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QUESTIONNAIRE (V3)
For obtaining information on the technical proficiency of Quality Control Drug Testing Laboratory for Global Fund quality monitoring activities. 

A. Background:
The Global Fund to Fight AIDS, Tuberculosis and Malaria (the Global Fund) is a unique global public/private partnership dedicated to attracting and disbursing additional resources to prevent and treat HIV/AIDS, tuberculosis and malaria. Global Fund grants in more than 140 countries are used to procure health commodities. 

At its 18th Board meeting in November 2008, the Global Fund approved the revised Quality Assurance Policy for Pharmaceutical Products (the QA Policy)
 which sets out the requirements for monitoring the quality of all Finished Pharmaceutical Products (FPPs) procured with Global Fund grant funds. The relevant paragraphs of the QA Policy regarding quality control are reproduced in the Annex attached to this document.  
In accordance with the QA Policy, the Global Fund requires that the quality of all ‘Finished Pharmaceutical Products’ procured with Global Fund resources is monitored on a randomized basis:

· The Global Fund secretariat is responsible for the pre-shipment quality control testing of FPPs recommended for use by the Expert Review panel.  The quality control on the pre-shipment consignment is performed by an independent Quality Control drug testing laboratory that is contracted by Global Fund Secretariat once in 2 years through competitive tendering.

· Principal Recipients (PR) are responsible for the quality control of products in the country of use. For the Quality Control drug testing of FPPs in the country, the PRs should select a QC drug testing laboratory that meets the criteria defined in QA policy paragraphs 26 and 27 (see the Annex to this document).
B. Aim of this document:

The Global Fund secretariat is drawing up a list of well-established ISO 17025 certified quality control drug testing laboratories that have the required technical expertise and meet the Global Fund’s minimum requirements as set out in the QA Policy.  This list will be made available to PRs on the Global Fund’s website.  PRs can then use this list as a reference for the selection of appropriate laboratories to conduct routine quality monitoring activities on FPPs procured with Global Fund grant funds in the country of use, in accordance with the Global Fund QA policy.
The aim of this questionnaire is to obtain information about the laboratory to determine whether it meets the Global Fund’s minimum requirements and can be included on the list to be published on the Global Fund’s website.
C. Requirements for Quality Control Drug Testing laboratory:
The minimum requirements for the QC drug testing laboratory are as follows:
1. The laboratory is 
(a) WHO prequalified and listed on the WHO website; and/or 
(b) ISO/IEC 17025 accredited for the required scope of drug testing.

2. The QC drug testing laboratory should be adequately equipped with appropriate equipment to undertake the quality tests as per the pharmacopoeias (see point C.4 below) or as per manufacturer’s specifications (see point C.5 below) as the case may be. 
3. The minimum tests required to be performed will be: 
a) Appearance, Identification

b) Related substances, water content
c) Assay

d) Disintegration and or dissolution tests

e) Uniformity of weight

f) pH and microbial limits for solutions

g) Sterility and bacterial endo-toxins test for injectables.

4. The QC drug testing laboratory should have the technical capabilities to undertake tests as specified in the monograph of B.P, U.S.P, and Int. Pharmacopoeia. 

5. The QC drug testing laboratory should have the technical capability to adopt the in-house specifications for testing as provided by the manufacturer for non compendial products. The QC drug testing laboratory should be in a position to perform the method transfer process to validate the in-house method provided by the manufacturer. 

6. The QC laboratory should be testing Anti-retroviral, anti-Tuberculosis and anti-malarial drugs on routine basis.

7. The organization that awarded the accreditation should be recognized internationally, like for example, a member of ILAC, and the like.

WHO Prequalified quality control drug testing laboratories are acceptable for Global Fund-required quality monitoring activities and the list of these laboratories can be obtained from the WHO website: 

http://www.who.int/prequal/lists/PQ_QCLabsList.pdf
D. Documents to be provided to Global Fund for consideration:
If interested in applying to have your laboratory considered for inclusion on the list, please provide the following documents to the Global Fund:

1. The WHO prequalified Quality Control Drug testing Laboratories to send the letter on prequalification from WHO Prequalification of Medicine Programme, Geneva, for record. 
2. The QC drug testing laboratories that are ISO 17025 certified to send the copy of the ISO certificate (current/valid). 
3. The questionnaire duly filled by all laboratories (in annex of this document). 
4. An expression of interest for inclusion in the Global Fund list for all laboratories. 
5.  In addition to the above, participation in any proficiency testing scheme (PTS) conducted by any prominent national or international organisation like WHO, any Stringent Regulatory Authority, EDQM  or a professional association like FIP should be provided in order to show that the QC drug testing laboratory is capable of undertaking all tests mentioned under C.3 (page2).
Please send these documents to: (Please scan and send by email)

Alain Prat
Quality assurance Specialist

Grant Management Support

The Global Fund to Fight AIDS, Tuberculosis and Malaria

Chemin de Blandonnet 8 | 1214 Vernier - Geneva, Switzerland

Tel: +41 58 791 1758; Mobile: +41 79 453 16 82

Alain.Prat@theglobalfund.org
Annex

Extracts from the Global Fund’s Quality Assurance Policy
http://www.theglobalfund.org/en/procurement/quality/pharmaceutical/#General
Following is the reproduction of the salient point from the policy:

MONITORING PRODUCT QUALITY 
24. The quality of FPPs procured with Global Fund grant funds must be monitored. The cost of conducting quality control activities may be budgeted for in the Global Fund grant. PRs must submit to the Global Fund the results of quality control tests, which may be made publicly available by the Global Fund. 

For All FPPs 
25. In collaboration with NDRAs, PRs must ensure that random samples of FPPs are obtained at different points in the supply chain - from initial receipt of the FPPs in-country to delivery to end-users/patients - for the purpose of monitoring the quality of such FPPs (including quality control testing). 

26. Such samples must be sent to NDRA laboratories or NDRA Recognized Laboratories or WHO Prequalified Laboratories or Global Fund contracted laboratory (ies) for quality control testing. 

27. To ensure the NDRA Laboratories or NDRA Recognized Laboratories have adequate capacity for full pharmacopoeial testing, they must meet one of the following criteria: 

(i) Prequalified by WHO Pre-qualification Programme, or 

(ii) Accredited in accordance with ISO17025’. 

For FPPs Recommended for Use by the ERP

30.  When a PR procures an FPP that has been recommended for use by the ERP, the Global Fund will make the necessary arrangements for randomly selected samples of the FPP to be tested for quality control purposes, in accordance with advice provided by the ERP, prior to the delivery of that FPP by the manufacturer to the PR or other designated recipient.  The PR will ensure that its contract with the manufacturer affords the Global Fund and its authorized agents with access rights that would allow for such sampling to be undertaken. The cost of the sampling and testing of the FPP will be borne by the Global Fund.
Questionnaire
(V3.2015-04-01)

· All questions are to be filled in by ISO 17025 certified QC drug testing laboratories. 
· WHO prequalified QC drug testing labs need to answer only ‘D’ of the questionnaire.
ONLY QC drug testing laboratories that fulfill all the requirements stated under Section ‘C’ (page-2) and wish to be listed on the Global Fund website for the purposes explained above are required to complete the questionnaire below. It is emphasized that participation in this process is voluntary. Documents provided to the Global Fund secretariat will be reviewed by the Global Fund Quality Assurance and Data Management team. The documents will be archived in the Global Fund Secretariat and will be kept confidential. 

	Brief introduction about your Laboratory profile in a few lines:




A/ Details of the QC Drug Testing laboratory
	i) Name of the QC lab 
	

	ii) Date of inception of the Laboratory:
	

	iii) Postal address:
	

	iv) Contact Telephone /Fax number:
	

	v) Registration number: 
	

	vi) Validity period of the registration:
	

	vii) Name of the agency registered with:
	

	viii) Address, Tel number of the agency: 
	

	ix) Name of the responsible officer at the QC Lab:
	

	x) Email address of the responsible officer:
	


B/Details of inspection/certification 
	i) ISO 17025 certificate number, date of issue and date of validity
Please provide a copy of the relevant certificates (both national and ISO17025) for the record including the scope of accreditation
	

	ii) Name and address of the accreditation body
	

	iii) Is the accreditation agency recognized internationally?
	YES  NO 

	Please provide details of last inspections/audits 
	


	Apart from ISO certification, has the QC lab been inspected/audited by any Stringent Regulatory Agency, PIC/s Members, EDQM and other agency including WHO? 

If YES please provide a copy of the valid certificates and if possible the inspection report.
	YES  NO 

	-If NO, has the QC lab applied for any inspection? 

	YES  NO 

	-If NO has the QC lab intended to apply in the near future?  
	YES  NO 


C/Types of quality control tests 
1. Physical/Chemical analysis 
	i) pH, 

	YES  NO 

	ii) Water content,
	YES  NO 

	iii) Loss on drying, 

	YES  NO 

	iv) Friability, 

	YES  NO 

	v) Disintegration time,
	YES  NO 

	vi) Tablet hardness, 

	YES  NO 

	vii) Dissolution,
	YES  NO 

	viii) Atomic Absorption Spectrophotometry,
	YES  NO 

	ix) Viscosity, 

	YES  NO 

	x) Density,
	YES  NO 

	xi) Dimensions
	YES  NO 


List any other tests that are being performed apart from above:

2. Identification:
	i) Infra Red, 

	YES  NO 

	ii) Thin Layer Chromatography,
	YES  NO 

	iii) High Performance Liquid Chromatography
	YES  NO 

	iv) Atomic Absorption Spectrophotometry
	YES  NO 

	v) Spectrophotometry 

	YES  NO 

	vi) Basic tests


	YES  NO 


List any other instruments used for identification apart from above:

3. Assay, impurities and related substances 
	i) High Performance Liquid Chromatography
	YES  NO 

	ii) UV-VIS Spectrophotometry

	YES  NO 

	iii) Diode-array detector (DAD)

	YES  NO 

	iv) RI detection
	YES  NO 

	v) Gas Chromatography


	YES  NO 

	vi) Ultra Violet Spectrophotometry


	YES  NO 

	vii) Atomic Absorption Spectrophotometry

	YES  NO 

	viii) Fourier transform infrared spectroscopy

	YES  NO 

	ix) Volumetric titrations

	YES  NO 

	x) Determination of related substances and impurities.
	YES  NO 


List any other instruments used for assay, impurities and related substances apart from above. 

4. Microbiological tests:
	i) Sterility testing
	YES  NO 

	ii) Endotoxins test (LAL)
	YES  NO 

	iii) Microbial purity/count
	YES  NO 

	iv) Microbial assay
	YES  NO 


D/ Participation in any Proficiency Testing Scheme (PTS)
	i) Did the laboratory participate in any PTS during the last 3 years period?  
	YES  NO 

	If ‘NO’ is there any plan to participate in PTS?-Explain
	YES  NO 

	If ‘YES’ please proceed further below and provide the following information in a tabulated format
	

	ii) Name of the organizations that conducted the PTS:
	

	iii) For each of the organization, the title of the proficiency testing:
	

	iv) For each testing, the conclusion of the testing: (Please explain)

Please provide copy of the letter(s) and conclusion report(s) with the identification code of your laboratory.
	

	v) Has any change in method of testing or instrumentation been made after the successful completion of PTS activity?

If YES, please provide the details. In addition please explain if the changes have been validated as per GMP required norms.
	YES  NO 


E/ Independence, Impartiality and Confidentiality
	i)Does the laboratory have arrangements in place to ensure that its management and personnel are free from any undue internal and external commercial, financial and other pressures and influences that may adversely affect the quality of their work?
	YES  NO 

	ii)Does the laboratory have policies and procedures in place to avoid involvement in any activities that would diminish confidence in its competence, impartiality, judgement or operational integrity
	YES  NO 

	Please further specify your answers (e.g. no direct contracts with industry, fees fixed by law etc.) 


	iii)Is confidentiality of external documents guaranteed?
	YES  NO 

	Please further specify your answers



F/ Specific information on the quality management system
	i). Please provide the procedure that your laboratory follows in dealing with results that demonstrate that the product does not meet the relevant specifications:


	ii). Please provide the procedure that your laboratory follows conduct the transfer of methods to your organization

	iii). Please provide the procedure that your laboratory follows conduct the validation of methods to your organization

	iv). Are third parties involved in the laboratory services you offer? 

If yes, please specify tasks and responsibilities


G/ Field of activities 

	1.Please indicate in which of the following testing activities the laboratory is involved regarding medicinal product:


	

	i) Market Surveillance Studies (MSS) 
	YES  NO 

	ii)API testing 
	YES  NO 

	iii)Counterfeit / illegal product testing (enforcement analysis) 
	YES  NO 

	iv)Analysis of suspected defective medicines 
	YES  NO 

	v)Pre-authorisation testing (testing during licensing or variation applications) 
	YES  NO 

	vi)Test on importation 
	YES  NO 

	vii)Others (please specify) 
	


	2.Please indicate which Pharmacopoeia the laboratory have the technical capabilities to undertake:


	

	i)British Pharmacopeia (B.P.)
	YES  NO 

	ii)United States Pharmacopeia (U.S.P.) 
	YES  NO 

	iii)European Pharmacopoeia (E.P.)
	YES  NO 

	iv)International Pharmacopoeia (Int.P)
	YES  NO 

	v)Others (please specify) 
	


	3.Please provide statistical data of types of finished pharmaceutical products tested (like ARVs, antiTuberculosis, antiMalarials, etc), number of products tested by type in the previous 1 or 2 years period, number of products not conforming to specifications.

(You may provide your response in a separate annex to this questionnaire if you prefer).



	4.Please mention any other information that may be relevant, such as achievements made, special accreditation received from any prominent institution etc.



Additional information required on non pharmaceutical products that are also being funded by Global Fund. 

	i) Condom testing undertaken

If YES Please indicate the test methods (specification) used
	YES  NO 

	ii) Long Lasting Insecticide bed nets undertaken

If YES Please indicate the test methods (specification) used
	YES  NO 

	iii) Rapid Diagnostic test kit testing undertaken:


If YES Please indicate the test methods (specification) used for each type of RDT) HIV, Malaria, TB, etc) used.
	YES  NO 


IMPORTANT NOTE:

· Any application that does not meet the requirements set out under Section ‘C’ (page-2) will not be considered. The Global Fund will not notify the applicant of the reasons for rejection of the application.
· PRs remain responsible for the selection of a QC drug testing laboratory that meets the Global Fund’s minimum requirements.  Being included on the list does not provide any guarantee of selection. 

· The list is intended to facilitate the PRs’ efforts to meet the Global Fund’s quality control requirements.  However, the list is not intended to be comprehensive and the PR may choose to select a laboratory that is not on the list as long as the laboratory meets the Global Fund’s minimum requirements.

· Once included on the list, the QC drug testing laboratory will be required to notify the Global Fund immediately of any change resulting from any future inspections by the appropriate authorities.  This notification requirement applies to all laboratories on the list, including any laboratory that is WHO prequalified. 
· The list is being created and published on the Global Fund website solely for the purpose of facilitating the PRs’ selection of appropriately qualified laboratories to conduct required quality control testing. Being included on the list, does not imply any endorsement by the Global Fund of the laboratory. The QC drug testing laboratory will not hold itself or its services out as having been endorsed by the Global Fund. The Global Fund is not responsible for and does not have any liability in respect of the inclusion of a laboratory on the list published on the website. The Global Fund reserves the right to remove any laboratory that is implying that it or its services have been endorsed by the Global Fund.
By signing this document:

· you certify that the information contained in this document is complete and correct;

· you agree to notify the Global Fund immediately of any material change in the status of the laboratory or in the information provided in this document; and

· you acknowledge and agree with each of the disclaimers set out in the “Important Note” above.

Signature of an authorized representative of the QC Drug Testing Lab:
Full Name:
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