Quality Assurance Plan for medicines funded by the Global Fund
INTRODUCTION

The Global Fund Quality policy for medicines, http://www.theglobalfund.org/documents/psm/Annex1-%20FullTextRevisedQualityAssurancePolicy_en.pdf, underlines the responsibility of the principal recipient (PR) to monitor the quality of pharmaceuticals, from the moment of purchase up to consumption by the end user/patient. This responsibility triggers a number of measures and actions to ensure product quality all along the in-country supply chain. 
This document does not seek to describe the supply chain as a whole, but focuses on quality aspects throughout the supply chain. 
The purpose of quality assurance is to ensure adequate storage, transport and distribution conditions for pharmaceuticals from the manufacturer up to the end user so that the quality of the products will not be affected through the supply chain but also covers aspects related to rational prescribing, pharmacovigilance and pharmaceutical waste management; the latter influence quality of treatment and of the drugs circulating in the country. 

The Quality Assurance Plan (QAP) will cover the following aspects:
1   Supply Sourcing

2   Transport requirements

3   Transit

4   Receiving

5   Quality control of pharmaceuticals and diagnostics

6   Storage at central level

7   Storage at peripheral level

8   Distribution

9   Pharmaceutical waste management

10 Pharmacovigilance

11 Rational drugs use

12 Capacity development 

13 Roles and responsibilities for medicines quality assurance

14 Financing

Each country may decide to add elements to the plan according to identified needs. In that case the annexes 9 and 10 need to be adjusted accordingly  

1. Supply Sourcing :
All medicines purchased through the Global Fund (GF) grants, such as ARVs, anti-malarials and anti-TB drugs, will be procured from WHO prequalified or other GF approved sources. Other medicines, for which the GF has no approved sourcing mechanism, will be purchased from sources prequalified by procurement agents with a long term agreement (LTA) with UNDP.
UNDP is using LTA’s with companies and agencies specialized in procurement of medicines for GF programs. The quality of pharmaceuticals purchased by these LTA holders is guaranteed by their prequalification systems.
A certificate of analysis will be provided for each batch of medicines supplied to GF programs. 
It is recommended that National Drug Regulatory Authorities (NDRA) and those in charge of procurement of medical products have access to the complete documentation on both product and manufacturer: source of ingredients, batch certificate, GMP, stability tests, conditions of conservation (temperature, humidity).
As a rule suppliers are encouraged to register all drugs procured under global fund grants, waivers will be used typically to avoid interruption of the supply chain.
2. Transport Requirements : 
Temperature sensitive drugs and reagents must be transported by plane or temperature controlled containers while other medicines can be carried using surface (sea/overland) freight.
· For air freight deliveries, UNDP should specify in the purchase order that only a direct route is allowed without “unauthorized” stop-over.

· For sea freight or road transportation, temperature controlled or refrigerated containers will be used to carry temperature sensitive drugs and reagents.

· Rigid, two layer cardboard packaging must be used for transport, be it air, ocean or overland freight. 

· Boxes must be palletized (whenever possible) and covered by a protective film.

3. Transit :
With transit we mean the period of transport/storage after the goods have arrived in the country and before goods have passed all necessary customs and import procedures. In order to minimize the transit storage period, clearing and transit procedures must be initiated before the products reach the country.
It is therefore recommended that steps be taken to:

· Ensure that the UNDP CO has the capacity to correctly manage the transit at the port of entry or sub-contract to a recognized freight forwarding agent.
· Check the storage capacity and conditions in the transit area.

· Use a direct clearing process as much as possible. 
The PR will first undertake an evaluation of the storage conditions in transit as well as a review of the clearing process prior to the signature of a contract for clearing services. This verification should ideally be repeated at least once every six months.
This verification will be done together with an inspector from the national drug regulatory authority.

A monitoring system for transport and transit conditions must be in place before the reception of the goods. The following conditions must be respected by this system:
· Suppliers must ensure that temperature of all shipment of temperature sensitive medicines and medicines supplied by ocean or overland freight are monitored using* temperature recording devices i.e. the so-called “electronic data loggers”.
· Products must be on- and off loaded carefully to avoid any damage in this phase.
Information related to transport and storage conditions are collected/registered upon receipt of the products and included in the receiving documentation.

*Country Offices could include this requirement in each Purchase Order.
4. Receiving :
Upon receipt, each delivery will be checked for:

· Integrity of packages and seals
· Storage conditions during transport and transit (data loggers or equivalent)
· Expiry dates and batch numbers

· Quantities delivered against quantities ordered
· Conformity of dosage, forms, packaging and labeling with the requirements of the purchase order

Sampling will be done, if required, in accordance with the quality control plan and/or sampling plan 
A receiving report should be completed upon each delivery, using the model provided in Annex of this document. A committee will be formed to be responsible for receiving the goods.
The report will be shared with the committee members in charge of goods receiving. 

The following entities should be represented in this committee:
· NDRA
· Program or Sub-Recipient
· PR
· Central medical stores (CMS) or others in charge of central storage.
Any batch sampled for quality testing will be quarantined.
5. Quality Control of medicines

· Quality control laboratories :
The Global Fund only pays for analysis performed by WHO prequalified laboratories and/or other laboratories approved by the GF. The list of by UNDP pre-selected, GF approved laboratories, is provided in Annex 11 of this document.
UNDP has identified a number of quality control laboratories for use by COs. The PR will select two laboratories able to perform quality control tests: the first one to be the reference laboratory and the second one for confirmation of results of quality testing when necessary, or simply as a back-up. The COs’ can use the QC laboratories selected by PSO or do their own competitive process using the GF most recent list of approved GF QC laboratories. 
Annually response time, costing and performance will be evaluated and feedback provided to the laboratories, PRA, PMU and PSO. The selection of laboratories may be confirmed or changed depending on the outcome of the evaluation. 
· Sampling:

For each specimen, the following documentation is required:

A standard information sheet detailing the name and description of the product, its manufacturing site, place of sampling as well as transport and storage conditions of the products before sampling (Annex 1 sample collection form).
Sampling will be done after receipt of the products in the country and in accordance with the national regulations. 

Samples sent for testing are registered by the NDRA and by the PR and test results recorded as soon as the results are obtained (see example in Annex 3).
The following Table is for reference purposes and provides guidance in terms of the number and frequency of batches to be tested for each product category.
	Table 1: % of batches to send for quality control
	
	Nr

	Product category

	%


	1

	Drugs supplied from a WHO prequalified source*

	5  


	2

	Drugs supplied from a "SRA" approved source*

	5


	3

	Sources and products with GMP certificates but not prequalified

	10


	4

	Sources without GMP certificates

	50


	5

	ACT and other temperature sensitive products**
	10-50

	6

	First line anti TB drugs

	10


	7

	Products with past and documented quality issues

	100


	8

	First introduction in the country of destination***
	50



	* The PRs will ensure that at least one of all the batches received in the country for a specific grant, in a year, will be tested as a minimum.

**Depending on the presence or not of data loggers during shipment % may fluctuate from 10 to 50.
***In case where there is only one batch for a product in category 8, it will have to be tested.


	


An annual sampling plan will be prepared based on the list above, (see example in Annex 4).
The assumption is that, in principle, a batch of products is homogenous, and sampling can therefore be done from any box from a batch. During sampling, precautions need to be taken to avoid any contamination of the samples and opened boxes.  It is important to have clean and inert containers available, easy to close and rigid enough to avoid products being damaged or contaminated during transport. The use of gloves is recommended during the sampling process. 
The required number of units, -or size, of the sample is indicated in Table 2 below.
The document “WHO guidelines for sampling of pharmaceutical products and related materials” can be used as a reference.
http://apps.who.int/prequal/info_general/documents/TRS929/WHO_TRS_929-Annex4.pdf
Table 2: Number of units or size of sample per pharmaceutical form
	Nr 
	Pharmaceutical form
	Units

	1
	Tablets, capsules, oral powder
	100

	2
	Powder for injection
	40

	3
	Ampoules and small volume vials
	40

	4
	Eye drops, creams …
	10

	5
	IV solutions
	5

	6
	Syrup, suspension or oral solution
	10

	7
	Sterility tests and endotoxins 
	10 


Sampling will be done by the pharmacist of the PR management unit together with an inspector from the regulatory authority
· Sample forwarding
The Program Management Unit (PMU) is responsible for sending the samples by express courier and in the required temperature and humidity conditions. 
· Monitoring laboratory response time  

The PMU will monitor the response time of the quality control laboratory. The negotiated maximum response time for test results is 10 working days after the receipt of the samples by the laboratory.

· Interpretation of the preliminary results and confirmation of potential negative results.
Preliminary results should be shared with the NDRA. Interpretation and verification of the results will be done by these two partners in collaboration with the quality control laboratory. A confirmation of the second laboratory may be sought in case of doubt. 
Results of the testing will, as a standard, be interpreted using a table called « comparison between the manufacturer’s certificate of analysis and the laboratory results » (see annex 2).
There are four levels of equally important non-conformity, classifying the types of non-conformity and/or risk.
· class I = under-dosing
· class II = complete substitution of the API by another active ingredient or by an inert product.

·  class III = other non-conformities, lack of mass uniformity, disintegration time longer than normal, overdosing, presence of impurities, degraded products and related substances
· class IV = combination of class I and III non-conformities (for products combining two active principal ingredients.

· Quarantine and product recall
The NDRA decides on quarantining products based on the first test results received. Once final results are known, the NDRA may lift the quarantine or, in case of non-conformity, initiate a product recall. 
· Information
Pharmacists from the GF program and the national authorities keep a log of all the analysis results (see an example in annex 3).
Information on non-conformity results will be shared with all the partners in the country, including public health programs, with a notification to be sent to the WHO prequalification program.
UNDP will inform the GF quality assurance unit.

· Follow up measures
If a batch does not pass quality control tests, it is mandatory that all the batches of this product that have been delivered at the same time are tested. At the same time the product will move to category 7 of products having documented past issues. This categorization will remain for a period of two years. As a consequence all batches that arrive in the country will be submitted for quality testing over that period.
The NDRA and the pharmacist of the program/PR will analyze the results and suggest corrective and preventive measures.
The NDRA could reconsider the import license and/or market authorization of the drug to be on the market depending on the seriousness of the quality problem.
Based on information provided by the regulatory authority, the Program will have the opportunity to reconsider the selection of molecules for prevention and treatment of the three major diseases.
Case: Monitoring procedure for medicine quality issues reported by the pharmacovigilance system.

(a) 
Inspect batches with reported quality deficiencies at the site where the report originated and also at all other sites with the same batches 

 
Once the quality problem is confirmed:
(b)
Quarantine products from the batch in all storage sites in the country, label accordingly and with clear visibility to avoid unintentional release
(c) 

Notify the partners, WHO and GF in writing.

(d) 

Supply an alternate batch as soon as possible either from stock on hand or by emergency import from the manufacturer 

(e) 

Recall and dispose of all products that were non-compliant. Release batches of confirmed quality.
6. Storage at central level
A first step is to check the storage capacity at the central medical stores. This verification is done using a standardized supervision form (see example in Annex 5) checking the infrastructure against the storage requirements related to volume, temperature and humidity, as well as standard operating procedures for management, storage and handling of medicines.
Central medical stores must have the following in place:
· Sufficient space and separate areas for receipt, storage, delivery, quarantine and temperature controlled storage.
· Sufficient functional fire extinguishers and/or other equipment and procedures for fire prevention and fighting.

· A security system protecting against theft and pilferage.
· Sufficient space for air circulation in the corridors.
· Ventilation between the pallets racks.
· No boxes directly stacked on the floor.

· A regular cleaning and disinfection system in place for the premises.
All products quarantined must be clearly identified and/or labeled with a bright distinguishing color.
Warehouse assessment will be done once a year during the last quarter of the calendar year and jointly by an inspector from the PRA and a representative from the Global Fund program.
The recommendations of this assessment will be marked in the inspection report and monitored by the PRA and the program management unit. SOP for storage will be part of the assessment and will be confirmed or adapted according to the findings.
Supervision visits will be done ​​twice a year (January and July) jointly by an inspector from the NDRA and a pharmacist from the GF program.
The recommendations of the inspection visit will be marked in the inspection report and monitored by the NDRA and the program management unit.
The program pharmacist determines quality requirements for this level and translates this in the contractual terms for the service provider. The quarterly report on drug management will include a specific section on quality assurance of medicines.

The FEFO, first-expired-first-out, principle will be applied and confirmed in the standard operating procedures (SOPs). Drugs can be distributed from the central level up to three months before their expiry date. A form stating the remaining shelf life of all drugs in stock will be included in the quarterly report. The form will contain product description, quantity in stock, average monthly consumption (AMC) and the expiry date.

Electronic Data Loggers will be used to verify the temperature and humidity conditions in central medical stores. These tools will then be used at each level of the supply chain.
At the central level, the CMS will have at least 5 electronic thermometers to measure and check the temperature in the different storage locations; at least a similar number will be used for monitoring transport conditions.
7. Storage at peripheral levels
Peripheral level storage can be situated at regional and district warehouses, and at health centre storage facilities. 
A first step is to check the storage capacity of these stores. This verification is done using a standardized supervision form (see example in Annex 5) checking the infrastructure against the storage requirements related to volume, temperature and humidity, as well as standard operating procedures for management, storage and handling of medicines. (A similar simplified form can be designed for health facility level based on the one in Annex 5).
The regional warehouses must have:

· Sufficient space and separate areas for receipt, storage, delivery and temperature controlled storage. The space should still be separated into three distinct areas: storage, receipt and delivery in case the regional or district store has only one storage room.

· Sufficient functional fire extinguishers and/or other equipment and procedures for fire prevention and fighting.

· Security measures for protection against theft and pilferage.
· Sufficient space for air circulation in the corridors.
· Ventilation between the pallets racks. 

· No boxes directly stacked on the floor. 
· Thermometers for temperature control.
· A system of regular cleaning and disinfection of the stores.
Quarantined products must be clearly identified and labeled.

The recommendations of the inspection visit will be marked in the inspection report and monitored by the NDRA and the program management unit.
Supervisory visits will be made ​​twice a year (January and July) jointly by an inspector from the NDRA and a pharmacist from the GF program.
Supervision visits will be done at least ​​twice a year at regional level and visits to districts stores will be organized by the program management unit at least once a year. The visits will be done jointly, to the extent practically possible, by an inspector from the NDRA, the regional warehouse pharmacist responsible for the districts and a pharmacist from the GF program. Each visit will be documented; one copy will remain at the level of the supervised entity and others with the supervision team. The program management unit and the NDRA authority will keep a copy of these reports on file.
The program pharmacist determines the minimal quality requirements related to quality assurance at peripheral level and ensures that these are translated in contractual terms for the service provider. The quarterly reports on drug management will include a specific section on monitoring quality assurance of medicines.

The FEFO, first-expired-first-out, principle will be applied and confirmed in the standard operating procedures (SOPs). Drugs can be distributed from the regional level up to two to three months before their expiry date (depending on the frequency of the distribution). A form with remaining shelf life of all drugs in stock will be included in the quarterly report. The form will contain product description, quantity in stock, average monthly consumption (AMC) and the expiry date.

To ensure that adequate conditions of temperature and humidity are maintained and verified, each regional warehouse will use at least two data loggers. Temperature and humidity will be checked at each supervision visit and reported on in the quarterly reports.

The first level test, a visual inspection which consists of a regular visual check of quality of medicines and medical products, is of particular importance for those responsible of inventory management at district and health center levels. This check should cover, among other aspects: 

• Packaging 

• Labeling 

• Batch number and expiration date 

• Nature of the product: liquid, sterile products, latex products etc… 

An example of elements to be verified can be found in Annex 8. 
The visual inspection of the quality is part of the quality assurance system and can be carried out at several levels:

 • Upon receipt of the goods
 • Prior to distribution to districts and health centers
 • Before dispensing to patients

 • After a storage period of more than six months or after storage under adverse conditions (high temperature, strong humidity)
 • During an inventory *
 • For products close to the expiry date
• If drugs are showing signs of deterioration.

* At the time of the inventory, expiry dates are checked and obsolete products removed from the stock.
The inventory is also the time used to visually check the quality of the products in stock. More information about drug inventory procedures can be found in Annex 7.

8. Distribution  

The pharmacist of the PR and/or program checks the compliance with norms and standards for the drugs distribution in the country. He/she defines the requirements for sub-contracted transportation services.

Minimum conditions include:

· The use of direct routes to avoid long exposure to potentially harmful conditions,
· The use of  closed/covered vehicles to avoid direct exposure to sunlight and moisture/water and 
· Specific measures for temperature sensitive drugs. 
The vehicle carrying the drugs should preferably be manned by qualified staff trained on the principles of quality assurance.
A plan will be prepared to monitor the temperature and humidity during transport between central level and the regions. Such a scheme will also be prepared for the next distribution level. Electronic data loggers will be used for such purpose.

Particular attention will be paid to the duration of storage or exposure in premises that are unable to guarantee temperatures below 30 ° C, and to temperature sensitive products. If storage temperature cannot be controlled in the short term, it is recommended that buffer stock levels be reduced for peripheral level stores and increased at the central level with an increase in the frequency of deliveries.
9. Pharmaceutical waste management
Pharmaceutical waste management will observe the following steps. The process will be monitored by the Inspection Service of the NDRA, which will provide or develop more detailed SOPs.
a) Collect all drugs for disposal (e.g. expired, damaged products or tested non-compliant) coming from Global Fund Programs. This is done through product recall, during supervision visits and through planned collection visits.
b) Coordinate, through the central medical stores, to collect expired, damaged or non-compliant products purchased for GF programs.
c) Prepare a detailed list (description, batch number, expiry date, and cost, where possible) of all drugs for disposal.
d) Ensure safe custody of the expired pharmaceuticals and other health commodities  until disposal (collect from health facilities, issue a returned goods voucher, quarantine and label)

e) Obtain approval of GF for destruction.
f) Request authorization for the destruction from the Ministry of Health.
g) Incinerate or use any other method of disposal, following preferably WHO recommendations, depending on the facilities available in country.

h) Obtain a destruction certificate signed by the NDRA and other partners involved. 
i) Inform the GF of problems related to the disposal (example lack of incinerator) and propose solutions.
j) Prepare a disposal report with the quantities of products, the reasons for expiry and/or disposal, and measures taken to avoid similar situations in the future.

k) Develop measures and actions to reduce the quantity of products to be destroyed.
For each country, it will be important to identify a site for disposal of the drugs, provide an incinerator and the SOP for its operations and establish a mechanism to sustain the operation of this incinerator.
10. Pharmacovigilance
There is no operational reporting system for drug side effects and effectiveness of treatments in most of the countries where UNDP assumes the role of PR. Annex 6 provides a number of elements that can be used in a pharmacovigilance (PV) system.
Piloting Pharmacovigilance for pharmaceuticals used in GF health programs and/or in sentinel sites can be used to test and start up or strengthen PV in the country.
 A first step is the preparation of a pharmacovigilance reporting form and a form recording any drug quality issues.

Drug quality issues need to be reported through a form (example in Annex 6.1) with the following data:
Patient data: identification, sex, age, birth date, weight, height, address, medical history, etc.

Drugs used: name, dosage, mode of administration, start and end of the treatment, indication etc..., for the suspected as well as others drugs used.
Adverse effects: description, date of appearance, evolution ..., to be accompanied wherever possible by hospitalization records, medical correspondence, results of medical exams etc...
The person notifying the adverse effect: name, address, occupation, etc.


A pharmacovigilance reporting form should collect information as described in Annex 6.2.
It is important to note that this process also allows collecting adverse effects resulting from:

 • Use during pregnancy or breastfeeding

 • A drug interaction

 • Loss of efficiency

The NDRA will collect those data on a regular basis, interpret them and decide on follow up actions.

The NDRA will share the information with the GF, the Uppsala WHO collaborating center for pharmacovigilance, as well as with the national partners (PR, CMS, national programs...).
11. Rational drug use (RDU)

In general there are already a number of issues related to RDU that are highlighted by the different partners during the different quantification and forecasting exercises done in the preparation of the GF grant related documents.

Examples of these issues are:

· Non respect of standard treatment guidelines (STG) for ART and in particular for pediatric ART,
· Non respect of STG in the prescription of OI drugs and for ACT in treatment of malaria. 
· The introduction of changes in STG, transfer from liquid to tablet formulation in pediatrics, the use of RDT for diagnosing malaria, changing form single products to Fixed Dose Combinations are other areas that have been identified as to be addressed under RDU.
Examples of actions for follow up are: 
· Updating, printing, dissemination of the National Drug Formulary (NDF). Training and promotion of the NDF.

· Identification of causes of non respect of STG

· Training on the use of specific STG

· Seminars and other IEC activities on the change of treatment regimens

· Studies on the rational use of specific drugs or categories of drugs

· Mass information campaigns on the use of antibiotics or new ART regimens.

Health program staff, procurement staff, clinical experts and NDRA should work together in analyzing the situation, identifying problems and propose specific activities and action plans.

12. Capacity development

Capacity Development (CD) is a cross cutting issue covering all elements of the QAP. CD targets areas identified for improvement in the area of the supply chain. A number of specific activities needs to be identified and prioritized.

The QA task force should be established as a central team to promote, execute and monitor QA activities:

· The QA task force, headed by the NDRA, should adopt clear leadership in the area of QA and meet on a regular basis.

· QA team building and capacity development can be spearheaded by a specific training on QA related subjects as preparation of sampling plans, effective sampling of pharmaceuticals, the pharmacovigilance system, and inspection and supervision of storage facilities. The training can be done with technical support from UNDP Procurement and Support Office (PSO) in Copenhagen, WHO, Quality Control Laboratories, NDRA, Medical Stores and other partners.

· The QA task force members will be encouraged to participate in the annual international PSO workshops on PSM organized by the Global Fund Team of UNDP. (For 2012 this workshop is expected to happen in Zambia and Cuba).

· UNDP on line PSM training is available for all interested. QA task force members will be encouraged to participate as well as all staff working in the in-country supply chain.
CD needs in QA will further be identified using findings of existing study reports and feedback from all partners of the supply chain for pharmaceuticals in the country.
Typical areas for capacity building are in general linked to quantification and forecasting, pharmaceutical waste management, sampling and upgrading of quality control laboratories. 

13. Roles and responsibilities for medicines quality assurance
A. Promotion and monitoring & evaluation of the QAP 

The real ownership of the QAP lies with the QA task force that operates under the overall leadership of the NDRA. 

This authority validates the quality assurance plan (QAP) together with partners including Central Medical Stores, the quality control laboratory, the PR program management units, the MoH representatives responsible for logistics management, and program representatives of the three diseases.

The PR and its program management unit carry the responsibility for the quality of all drugs purchased on GF grants until final delivery to the patient. 

CCM should be properly briefed on Quality Assurance aspects of the GF grants to be able to ensure its oversight function in GF grants. The QA task force may want to invite them in their biannual reporting meetings.

Most of the activities of the program management representative unit will be carried out in partnership with the NDRA.
The QA task force should meet on a regular basis. Biannual meetings can be organized to monitor progress of the QAP action plan, update the plan, promote its activities and mobilize funding for QA activities. Sub groups can be set up within the QA task force to take on specific actions of the QAP.

UNDP and, if applicable, other PR PMU, will ensure jointly the secretariat of the meetings and the QA task force and be responsible for data collection and updating of the performance framework and budget execution.

B. Roles of the different partners

The NDRA is the national authority responsible for quality assurance of all drugs used in a given country.
Individual roles:
· The pharmacist from NDRA and UNDP  will: 
· Identify the sampling sites and instruct for sampling according to a predetermined plan
· Determine the products, the quantities and the frequency of sampling
· Perform (or delegate) the sampling under the conditions set by the QAP
· Carry out supervision visits of stores and health facilities

· Analyze the laboratory results using a standard protocol and template 
· Transmit the report to the UNDP/GF coordinator and to national programs

· Determine preventive and corrective measures 
· Supervise the implementation of preventive and corrective activities
· The UNDP pharmacist :
· Ensures that conditions of transport of drugs entering the country are satisfactory
· Ensures samples delivery to the selected laboratory

· Prepares a sufficient budget in the PSM plan

· Ensures that storage conditions are part of the contract terms with the selected providers
· Ensures sampling is performed correctly following a determined protocol
· Completes the sampling sheet by product

· The service providers:

· Participate at the reception of the goods
· Ensure correct transport and storage conditions within the country

· Identify any problems that may affect the quality of medicines

· Implement recommended preventive and corrective measures 

· Staff at health facilities:
· Ensure correct storage conditions at their respective sites
· Implement recommended preventive and corrective measures 

· Transmit pharmacovigilance and drug quality reporting forms
14. Financing :
Funding for quality assurance activities of the QAP is in general covered in the PSM plan. When developing the PSM plan, 2 to 3 percent of the drugs value (Ex works) should be set aside for quality assurance activities of the QAP (3% for grants with low value ​​drug procurement, 2% for grants with high value drug procurement). These GF funds may cover for an important part of the activities of the QAP; other parts can be funded by national resources or partner contribution.
GF grants may also contribute from different parts of the budget to the QAP. Sometimes grants have already identified some of the QA activities in the grant proposal e.g. strengthening of the storage at district level; Part of the capacity development funds can also be used to funds QA activities. 

The QAP prepared by the NDRA and the program management unit of the PR with the 14 elements mentioned above, needs to be completed with an operational plan with a list of detailed activities, performance framework, a timetable and a detailed budget. Example forms can be found in Annex 9 and 10 for respectively the action plan and budget templates.
List of annexes :

Annex 1 
Sample collection form
Annex 2 
Example comparison table between the manufacturers certificate of analysis and the results of the QC laboratory.
Annex 3 
Registry for quality control analysis results

Annex 4
Annual sampling plan for GF purchased drugs
Annex 4.1 
Example of randomized numbers tables 

Annex 5 
Supervision form for medical stores
Annex 6
Basic information on pharmacovigilance

Annex 6.1 
Drug quality issue reporting form
Annex 6.2
Confidential adverse effects reporting form 

Annex 7   
Stock taking 

Annex 8
Macroscopic verification of product quality 
Annex 9
Example of an action plan (with targets and indicators)
Annex 10 
Example of QAP budget format and summary
Annex 11
Quality control laboratories approved for use in GF grants
QAP Template
Page 16

