Annex 1. Abridged questionnaire on structures and processes of country pharmaceutical situations

 
Important note: To improve the comparability of results across different survey instruments investigating national pharmaceutical policies, the National Pharmaceutical Sector Form used in the first edition of the survey methodology has been replaced with an abridged version of the WHO Questionnaire on structures and processes of country pharmaceutical situations. (Note that the numbering of the questions has been kept consistent with the full questionnaire). A set of supplementary questions important to the medicine prices and availability survey has been included at the end of the questionnaire. 
Introduction     
The Questionnaire on structures and processes of country pharmaceutical situations is a basic assessment tool that provides a rapid means of obtaining information on the existing infrastructure and key processes of the pharmaceutical sector. The WHO asks all Member States to respond to the Questionnaire every four years in order to have up-to-date data on country, regional and global pharmaceutical situations as well as to enable comparisons over time.

The coordinator and respondents     
In order to complete the Questionnaire, it is likely that you will need to gather data from a number of departments/divisions within the Ministry of Health, such as those responsible for policy, procurement and supply, financing, etc., as well as other ministries and agencies, including the Medicines Regulatory Authority, the Quality Control Laboratory, the department/agency responsible for trade and patents, the association/ministry responsible for training, etc. Which ministries, departments and agencies will need to be consulted will depend on the division of responsibilities in your country.

Instructions      
· Provide your full name, position and contact details at the top of the Questionnaire so that we may contact you for any clarifications. 

· Identify appropriate persons to complete each section of the questionnaire. Suggestions on which ministries, departments, agencies, etc. may be able to contribute to each section are provided at the beginning of the section.

· At the end of the questionnaire, include a list of all respondents contributing to the Questionnaire together with their contact details and the sections to which they contributed.

· When providing statistical information, please use national/local sources (e. g. local health statistical yearbook, drug accounts, information from the Medicines Regulatory Authority, etc) if available. Utilize the most recent statistics. 

· Make sure that the responses are as accurate as possible using available resources and calling upon knowledgeable respondents. In some cases, where exact figures are unavailable, it may be necessary to give your best estimate. 

· Answer all the questions. Use "DK" or "Don't Know" if you simply cannot provide/obtain the appropriate response/information. 

· Explanations of the questions and definitions of terms and concepts used in the Questionnaire are provided in the right-most column of the questionnaire. If you require further clarification on any of the questions asked or the definitions used and/or more information on appropriate sources of information, please contact WHO (medicineprices@who.int).

Abridged questionnaire: structures & processes of country pharmaceutical situations

	Country:  
	Date (dd/mm/yyyy) :       

	Name of coordinator/principal respondent :       
	E-mail address :      

	Position :       
	Postal address : 


	Questions
	Responses
	Explanations

	1. NATIONAL MEDICINES (DRUGS) POLICY (NMP) 

Please consult the health ministry, medicines regulatory authority and/or medicine service in answering the questions in this section.

	1.1
Is there a National Medicines Policy (NMP) document? 

If no, skip to 2.    
A national medicines (drug) policy document is a written expression of the government’s medium to long term goals and priorities for the pharmaceutical sector and the main strategies for attaining them.

	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No   FORMCHECKBOX 
Don’t Know 
	A national medicines (drug) policy document is a written expression of the government’s medium to long term goals and priorities for the pharmaceutical sector and the main strategies for attaining them.

	a) If yes, is it an official or draft document? 
Mark “official” if the NMP document has been endorsed or officially adopted by  the government otherwise mark “draft”

	 FORMCHECKBOX 
Official   FORMCHECKBOX 
Draft   FORMCHECKBOX 
Don’t Know 
	Mark “official” if the NMP document has been endorsed or officially adopted by the government otherwise mark “draft”.

	b) What year was it last updated? 
Indicate the year of last update whether the document is still in draft form or has been officially adopted.


	Year      
	Indicate the year of last update whether the document is still in draft form or has been officially adopted.

	1.2
Is there an NMP implementation plan that sets activities, responsibilities, budget and timeline? 
	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No   FORMCHECKBOX 
Don’t Know 
	

	a) If yes, when was it last updated?
	Year      
	

	2. REGULATORY SYSTEM 

Please consult the medicines regulatory authority in answering the questions in this section. Specific information regarding medicines tested for quality control purposes and monitoring of adverse drug reactions may need to be obtained from the quality control laboratory or the responsible agency/department.

	Regulatory authority

	2.2
Is there an existing formal medicines regulatory authority?  

This question is asking if there is a formal regulatory body with existing staff and a specific budget for conducting relevant medicines (drug) regulatory functions.  

Mark “no” if medicines regulatory functions, such as registration and licensing, are performed on an ad-hoc basis by an office, group or department that performs other pharmaceutical service functions, such as supply management and procurement.

	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No   FORMCHECKBOX 
Don’t Know 
	This question is asking if there is a formal regulatory body with existing staff and a specific budget for conducting relevant medicines (drug) regulatory functions.  

Mark “no” if medicines regulatory functions, such as registration and licensing, are performed on an ad-hoc basis by an office, group or department that performs other pharmaceutical service functions, such as supply management and procurement.

	2.3
What are the sources of funding for the medicines regulatory authority:
	
	

	Regular budget from the government:
	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No   FORMCHECKBOX 
Don’t Know 
	

	Fees from registration of medicines:
	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No   FORMCHECKBOX 
Don’t Know 
	

	Other:
	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No   FORMCHECKBOX 
Don’t Know 
	

	2.4
Are there legal provisions requiring transparency and accountability and promoting a code of conduct in regulatory work?

This question is asking whether there are legal provisions (or legislation) requiring the regulatory authority to: 

· Define its policies and procedures in writing and publish the written documentation,

· Give reasons for decisions to affected parties,

· Account for its conduct and actions to individuals or groups and ultimately to the public, and

· Follow a code of conduct in conducting its regulatory functions.

	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No   FORMCHECKBOX 
Don’t Know 
	This question is asking whether there are legal provisions (or legislation) requiring the regulatory authority to: 

· Define its policies and procedures in writing and publish the written documentation, 

· Give reasons for decisions to affected parties,

· Account for its conduct and actions to individuals or groups and ultimately to the public, and
· Follow a code of conduct in conducting its regulatory functions.

	2.6
Is there a medicines regulatory authority website providing publicly accessible information on any of the following: legislation, regulatory procedures, prescribing information (such as indications, counterindications, side effects, etc.), authorised companies, and/or approved medicines?
	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No   FORMCHECKBOX 
Don’t Know
	

	Marketing authorization
	

	2.7
Are there legal provisions for marketing authorization?
This question is asking if there are legal provisions (or legislation) that describe the legal conditions under which marketing authorization should be conducted. 

Marketing authorization is an official document issued by the medicines regulatory authority for the purpose of marketing or free distribution of a product after evaluation for safety, efficacy and quality and/or after registration of a product for marketing.

This question is asking if there are legal provisions (or legislation) that describe the legal conditions under which marketing authorization should be conducted. 

Marketing authorization is an official document issued by the medicines regulatory authority for the purpose of marketing or free distribution of a product after evaluation for safety, efficacy and quality and/or after registration of a product for marketing.


	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No   FORMCHECKBOX 
Don’t Know 
	This question is asking if there are legal provisions (or legislation) that describe the legal conditions under which marketing authorization should be conducted. 

Marketing authorization is an official document issued by the medicines regulatory authority for the purpose of marketing or free distribution of a product after evaluation for safety, efficacy and quality and/or after registration of a product for marketing.

	2.8
How many medicinal products have been approved to be marketed? (count total number of unique dosage forms and strengths)
Tablets, capsules, injections, elixirs and suppositories should be counted in different strengths. For example, if Paracetamol (Brand X) 250 mg and 500 mg have been approved to be marketed, they count as two medicinal products because they are two unique strengths. Paracetamol (Brand Y) 250 mg and 500 mg are another two unique products.


	Number      
	Tablets, capsules, injections, elixirs and suppositories should be counted in different strengths. For example, if Paracetamol (Brand X) 250 mg and 500 mg have been approved to be marketed, they count as two medicinal products because they are two unique strengths. Paracetamol (Brand Y) 250 mg and 500 mg are another two unique products.

	2.9
Is a list of all registered products publicly accessible? 

Registered products are medicine products that have been evaluated for quality, safety and efficacy and thence authorised for marketing. In order to be publicly accessible, it should be available on the web or to anyone contacting the responsible authority.


	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No   FORMCHECKBOX 
Don’t Know 
	Registered products are medicine products that have been evaluated for quality, safety and efficacy and thence authorised for marketing. In order to be publicly accessible, it should be available on the web or to anyone contacting the responsible authority.

	Licensing 

	2.14
Are there legal provisions for licensing of the following: 

This question is asking if there are legal provisions (or legislation) that describe the legal conditions under which manufacturers, wholesalers and distributors and importers and exporters are subjected to evaluation against a set of requirements and issued a permit to operate (license) authorising them to undertake specific activities.


	
	This question is asking if there are legal provisions (or legislation) that describe the legal conditions under which manufacturers, wholesalers and distributors and importers and exporters are subjected to evaluation against a set of requirements and issued a permit to operate (license) authorising them to undertake specific activities.

	Manufacturers:
	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No   FORMCHECKBOX 
Don’t Know
	

	 Wholesalers or distributors:

A wholesaler is a company that buys goods from a manufacturer or importer and sells them to retailers. The wholesaler may be an agent for one company only or deal with products from several companies. Manufacturers may also be wholesalers for their own products. In some countries, pharmacies may also have a wholesaler license.

Distributors include wholesalers, retail pharmacies and medicine outlets.


	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No   FORMCHECKBOX 
Don’t Know
	A wholesaler is a company that buys goods from a manufacturer or importer and sells them to retailers. The wholesaler may be an agent for one company only or deal with products from several companies. Manufacturers may also be wholesalers for their own products. In some countries, pharmacies may also have a wholesaler license.

Distributors include wholesalers, retail pharmacies and medicine outlets.

	Importers or exporters of medicines:
	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No   FORMCHECKBOX 
Don’t Know
	

	Quality control

	2.19
Is there a quality management system in place? 
This question is asking if there is a an officially defined protocol for ensuring the quality of medicines, including testing of medicines to be registered, collection and testing of samples, reporting results, corrective actions to be taken when poor results are found and preventative measures to be taken to reduce future incidence of poor results.


	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No   FORMCHECKBOX 
Don’t Know
	This question is asking if there is an officially defined protocol for ensuring the quality of medicines, including testing of medicines to be registered, collection and testing of samples, reporting results, corrective actions to be taken when poor results are found and preventative measures to be taken to reduce future incidence of poor results.

	2.20
Are medicine samples tested for the following regulatory purposes:
	
	

	Medicines registration:
	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No   FORMCHECKBOX 
Don’t Know
	

	  Post-marketing surveillance:

Post-marketing surveillance is testing medicine samples to assess the quality of medicines that have already been licensed for public use.

	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No   FORMCHECKBOX 
Don’t Know
	Post-marketing surveillance is testing medicine samples to assess the quality of medicines that have already been licensed for public use.

	2.22
What is the total number of samples quality tested in the last calendar year? 
This should include all samples tested whether in a quality assurance laboratory within the country or outside the country.

	Number      
	This should include all samples tested whether in a quality assurance laboratory within the country or outside the country.

	2.23
What is the total number of samples tested in the last calendar year that failed to meet quality standards? 
This should include all samples tested that failed to meet quality standards whether the testing was done in a quality assurance laboratory within the country or outside the country.

	Number      
	This should include all samples tested that failed to meet quality standards whether the testing was done in a quality assurance laboratory within the country or outside the country.

	2.24
Are there regulatory procedures to ensure quality control of imported medicines? 
This question is asking if there are standard operating procedures for ensuring the quality of imported medicine, such as reviewing dossiers, product evaluation and testing of imported medicine products. This may include donated medicines.


	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No   FORMCHECKBOX 
Don’t Know
	This question is asking if there are standard operating procedures for ensuring the quality of imported medicine, such as reviewing dossiers, product evaluation and testing of imported medicine products. This may include donated medicines.

	Dispensing and prescribing

	2.30
Are there legal provisions for the  following: 
This question is asking if there are legal provisions (or legislation) that describe the legal conditions under which prescribers and the practice of pharmacy are licensed.

Licensing is a system that subjects all persons to evaluation against a set of requirements before they may be authorized to prescribe medicines/practice pharmacy. It may include issuing an official permit and granting authorization to prescribe medicines/practice pharmacy by either the governing authority or the body regulating the exercise of the profession.


	
	This question is asking if there are legal provisions (or legislation) that describe the legal conditions under which prescribers and the practice of pharmacy are licensed.

Licensing is a system that subjects all persons to evaluation against a set of requirements before they may be authorized to prescribe medicines/practice pharmacy. It may include issuing an official permit and granting authorization to prescribe medicines/practice pharmacy by either the governing authority or the body regulating the exercise of the profession.

	Licensing and practice of prescribers:
	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No   FORMCHECKBOX 
Don’t Know 
	

	Licensing and practice of pharmacy:
	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No   FORMCHECKBOX 
Don’t Know 
	

	2.31
Is prescribing by generic name obligatory in the:
A generic name (international non-proprietary name - INN) is a non-proprietary or approved name rather than a proprietary or brand name under which a generic medicine is marketed. If prescribing by generic name is obligatory then prescribers are required to prescribe by generic name.


	
	A generic name (international non-proprietary name - INN) is a non-proprietary or approved name rather than a proprietary or brand name under which a generic medicine is marketed. If prescribing by generic name is obligatory then prescribers are required to prescribe by generic name.

	Public sector:
	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No   FORMCHECKBOX 
Don’t Know 
	

	Private sector:
	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No   FORMCHECKBOX 
Don’t Know 
	

	2.32
Is generic substitution permitted at:  
Generic substitution is the practice of substituting a product, whether marketed under a trade name or generic name, by an equivalent product, usually a cheaper one, containing the same active ingredient at the dispensing level. Mark “yes” if either generic substitution is required or if the dispenser is allowed to make a generic substitution in at least some instances.


	
	Generic substitution is the practice of substituting a product, whether marketed under a trade name or generic name, by an equivalent product, usually a cheaper one, containing the same active ingredient at the dispensing level. Mark “yes” if either generic substitution is required or if the dispenser is allowed to make a generic substitution in at least some instances.

	Public pharmacies:
	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No   FORMCHECKBOX 
Don’t Know
	

	Private pharmacies:
	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No   FORMCHECKBOX 
Don’t Know
	

	2.33
Are there incentives to dispense generic medicines at: 
Incentives may include dispensing fees or mark-ups which provide financial incentive for dispensers to dispense lower-priced generic medicines


	
	Incentives may include dispensing fees or mark-ups which provide financial incentive for dispensers to dispense lower-priced generic medicines.

	Public pharmacies:
	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No   FORMCHECKBOX 
Don’t Know
	

	Private pharmacies:
	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No   FORMCHECKBOX 
Don’t Know
	

	Promotion and advertising 

	2.34
Are there provisions in the medicines legislation/regulations covering promotion and/or advertising of medicines?
This question is asking if there are legal provisions (or legislation) that describe the conditions under which the promotion and/or advertisement of medicines may be conducted.

Promotion and advertisement are activities that provide health workers and consumers with information about medicine products, particularly with the intent of encouraging health workers and consumers to use a particular product.


	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No   FORMCHECKBOX 
Don’t Know
	This question is asking if there are legal provisions (or legislation) that describe the conditions under which the promotion and/or advertisement of medicines may be conducted.

Promotion and advertisement are activities that provide health workers and consumers with information about medicine products, particularly with the intent of encouraging health workers and consumers to use a particular product.

	3.
MEDICINES SUPPLY SYSTEM 
Please consult the agency/department responsible for the procurement and supply of medicines in answering the questions in this section.

	3.1 
Is public sector procurement pooled at the national level (i.e. there is centralised procurement for the regions/provinces)?
Mark “yes” if public sector procurement is centralised and medicines are procured for the entire public sector by a national procurement body even if in some instances, such as cases of stock outages, public sector facilities procure medicines through other means.

	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No   FORMCHECKBOX 
Don’t Know
	Mark “yes” if public sector procurement is centralised and medicines are procured for the entire public sector by a national procurement body even if in some instances, such as cases of stock outages, public sector facilities procure medicines through other means.

	3.2
Who is responsible for public sector medicines procurement and distribution:
	Procurement
	Distribution
	

	Ministry of Health:
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No  FORMCHECKBOX 
DK
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No  FORMCHECKBOX 
DK
	

	 Non-governmental organization (NGO):

Mark “yes” if government funds or foreign contributions are allocated to NGOs to procure or distribute medicines for the public sector. 

Non-governmental organizations (NGOs) are non-governmental, non-profit organizations, networks and voluntary associations including charities, community groups, faith-based organizations, professional associations, academia and trade unions.


	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No  FORMCHECKBOX 
DK
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No  FORMCHECKBOX 
DK
	Mark “yes” for non-governmental organization (NGO) if government funds or foreign contributions are allocated to NGOs to procure or distribute medicines for the public sector. 

Non-governmental organizations (NGOs) are non-governmental, non-profit organizations, networks and voluntary associations including charities, community groups, faith-based organizations, professional associations, academia and trade unions.

	 Private institution contracted by the government:

Mark “yes” if the government contracts or makes an agreement with a private entity to procure or distribute medicines for the public sector, e.g. if an agreement is made with a private company to distribute medical items and supplies to public sector district warehouses and health facilities.  


	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No  FORMCHECKBOX 
DK
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No  FORMCHECKBOX 
DK
	Mark “yes” for private institution contracted by the government if the government contracts or makes an agreement with a private entity to procure or distribute medicines for the public sector, e.g. if an agreement is made with a private company to distribute medical items and supplies to public sector district warehouses and health facilities.  

	Individual health institutions:
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No  FORMCHECKBOX 
DK
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No  FORMCHECKBOX 
DK
	     
     

	3.3
What type of tender process is used for public sector procurement and what is the percentage of the total cost for each:
	
	Percentage of
total cost
	Competitive tender is a procedure for procuring medicines which puts a number of suppliers into competition. Purchasing is done on the basis of quotations submitted by suppliers in response to a public notice. 



	 National competitive tender:

Competitive tender is a procedure for procuring medicines which puts a number of suppliers into competition. Purchasing is done on the basis of quotations submitted by suppliers in response to a public notice. 

National competitive tender is open to all or a limited number of local suppliers only.


	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No  FORMCHECKBOX 
DK
	
	National competitive tender is open to all or a limited number of local suppliers only.

	 International competitive tender:

Competitive tender is a procedure for procuring medicines which puts a number of suppliers into competition. Purchasing is done on the basis of quotations submitted by suppliers in response to a public notice.

International competitive tender is open to all or a limited number of local and international suppliers though sometimes conditions give preference to either local or international suppliers.


	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No  FORMCHECKBOX 
DK
	     %
	International competitive tender is open to all or a limited number of local and international suppliers though sometimes conditions give preference to either local or international suppliers.

	 Negotiation/direct purchasing: 

In negotiation/direct purchasing the buyer approaches one or a small number of suppliers and either buys at the quoted prices or bargains for a specific service arrangement.


	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No  FORMCHECKBOX 
DK
	     %
	In negotiation/direct purchasing the buyer approaches one or a small number of suppliers and either buys at the quoted prices or bargains for a specific service arrangement.

	3.6
Is public sector procurement limited to medicines on the Essential Medicines List (EML)? 

An Essential Medicines List (EML) is a government-approved selective list of medicines or national reimbursement list.

Essential medicines are those that satisfy the priority health care needs of the population. They are selected with due regard to disease prevalence, evidence on efficacy and safety, and comparative cost-effectiveness. Essential medicines are intended to be available within the context of functioning health systems at all times in adequate amounts, in the appropriate dosage forms, with assured quality, and at a price the individual and the community can afford.


	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No   FORMCHECKBOX 
Don’t Know
	An Essential Medicines List (EML) is a government-approved selective list of medicines or national reimbursement list.

Essential medicines are those that satisfy the priority health care needs of the population. They are selected with due regard to disease prevalence, evidence on efficacy and safety, and comparative cost-effectiveness. Essential medicines are intended to be available within the context of functioning health systems at all times in adequate amounts, in the appropriate dosage forms, with assured quality, and at a price the individual and the community can afford.

	4. 
MEDICINES FINANCING  

Please consult the budget/ finance division of the health ministry and/or the pharmaceutical supply group in answering the questions in this section. The hospital/health facility service and/or the national social and insurance services may also need to be consulted. 

	4.1
What is the total public or government expenditure for medicines in US$ for the most recent year for which data are available? 
This question is asking for the total amount the government has spent on medicines, including government allotment, health ministry expenditure, donor contributions channelled through the government, etc.

	US$      
 Year       
	This question is asking for the total amount the government has spent on medicines, including government allotment, health ministry expenditure, donor contributions channelled through the government, etc.

	4.2
Is there a national policy to provide at least some medicines free of charge (i.e. patients do not pay out-of-pocket for medicines) at public primary care facilities? 

If medicines are provided for free but patients must pay service fees, mark “yes” here. 

If some facilities provide medicines for free but there is not a consistent national policy that applies to all primary public health facilities, mark “no” here.

If there is a national policy to provide medicines for free at primary public health facilities, but facilities are not required to abide by the policy and not all facilities provide medicines for free, mark “no” here.


	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No   FORMCHECKBOX 
Don’t Know
	If medicines are provided for free but patients must pay service fees, mark “yes” here. 

If some facilities provide medicines for free but there is not a consistent national policy that applies to all primary public health facilities, mark “no” here.

If there is a national policy to provide medicines for free at primary public health facilities, but facilities are not required to abide by the policy and not all facilities provide medicines for free, mark “no” here.

	b) Which of the following types of patients receive medicines for free:
	
	

	Patients who cannot afford them:
	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No   FORMCHECKBOX 
Don’t Know
	

	Children under 5 years of age:
	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No   FORMCHECKBOX 
Don’t Know
	

	Older children:

Mark “yes” if children over 5 years of age receive medicines for free, regardless of the age limit, for example mark “yes” if children under 12 receive medicines for free.


	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No   FORMCHECKBOX 
Don’t Know
	Mark “yes” for “older children” if children over 5 years of age receive medicines for free, regardless of the age limit, for example mark “yes” if children under 12 receive medicines for free.

	Pregnant women:
	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No   FORMCHECKBOX 
Don’t Know
	

	Elderly persons:
	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No   FORMCHECKBOX 
Don’t Know
	

	4.3
Which fees are commonly charged in public primary care facilities:
	
	

	 Registration/consultation fees: 

Registration and consultation fees are fees patients must pay for seeing a health professional for a health check-up and/or diagnosis regardless of whether or not medicines are prescribed.


	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No   FORMCHECKBOX 
Don’t Know
	Registration and consultation fees are fees patients must pay for seeing a health professional for a health check-up and/or diagnosis regardless of whether or not medicines are prescribed.

	 Dispensing fees: 

A dispensing fee is a fixed fee that pharmacies are allowed to charge per prescribed item or per prescription instead of or in addition to a percentage mark-up. The dispensing fee is paid to the dispenser and is in addition to the cost of the medicine. Both the dispensing fee and the cost of the medicine may be paid in part or whole by the patient, insurer or government.


	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No   FORMCHECKBOX 
Don’t Know
	A dispensing fee is a fixed fee that pharmacies are allowed to charge per prescribed item or per prescription instead of or in addition to a percentage mark-up. The dispensing fee is paid to the dispenser and is in addition to the cost of the medicine. Both the dispensing fee and the cost of the medicine may be paid in part or whole by the patient, insurer or government. 

	
Flat fees for medicines:
Mark “yes” if either a flat fee for medicines or a flat fee per medicine item is commonly charged.

A flat fee for medicines is a fee which remains the same irrespective of the number of medicines or the quantity of each medicine dispensed. Thus, for example, a patient receiving 3 medicines would pay the same as one receiving 1 medicine. Also a patient receiving 20 tablets of one medicine would pay the same as a patient receiving 100 tablets each of 2 medicines. 
 

A fee per drug item is a fee where the patient pays one set fee per each medicine irrespective of the number of units (tablets) of that medicine dispensed. Thus, for example, a patient receiving one medicine would pay $1 and a patient receiving 2 medicines would pay $2 and a patient receiving 3 medicines would pay $3 and so on. However, a patient receiving 10 tablets of one medicine would pay the same as a patient receiving 100 tablets of one medicine.

	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No   FORMCHECKBOX 
Don’t Know
	Mark “yes” for “flat fees” if either a flat fee for medicines or a flat fee per medicine item is commonly charged.

· A flat fee for medicines is a fee which remains the same irrespective of the number of medicines or the quantity of each medicine dispensed. Thus, for example, a patient receiving 3 medicines would pay the same as one receiving 1 medicine. Also a patient receiving 20 tablets of one medicine would pay the same as a patient receiving 100 tablets each of 2 medicines. 

· A fee per drug item is a fee where the patient pays one set fee per each medicine irrespective of the number of units (tablets) of that medicine dispensed. Thus, for example, a patient receiving one medicine would pay $1 and a patient receiving 2 medicines would pay $2 and a patient receiving 3 medicines would pay $3 and so on. However, a patient receiving 10 tablets of one medicine would pay the same as a patient receiving 100 tablets of one medicine.

	 Flat rate co-payments for medicines: 

A flat rate co-payment is a fixed amount that a patient must pay either per medicine or per prescription to cover part of the cost of medicines, the other part being paid by an insurer or government.


	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No   FORMCHECKBOX 
Don’t Know
	A flat rate co-payment is a fixed amount that a patient must pay either per medicine or per prescription to cover part of the cost of medicines, the other part being paid by an insurer or government.

	 Percentage co-payments for medicines: 

A percentage co-payment is a fixed percentage of the cost of prescribed medicines that a patient must pay to cover part of the cost of medicines, the other part being paid by an insurer or government. The amount a patient pays will depend on the medicine and the number of units of that medicine prescribed.


	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No   FORMCHECKBOX 
Don’t Know
	A percentage co-payment is a fixed percentage of the cost of prescribed medicines that a patient must pay to cover part of the cost of medicines, the other part being paid by an insurer or government. The amount a patient pays will depend on the medicine and the number of units of that medicine prescribed.

	4.4
Is revenue from fees or the sale of medicines used to pay the salaries or supplement the income of public health personnel in the same facility?
Mark “yes” if any percentage of collected fees or medicines sales is used to pay salaries, expenses and/or in any way supplement the income of public health personnel in the same facility.


	 FORMCHECKBOX 
Always        FORMCHECKBOX 
Frequently

 FORMCHECKBOX 
Occasionally

 FORMCHECKBOX 
Never          FORMCHECKBOX 
DK
	Mark “yes” if any percentage of collected fees or medicines sales is used to pay salaries, expenses and/or in any way supplement the income of public health personnel in the same facility.

	4.5 
Do prescribers dispense medicines?
In answering this question, mark the degree of frequency doctors or other authorised prescribers dispense medicines in the public and private sectors irrespective of laws permitting or disallowing authorised prescribers to dispense medicines.


	Public sector
	Private sector
	In answering this question, mark the degree of frequency doctors or other authorised prescribers dispense medicines in the public and private sectors irrespective of laws permitting or disallowing authorised prescribers to dispense medicines.

	
	 FORMCHECKBOX 
Always

 FORMCHECKBOX 
Frequently

 FORMCHECKBOX 
Occasionally

 FORMCHECKBOX 
Never      FORMCHECKBOX 
DK
	 FORMCHECKBOX 
Always
 FORMCHECKBOX 
Frequently
 FORMCHECKBOX 
Occasionally

 FORMCHECKBOX 
Never     FORMCHECKBOX 
DK
	

	4.6
What proportion of the population has health insurance?  

Health insurance is any prepayment scheme for health care costs additional to but excluding subsidies funded through the health ministry budget. The purpose of questions 4.6 and 4.7 are to identify how much protection the population has against exposure to the cost of medicines at the time people are sick. This includes: 

· Prepaid financing and
· Public funding through the (prepaid) health ministry budget.

	 FORMCHECKBOX 
All     

 FORMCHECKBOX 
None 
	 FORMCHECKBOX 
Some

 FORMCHECKBOX 
DK
	 FORMCHECKBOX 
All     

 FORMCHECKBOX 
None 
	 FORMCHECKBOX 
Some

 FORMCHECKBOX 
DK
	Health insurance is any prepayment scheme for health care costs additional to but excluding subsidies funded through the health ministry budget. The purpose of questions 4.6 and 4.7 are to identify how much protection the population has against exposure to the cost of medicines at the time people are sick. This includes: 

· Prepaid financing and
· Public funding through the (prepaid) health ministry budget.

	4.7
Are medicines covered by health insurance?
	 FORMCHECKBOX 
All     

 FORMCHECKBOX 
None 
	 FORMCHECKBOX 
Some

 FORMCHECKBOX 
DK
	 FORMCHECKBOX 
All     

 FORMCHECKBOX 
None 
	 FORMCHECKBOX 
Some

 FORMCHECKBOX 
DK
	

	4.8
Is there a policy covering medicine prices that applies to the public sector, the private sector, or non-governmental organisations? 
In some countries, NGOs, such as faith-based missions, provide non-profit or not-for-profit health services. The third column should be completed by ticking any policies applicable to this sector. 

Non-governmental organizations (NGO) are non-governmental non-profit organizations, networks and voluntary associations including charities, community groups, faith-based organizations, professional associations, academia and trade unions.


	Public sector
	Private sector
	NGO
	In some countries, NGOs, such as faith-based missions, provide non-profit or not-for-profit health services. The third column should be completed by ticking any policies applicable to this sector. 

Non-governmental organizations (NGO) are non-governmental non-profit organizations, networks and voluntary associations including charities, community groups, faith-based organizations, professional associations, academia and trade unions.

	
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No

 FORMCHECKBOX 
DK
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No
 FORMCHECKBOX 
DK
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No
 FORMCHECKBOX 
DK
	

	a) If yes, which of the following policies covering medicine prices apply:
	
	
	
	

	Maximum wholesale mark-up:

A wholesale mark-up is a certain percentage added to a purchasing price to cover the cost and profit of the wholesaler.


	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No

 FORMCHECKBOX 
DK
	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No

 FORMCHECKBOX 
DK
	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No

 FORMCHECKBOX 
DK
	A wholesale mark-up is a certain percentage added to a purchasing price to cover the cost and profit of the wholesaler.

	Maximum retail mark-up:

A retail mark-up is a certain percentage added to a purchasing price to cover the cost and profit of the retailer.


	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No

 FORMCHECKBOX 
DK
	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No

 FORMCHECKBOX 
DK
	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No

 FORMCHECKBOX 
DK
	A retail mark-up is a certain percentage added to a purchasing price to cover the cost and profit of the retailer.

	Duty on imported raw pharmaceutical materials:

A duty/tax on imported raw pharmaceutical materials is a fee assessed by customs or other responsible national authority on imported starting materials, reagents, intermediates, process aids, and solvents intended for use in the production of intermediates or active pharmaceutical ingredients.


	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No

 FORMCHECKBOX 
DK
	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No

 FORMCHECKBOX 
DK
	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No

 FORMCHECKBOX 
DK
	A duty/tax on imported raw pharmaceutical materials is a fee assessed by customs or other responsible national authority on imported starting materials, reagents, intermediates, process aids, and solvents intended for use in the production of intermediates or active pharmaceutical ingredients.

	Duty on imported finished pharmaceutical products:

A duty/tax on imported finished pharmaceutical products is a fee assessed by customs or other responsible national authority on medicinal products that require no further processing and are already in their final containers.


	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No

 FORMCHECKBOX 
DK
	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No

 FORMCHECKBOX 
DK
	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No

 FORMCHECKBOX 
DK
	A duty/tax on imported finished pharmaceutical products is a fee assessed by customs or other responsible national authority on medicinal products that require no further processing and are already in their final containers.

	4.9
Is a national medicine prices monitoring system for retail/patient prices in place? 
A national medicine prices monitoring system for retail/patient prices is any means of regularly tracking and comparing over time retail/patient medicine prices in the public, private and/or NGO sectors.


	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No
 FORMCHECKBOX 
DK
	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No 

 FORMCHECKBOX 
DK
	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No

 FORMCHECKBOX 
DK
	A national medicine prices monitoring system for retail/patient prices is any means of regularly tracking and comparing over time retail/patient medicine prices in the public, private and/or NGO sectors.

	4.10
Are there regulations mandating retail/patient medicine price information to be made publicly accessible?
In order for retail/patient medicine price information to be considered publicly accessible, one or more of the following or similar measures should be taken: prices should be available on the web or to anyone contacting the responsible authority, prices should be periodically published in national newspapers or official publications, prices should be posted in health facilities/pharmacies, etc.


	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No 

 FORMCHECKBOX 
DK
	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No

 FORMCHECKBOX 
DK
	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No 

 FORMCHECKBOX 
DK
	In order for retail/patient medicine price information to be considered publicly accessible, one or more of the following or similar measures should be taken: prices should be available on the web or to anyone contacting the responsible authority, prices should be periodically published in national newspapers or official publications, prices should be posted in health facilities/pharmacies, etc.

	4.11
Are there official written guidelines on medicine donations that provide rules and regulations for donors and provide guidance to the public, private and/or NGO sectors on accepting and handling donated medicines? 

Countries may have differing definitions for medicine donations which may include not only products but also monetary gifts earmarked for a particular product from a named source (e.g. manufacturer, organization or other country).


	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No

 FORMCHECKBOX 
DK
	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No

 FORMCHECKBOX 
DK
	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No

 FORMCHECKBOX 
DK
	Countries may have differing definitions for medicine donations which may include not only products but also monetary gifts earmarked for a particular product from a named source (e.g. manufacturer, organization or other country).

	6.
RATIONAL USE OF MEDICINES 
Please consult the health ministry (hospital division), professional bodies and/or the education ministry in answering the questions in this section.

	6.1
Is there a national Essential Medicines List (EML)? 
A national Essential Medicines List is a government-approved selective list of medicines or national reimbursement list from which most prescriptions should be made. 

Essential medicines are those that satisfy the priority health care needs of the population. They are selected with due regard to disease prevalence, evidence on efficacy and safety, and comparative cost-effectiveness.


	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No   FORMCHECKBOX 
Don’t Know
	A national Essential Medicines List is a government-approved selective list of medicines or national reimbursement list from which most prescriptions should be made. 

Essential medicines are those that satisfy the priority health care needs of the population. They are selected with due regard to disease prevalence, evidence on efficacy and safety, and comparative cost-effectiveness.

	a) If yes, how many unique medicine formulations does the national EML contain?

Count similar formulations registered or approved as different products as one formulation, for example Brand X 500 mg Paracetamol tablets and Brand Y 500 mg Paracetamol tablets are counted as one formulation whereas Brand X 250 mg Paracetamol tablets and Brand X 500 mg Paracetamol tablets are counted as two formulations.


	Number: 
	Count similar formulations registered or approved as different products as one formulation, for example Brand X 500 mg Paracetamol tablets and Brand Y 500 mg Paracetamol tablets are counted as one formulation whereas Brand X 250 mg Paracetamol tablets and Brand X 500 mg Paracetamol tablets are counted as two formulations.

	c) When was the national EML last updated?
	Year:      
	

	d) Is the national EML being used in the following: 

Mark “yes” if the EML is currently being used.


	
	Mark “yes” if the EML is currently being used.

	Public sector procurement:
	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No   FORMCHECKBOX 
Don’t Know
	

	Public insurance reimbursement:
	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No   FORMCHECKBOX 
Don’t Know
	

	Private insurance reimbursement:
	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No   FORMCHECKBOX 
Don’t Know
	

	e) Is there a committee responsible for the selection of products on the national EML? 

This refers to a formally recognised committee with members of different expertise and from different agencies/organizations.

	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No   FORMCHECKBOX 
Don’t Know
	This refers to a formally recognised committee with members of different expertise and from different agencies/organizations.

	6.2
Are the following types of standard treatment guidelines (STG) produced by the health ministry for major conditions?  
Mark “yes” if the health ministry or similar national authority produces a collection of treatment guidelines covering prevalent/common disease conditions in the country for use at the national, hospital or primary care levels. 

If treatment guidelines are produced separately for each disease/condition or organ system, mark “no”.


	National STG
	Hospital level STG
	Primary care STG
	Mark “yes” if the health ministry or similar national authority produces a collection of treatment guidelines covering prevalent/common disease conditions in the country for use at the national, hospital or primary care levels. 

If treatment guidelines are produced separately for each disease/condition or organ system, mark “no”.

	
	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No

 FORMCHECKBOX 
DK
	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No

 FORMCHECKBOX 
DK
	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No

 FORMCHECKBOX 
DK
	

	a) If yes, when were the STGs last updated?
	Year      
	Year      
	Year 
	

	6.16
How frequently are the following types of medicines sold over the counter without any prescription:

This question is asking how often antibiotics and injections which require a prescription to be dispensed are sold without a prescription, regardless of laws prohibiting such practice.


	
	This question is asking how often antibiotics and injections which require a prescription to be dispensed are sold without a prescription, regardless of laws prohibiting such practice.

	Antibiotics:
	 FORMCHECKBOX 
Always
 FORMCHECKBOX 
Never
	 FORMCHECKBOX 
Frequently  FORMCHECKBOX 
Occasionally

 FORMCHECKBOX 
DK 
	

	Injections:
	 FORMCHECKBOX 
Always 

 FORMCHECKBOX 
Never    
	 FORMCHECKBOX 
Frequently  FORMCHECKBOX 
Occasionally
 FORMCHECKBOX 
DK
	


Supplementary questions for Medicine Prices and Availability Survey

	Questions
	Responses
	Explanations

	1. Retail

	S1.1 How many licensed private retail medicine outlets are there in the country?
	Number      
	"Licensed" refers to medicine outlets that are subjected to evaluation against a set of requirements and issued a permit to operate (license).

	S1.2 What proportion of patients access medicines through: 

a) public/government sector

b) formal private sector 

c) Other: specify:

d) Other: specify:
	a)      %
b)      %
c)      %
d)      %
	The formal private sector refers to licensed medicine retail outlets and licensed retail drug stores.

Common other sectors include non-government organizations, mission health facilities, or dispensing doctors.

	S1.3 Are there public medicine outlets which sell medicines in public health facilities?

	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No   FORMCHECKBOX 
Don’t Know 
	

	S1.4 Are there private pharmacies which sell medicines in public health facilities?
	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No   FORMCHECKBOX 
Don’t Know 
	

	2. Medicines financing

	S2.1 What proportion of medicines by volume are imported?
	     %  Year      
	

	S2.2 What proportion of medicines by value are imported?
	     %  Year      
	

	3. Medicines supply system

	S3.1 Are there regulations for local preference in public procurement?
	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No   FORMCHECKBOX 
Don’t Know
	Local preference purchasing means that domestic companies will be preferred even if their prices are not the lowest.

	4. Regulatory authority

	S4.1 Do the fees charged for the registration of medicines differ between:
	
	

	a) Originator brands and generic equivalents
	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No   FORMCHECKBOX 
Don’t Know
	

	b) Imported and locally produced medicines
	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No   FORMCHECKBOX 
Don’t Know
	

	5. Medicine pricing policies

	S5.1 Does the government set the price of some/all originator brand products?
	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No   FORMCHECKBOX 
Don’t Know
	

	a) If yes, please describe how this is done (e.g. direct price controls, international reference pricing):
	
	Direct price controls refers to price-setting using a pricing formula, e.g. production costs + a % margin. International reference pricing refers to comparing prices to those in other countries. 

	S5.2 Does the government set the price of some/all generic products?
	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No   FORMCHECKBOX 
Don’t Know
	

	a) If yes, please describe how this is done (e.g. direct price controls, national reference pricing):
	
	National reference pricing refers to setting prices by comparing the prices of similar medicines (by molecule or therapeutic class; originator brand or generics) on the national market.

	S5.3 Are prices set in the private sector for medicines on the national Essential Medicines List?
	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No   FORMCHECKBOX 
 No national EML
	This question is asking whether price-setting is limited to medicines on the national EML.

	S5.4 Are prices of medicines set as part of market authorization?
	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No   FORMCHECKBOX 
Don’t Know
	Marketing authorization is an official document issued by the medicines regulatory authority for the purpose of marketing or free distribution of a product after evaluation for safety, efficacy and quality and/or after registration of a product for marketing.

	6. Other

	S6.1 Of the medicines included in the survey, are there any which are patent protected or only available as the originator brand product (i.e. single source products)?
	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No   FORMCHECKBOX 
Don’t Know
	

	a) If yes, please specify which medicines:
	
	

	S6.2 Please provide the website address (URL) of any websites that publish the following information:

a) Pharmaceutical legislation

b) Standard treatment guidelines

c) Regulatory procedures

d) Prescribing information

e) Licensed manufacturers
f) Medicines approved for marketing
g) List of registered products

h) Medicine prices (procurement or patient)
	a)  
b)  
c)  
d)  
e)  
f)  
g)  
h) 
	



	*************************************************************************************************************

List of respondents

	Name
	Position
	Address
	E mail 
	Section(s) completed

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     


	Comments about indicators and values

	Item number
	Comment

	     
	     

	     
	     

	     
	     

	     
	     

	     
	     

	     
	     

	     
	     

	     
	     

	     
	     


Please forward the entire completed questionnaire to HAI (� HYPERLINK "mailto:info@haiweb.org" �info@haiweb.org�) or WHO (� HYPERLINK "mailto:medicineprices@who.int" �medicineprices@who.int�) together with the final survey data (Workbook) and report. Where available, please also include the:


National medicines policy


National essential medicines list 


National standard treatment guidelines 


Reports of national indicator studies of the pharmaceutical situation, rational use and/or access to medicines


Please note that in submitting this data to HAI or WHO, the data will also be forwarded to the WHO Medicines Policy and Standards/Technical Cooperation for Essential Drugs and Traditional Medicine (PSM/TCM) department.











DK=Don’t Know

1

