsules
( Injectable
( Syrups/oral liquids

( Other: (Please specify) ………………………………………………………………………………………...

- Strength per dosage unit: 

…………………………………………………………………………….………………………….

- Route of administration:


( Oral 
(  I.M.
(  I.V.
( S.C.



( Other (Please specify)

- Please provide the formulation of the product (complete qualitative and quantitative composition including active ingredient(s) and excipients).
- Description and materials used for primary packaging
 and pack size (quantity of dosage-form units per pack):  ………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………….…………………………………………………………….

- Pack size and Description of secondary packaging materials:

………………………………………………………………………….……………………………

- Please provide a flow diagram describing the manufacturing and control processes with relevant parameters.
II. Manufacturer identification  
- Name, address and activities of the manufacturer and manufacturing site(s) (or contract manufacturer(s)):

	Name of Manufacturer, Contract Manufacturer if any
	Reference of manufacturing license, date and expiry date, if any


	Physical address.

Please specify Units, if existing
	Telephone number, Facsimile number and e-mail contact details
	Activity (e.g. packaging)

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


- Please provide the date of the last inspection/audit of  manufacturing sites performed by one  or more of the following organization(s):  WHO Pre-Qualification Program Geneva, the UNICEF Supply Division Copenhagen, MSF, the ICRC Geneva, or by any PIC/S members or US FDA.
Name of agency: …………………… …………………………………………………………………………………


Date and outcome of inspection:  ……………………………………………………………………………………
III.  Supplier identification  (to be filled in if not identical to that indicated in question II)
Name: ……………………………………………………………………………………………….…………………...

Address: ……………………………………………………………………………………………….………………....

…………………………………………………………………………………………………………..…….…………...

Telephone number:  ………………………………………………………….………………………………………

Facsimile number:…………………………………………………………………………………………………….…

E-mail contact details (including full name of contact person): ……………………………………….….…………

Link with the product:


( Marketing license holder      
( Distributor

( Manufacturer 


( Other ( please specify)………………….

IV. Regulatory situation (licensing status)

1. In the country of manufacture 

· Product registered and currently marketed. 

License n°……………………………………………....

· Product registered for marketing in the country of manufacturing but not currently marketed. 

License n°……………………………………………….

· Product registered for export only. 

License n°……………………………………………….

· Product not registered  (please clarify):………………………………………………………………………………………
……………………………………………………………………..……………………………………………………………….
- Please attach a Certificate of Pharmaceutical Product (CPP) according to the WHO Certification Scheme (WHO Technical Report Series No. 863. Earlier version is not acceptable).

- If CPP cannot be obtained from the National Drug Regulatory (NDR), please state the reason and send equivalent document if any: …………………………………………………………………………………………

……………………………………………………………………………………………………………………………..

2. In other countries

List other countries where the product is registered and is currently marketed (please provide registration number).
…………………………………………………………………………………………………………………………..

……………………………………………………………………………………………………………………………..

V. WHO Pre-Qualification  status, if applicable
This product is pre-qualified by the World Health Organization Pre-Qualification program (WHO PQ).

( Yes       

     If yes: Please attach a copy of the relevant WHO PQ  approval  letter signed by your company

· No


· Submitted for prequalification:  indicate date  of submission , WHO  acceptance  letter for  product dossier  review  mentioning  the WHO reference number assigned by WHO for this specific product  

VI. Finished product specification

· BP Edition ………….…


· USP Edition………

· International Pharmacopoeia Edition

· Other: ………………………………………………………………………………………………… 
Please attach a copy of the internal finished product specifications.

· Specifications additional to those in the pharmacopoeia referred to above   (e.g. dissolution, syringeability):
…………………………………………………………………………………………………………..

- Please attach a copy of the certificate of analysis for the 3 last batches released.
- If specifications are in house specifications, different from BP, USP and Int Ph, attach also validated analytical methods. 

- Have the manufacturing methods for each standard batch size been validated?

( Yes


(  No
 

 If no, please clarify

 ………………………………………………………………………………………………………………………………………….

- List the validated standard batch size quantities: 

………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………...

VII. 
Stability of Finished Product

1. Stability testing data available: 

( Yes


( No
Please provide the protocol and  the report  for accelerated and real time stability  testing including: type and material of container, conditions (temperature/relative humidity/duration of stability study) number of batches involved in the study, batch sizes for each lot tested, date of beginning of the study………………..) and study conclusions.

2.  Was the stability testing done on a product of the same formula, manufactured on the same site and packed in the same packaging material as the product that will be supplied?
( Yes
                       ( No


If no, 

· Describe the differences: ……………………………………………..

3.  Do you have on going stability data for this product? 


( Yes                           
( No

4.   Shelf-life as it appears on packaging:


( 2 years
( 3 years 
( 4 years  
( 5 years


Other: ……………………..……...

5. Storage conditions, as they appear on packaging, based on stability study (e.g. «Do not store above 30°C - Protect from light»): 

……………………………………………………………………………………………………………………………..……………………………………………………………………………………………………………..………….….

VIII. Samples of Finished Product  and insert information

- You are required to please provide a sample of the finished product(s) offered, and relevant inserts/leaflets (If you cannot submit any of the above with the questionnaire, please state why not and when you will do so).
- Shelf-life on the sample: 
( 2 years
( 3 years 
( 4 years  
( 5 years
Other: ……………...

- Storage conditions on the sample (e.g. «Do not store above  30°C - Protect from light»): 

……………………………………………………………………………………………………………………………..

………………………………………………………………………………………………………………………….….

- Label language (please attach a copy): 


( Bilingual English/French 
( English 
( French
( Other:…………………………

- Package insert:

(  Yes
(attach a copy)

( No     

IX. Therapeutic Equivalence 

( 1. Demonstrated 



( a) by in vivo bioequivalence studies
Reference product (name, manufacturer):………………….…………………………
…………………..

Number of volunteers: ………………………………………………………………………………
….…..

CRO Name and country of study: …………………………………………………………………
………..

Year of study:……………………………………………………………………………………………….….

Bio batch size: …
………………………………………………………………………….

Bio batch number:


Bio batch API(s) source(s):…
………

( b) by comparative in vitro dissolution tests 



- 
Reference product (name, manufacturer): .……………
……………………………….

- 
According to conditions described in WHO BCS classification document (WHO Technical Report Series N°937): 




( Yes
(  No

( c) by another method claimed by the supplier/manufacturer to be appropriate (please describe 


briefly):…………………………………………………..………………………………………………


………………………………………………………………………………………………………….

( 2.  not demonstrated



( 3.  not relevant, please explain why:



Provide a copy of the report of the proof of therapeutic equivalence (BE study, comparative dissolution profile, dissolution tests, other…). 

The product used in the trial or test is essentially the same as the one that will be supplied (same materials from the same suppliers, same formula, and same manufacturing method).



( Yes
(  No

If no, explain what are the differences: ……………………………………………………………………………..

X. Active Pharmaceutical Ingredients(s) (APIs)

(In case of more than one active ingredient or more than 1 manufacturer is used, please replicate this section)

API used (in INN if any):

1. Manufacturer

· Manufacturer  (name, physical address + country)/ Manufacturing site (please list all alternative sources) …………………………………………………………………………………
· GMP certificate from  the country of origin: attach a copy of the GMP certificate if available
……………………………………………………………
……………….………….

· Date and outcome of the last inspection of  API manufacturing sites performed by one of the following organizations:  WHO Pre-Qualification Program Geneva, EDQM , US FDA , PIC/S members, if available.
2. Specifications
· Specifications and standard test methods exist for this API:



( 
Yes
                                
(  No



Attach a copy of the API(s ) specifications

· API specifications:


( BP
( USP
( Ph.Eur.
( International Pharmacopoeia


( Other Pharmacopoeia 


( No Pharmacopoeia monograph exists*

* If there is no monograph in a recognized Pharmacopoeia, then validated analytical methods should be provided in addition to In House specifications. 

3. Certificate of Analysis

Please provide a copy of the certificate of analysis of the API from the API manufacturer as well as from the FP manufacturer.


 ……………………………………………………………
………………………………

4. Suitability of monograph for API

Are you in possession, for this API of the following information:


(  Certificate of suitability to the European Pharmacopoeia (CEP):  



please attach a copy of the CEP  and its annexes.
. 


Certificate N°: 
………………………………………………………………….………………… 


(  the open part of Drug Master File (DMF) registered in: 


(country) ………………………………




(  a Technical File:        



( Yes   (  No
XI. Commitment

I, the undersigned, ………………………………….…………………………………………………
….,

(position in the company, e.g. General Manager, Authorized Person, Responsible Pharmacist), acting as responsible for the company……………………………………………(name of the company), certify that the information provided (above) is correct and true,

(if the product is marketed in the country of origin, tick the adequate following box) 

( 
and I certify that the product offered is identical in all aspects of manufacturing and quality to that marketed in ……………………………………..(country of origin), including formulation, method and site of manufacture, sources of active and excipient starting materials, quality control of the product and starting material, packaging, shelf-life and product information.

( 
and I certify that the product offered is identical to that marketed in ……………………..(name of country), except: ………………………………………………………………………………
……..


……………………………………………………………………………………
………………

(e.g. formulation, method and site of manufacture, sources of active and excipient starting materials, quality control of the finished product and starting material, packaging, shelf-life, indications, product information) 

If any changes occur to the information after the submission of this product questionnaire, the manufacturer/supplier undertakes to provide the relevant update as soon as possible.

Date:……………………………


Signature: ………………………………………………

Annex:  List of documents provided

· Formulation of the product (complete qualitative and quantitative composition including active ingredient(s) and excipients

· Flow diagram describing the manufacturing and control processes with relevant parameters

· Certificate of Pharmaceutical Product (CPP) according to the WHO Certification Scheme

· Copy of the relevant WHO Pre-qualification approval letter signed by your company

· WHO acceptance letter for  product dossier review mentioning the WHO reference number assigned by WHO for this specific product  

· Copy of internal finished product specifications

· Copy of the certificate of analysis for the 3 last batches released

· Validated analytical methods if specifications for finished product  are in house specifications, different from BP, USP and Int Ph. 

· Protocol and report for accelerated and real time stability testing 
· Sample of the finished product(s) offered

· Label artwork 

· Package insert/leaflet

· Copy of the report of the proof of therapeutic equivalence (BE study, comparative dissolution profile, dissolution tests, other…).

· GMP certificate(s) of API manufacturing site
· Copy of internal API specifications
·  Validated analytical methods in case of in house API specifications
· Copy of the certificate(s) of analysis of the API from the API manufacturer as well as from the FP manufacturer

· Copy of the Certificate of suitability to the European Pharmacopoeia CEP and its annexes. 

�  e.g. HDPE bottle, Alu-Alu strip, neutral glass vial�





� WHO Prequalification website link: http://healthtech.who.int/pq/
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