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	Name of the Organization         

      
Country 
     
	Organization’s legal status
a. Charitable trust                        FORMCHECKBOX 

b. Trust Corporation                    FORMCHECKBOX 

c. Society                                        FORMCHECKBOX 

d. Limited Liability Company     FORMCHECKBOX 

e. Other, please specify
         
  
         

	
	

	Briefly outline your organization’s mandate in the area of access to medicines

     
In which countries (according to category of development) does your organization work?
a. Least-Developed Countries (LDCs)    FORMCHECKBOX 

b. Developing countries                            FORMCHECKBOX 

c. Developed countries                              FORMCHECKBOX 



	PRICING OF MEDICINES

	
	

	

	1. Do you consider price regulation to be an effective measure to ensure affordability and accessibility to medicines?                                                                      Yes   FORMCHECKBOX 
   No   FORMCHECKBOX 



	2. Do you consider that direct price controls been helpful in regulating the prices of medicines in the countries where you operate?
                                     Yes   FORMCHECKBOX 
   No   FORMCHECKBOX 

Please provide reasons. 
     
3. How do you think direct price controls impact the following groups?
a. Least developed countries
     
b. Developing countries
     
c. Developed countries
               

	4. Have any of the following methods been used to determine a ceiling price above which medicines cannot be sold to consumers?

a. External reference pricing?                                                       Yes   FORMCHECKBOX 
   No   FORMCHECKBOX 
                             

	b. Therapeutic reference pricing?                                                 Yes   FORMCHECKBOX 
   No   FORMCHECKBOX 
               
c.   Regulation of price at which manufacturers may sell medicines?                                                 

                                                                                                          Yes   FORMCHECKBOX 
   No   FORMCHECKBOX 

d.  Regulation of distribution mark-ups in the supply chain of medicines?                                    

                                                                                                    Yes   FORMCHECKBOX 
   No   FORMCHECKBOX 

5. Are there any other mechanisms of direct price controls to regulate the price of medicines in the countries where you operate? Please provide examples. 
a. Least developed countries

     
b. Developing countries
     
c. Developed countries

          
6. Are direct price controls applied to domestically produced as well as imported medicines in the countries where you operate?                                           Yes   FORMCHECKBOX 
   No   FORMCHECKBOX 

a. If not, do you think they should be applied? Please provide reasons.

7. Are price control policies to domestically produced and imported medicines applied differently among developed, developing and least developed countries’?                                                                                                   Yes   FORMCHECKBOX 
   No   FORMCHECKBOX 

a. If yes, please provide reasons.    
     
8. Are the following elements considered in the formulation of price control policies by the governments in the countries where you operate?
a. Sales turnover                                 FORMCHECKBOX 

b. Market competition.                       FORMCHECKBOX 

c. Market monopoly                           FORMCHECKBOX 

d. Other. Please specify.                    
9. Do governments in the countries where you operate require the participation of the following groups for the formulation of price control policies for medicines?

a. Health professionals                                 FORMCHECKBOX 

b. Civil society groups                                 FORMCHECKBOX 

a. Affected communities                              FORMCHECKBOX 

10.  Do you consider the price control formulation processes transparent in the countries where you operate? Please provide examples.
a. Least developed countries
     
b. Developing countries
     
c. Developed countries
          
d. What recommendations for improvement of the existing formulation process would you suggest?
     
11. Do you consider indirect price control means (e.g. competition law, government subsidies, tax incentives to manufacturers) important for regulation of prices of medicines?                                                                                             Yes   FORMCHECKBOX 
   No   FORMCHECKBOX 

a. If yes, please provide examples     

12. Do multinational pharmaceutical companies (MNCs) apply a tiered pricing policy/ practice to medicines across countries?                                                    Yes   FORMCHECKBOX 
   No   FORMCHECKBOX 

13. What percentages of people in need of medicines do you estimate to be covered by the MNCs tiered pricing policies?
a. Least developed countries

i. 0-5%                       FORMCHECKBOX 

ii. 6-10%                     FORMCHECKBOX 

iii. 11-20%                   FORMCHECKBOX 
                       
iv. 21-30%                   FORMCHECKBOX 
                       
v. 31-40%                   FORMCHECKBOX 
                       
vi. More than 40%       FORMCHECKBOX 
                       
b. Developing countries
i. 0-5%                       FORMCHECKBOX 

ii. 6-10%                     FORMCHECKBOX 

i. 11-20%                   FORMCHECKBOX 
                       
ii. 21-30%                   FORMCHECKBOX 
                       
iii. 31-40%                   FORMCHECKBOX 
                       
iv. More than 40%       FORMCHECKBOX 
                       
c. Developed countries

i. 0-5%                       FORMCHECKBOX 

ii. 6-10%                     FORMCHECKBOX 
                      

iii. 11-20%                   FORMCHECKBOX 
                       
iv. 21-30%                   FORMCHECKBOX 
                       
v. 31-40%                   FORMCHECKBOX 
                       
vi. More than 40%       FORMCHECKBOX 
                       
14. Do pharmaceutical companies operate patient assistance programmes providing for free or discounted medicines in the countries where you operate?           Yes   FORMCHECKBOX 
   No   FORMCHECKBOX 

a. If yes, do you consider them effective?  Please provide reasons.
                         
b. If no, do you think patient assistance programmes should be introduced? Please provide reasons

15. Is there an independent monitoring and evaluation process to review the effectiveness of the patient assistance programmes in the countries where you operate?
                                                                                               Yes   FORMCHECKBOX 
   No   FORMCHECKBOX 

16. Please identify key challenges in the formulation and implementation of pricing policies of medicines as they impact access to medicines in the countries where you operate. Please provide examples.


17. Please identify good practices in the formulation and implementation of pricing policies of medicines as they impact access to medicines in the countries where you operate. Please provide examples.


18. Please indicate issues of transparency and multi-stakeholder engagement and corruption in the formulation and implementation of medicines’ pricing policies in the countries where you operate. 





	TAXATION OF MEDICINES 


	19. Do governments of the countries where you operate levy taxes on medicines? Please provide examples.                                                                          Yes   FORMCHECKBOX 
   No   FORMCHECKBOX 

a. Least developed countries

     
b. Developing countries
     
c. Developed countries

          
20. Which of the following taxes are levied on medicines in the countries where you operate?

a. Standard value added tax (VAT)                                          FORMCHECKBOX 

b. Reduced VAT for medicines                                                FORMCHECKBOX 

c. Differential VAT rates for different medicines                    FORMCHECKBOX 

d. Others, please specify  
21. Do you consider exemption or reduction of taxes on medicines an important measure to improve affordability of medicines? Please provide reasons.                                             

                                                                                                                  Yes   FORMCHECKBOX 
   No   FORMCHECKBOX 
 
               
22.  Are domestically produced and imported medicines taxed with the same rate in the countries where you operate?                                                                                         Yes   FORMCHECKBOX 
   No   FORMCHECKBOX 

a. If no, please provide examples of the differential taxation rates in the countries where you operate:
i. 0-5%                       FORMCHECKBOX 
    e.g.  
ii. 6-10%                     FORMCHECKBOX 
    e.g.  
i. 11-20%                   FORMCHECKBOX 
    e.g.  
ii. 21-30%                   FORMCHECKBOX 
    e.g.  
iii. 31-40%                   FORMCHECKBOX 
    e.g.  
iv. More than 40%       FORMCHECKBOX 
    e.g.  
23.  Do you consider different taxation of domestic and imported medicines effective in promoting domestic production?                                                              Yes   FORMCHECKBOX 
   No   FORMCHECKBOX 

24. Please identify key challenges with respect to taxation of medicines and their impact on access to medicines in the countries where you operate. Please provide examples.

25. Please identify good practices with respect to taxation of medicines and their impact on access to medicines in the countries where you operate. Please provide examples.
        
26. Please indicate issues of transparency, multi-stakeholder engagement and corruption with respect to taxation of medicines and their impact on access to medicines in the countries where you operate. 


	PROCUREMENT OF MEDICINES

  

	27. Do governments in the countries where you operate have a national medicines procurement policy?  Please provide examples.                                       Yes   FORMCHECKBOX 
   No   FORMCHECKBOX 

a. Least developed countries 

     
b. Developing countries
     
c. Developed countries
          
28. Do the governments in the countries where you operate involve the following stakeholders in the formulation of procurement policies?                            Yes   FORMCHECKBOX 
   No   FORMCHECKBOX 

a. Health professionals        FORMCHECKBOX 

b. Civil society                    FORMCHECKBOX 

c. Affected communities     FORMCHECKBOX 

29. Are these groups also consulted in the determination of demand for medicines?             

                                                                                                                  Yes   FORMCHECKBOX 
   No   FORMCHECKBOX 

30. Do the governments in the countries where you operate prioritize purchase of medicines from the WHO prequalified medicines list over bioequivalent generic medicines not on the list?                                                                          Yes   FORMCHECKBOX 
   No   FORMCHECKBOX 

31. Do governments in the countries where you operate facilitate a competitive bidding process when purchasing medicines?                                                       Yes   FORMCHECKBOX 
   No   FORMCHECKBOX 

a.  If yes, do you consider this process fair?                      Yes   FORMCHECKBOX 
   No   FORMCHECKBOX 

b. If no, please provide reasons.

     
32. What system of reference pricing is used by governments in the countries where you operate?
a. External reference pricing      FORMCHECKBOX 

b. Internal reference pricing       FORMCHECKBOX 

33. Do you consider fair the implementation of the reference pricing system by the governments in the countries where you operate? Please explain.           Yes   FORMCHECKBOX 
   No   FORMCHECKBOX 

     
34.  Are there laws/policies in place to address potential problems of medicines stock-outs in the countries where you operate?                                                  Yes   FORMCHECKBOX 
   No   FORMCHECKBOX 

a. If yes, do you consider these policies are effectively implemented? Please provide reasons  
35. Do these laws/policies involve participation by the following stakeholders? 

                                                                                                                  Yes   FORMCHECKBOX 
   No   FORMCHECKBOX 

a. Health professionals        FORMCHECKBOX 

b. Civil society                    FORMCHECKBOX 

c. Affected communities     FORMCHECKBOX 

36. Please identify keys challenges with respect to governmental procurement policies and implementation that impact access to medicines in the countries where you operate (highlighting issues of transparency, multi-stakeholder engagement and corruption). Please provide examples.

37. Please identify good practices with respect to the governmental procurement policies and implementation impacting access to medicines in the countries where you operate (highlighting issues of transparency, multi-stakeholder engagement and corruption). Please provide examples.



	ESSENTIAL MEDICINES


	38. Have the governments of the countries where you operate adopted a National Essential Medicines List (NEML)?                                                        Yes   FORMCHECKBOX 
   No   FORMCHECKBOX 

39. Do the governments of countries where you operate require the participation of the following groups in the determination of medicines that should be on the National Essential Medicines List (NEML)?                                                        Yes   FORMCHECKBOX 
   No   FORMCHECKBOX 

a. Health professionals        FORMCHECKBOX 

b. Civil society                    FORMCHECKBOX 

c. Affected communities     FORMCHECKBOX 

40. Please identify key challenges, if any, faced by your organization when ensuring transparency and multi-stakeholder participation in the process of determination of the NEML in the countries where you operate.

41. Please identify key challenges in the determination process of medicines for the NEML in the countries where you operate. Please provide examples.


42. Please identify good practices in the determination process of medicines for the NEML in the countries where you operate. Please provide examples.

43. Please indicate issues of transparency, multi-stakeholder engagement and corruption in the process of selection and determination of medicines for NEML in the countries where you operate.


	DISTRIBUTION OF MEDICINES

 

	44. Are the governmental distributions of medicines system efficient in the following country-categories?
a. Least developed countries                                            Yes   FORMCHECKBOX 
   No   FORMCHECKBOX 

Please provide reasons.  
      
b. Developing countries                                                   Yes   FORMCHECKBOX 
   No   FORMCHECKBOX 

Please provide reasons.   
     
c. Developed countries                                                     Yes   FORMCHECKBOX 
   No   FORMCHECKBOX 

Please provide reasons.   
     
45. Do you consider the current distribution system in the countries where you operate to be efficient regarding storage, transport and handling of medicines that require cold chain management (e.g. vaccines, parenteral, etc.)?          Yes   FORMCHECKBOX 
   No   FORMCHECKBOX 

Please provide the reasons.  

46. Do you consider the transportation infrastructure in the countries where you operate to be adequately covering all regions, urban and rural, for distribution of medicines?                                                                                                Yes   FORMCHECKBOX 
  No  FORMCHECKBOX 

a. If no, please explain.      
     
47. What is the percentage of distribution mark-ups by manufacturers of medicines in the countries where you operate:

       Wholesale                                                            Retail  
a. Least developed countries

0-5%                    FORMCHECKBOX 
                         0-5%                       FORMCHECKBOX 

6-10%                  FORMCHECKBOX 
                       6-10%                     FORMCHECKBOX 

11-20%                FORMCHECKBOX 
                       11-20%                   FORMCHECKBOX 

21-30%                FORMCHECKBOX 
                       21-30%                   FORMCHECKBOX 

31-40%                FORMCHECKBOX 
                       31-40%                   FORMCHECKBOX 

More than 40%   FORMCHECKBOX 
                       More than 40%        FORMCHECKBOX 

b. Developing countries
0-5%                    FORMCHECKBOX 
                         0-5%                       FORMCHECKBOX 

6-10%                  FORMCHECKBOX 
                       6-10%                     FORMCHECKBOX 

11-20%                FORMCHECKBOX 
                       11-20%                   FORMCHECKBOX 

21-30%                FORMCHECKBOX 
                       21-30%                   FORMCHECKBOX 

31-40%                FORMCHECKBOX 
                       31-40%                   FORMCHECKBOX 

More than 40%   FORMCHECKBOX 
                       More than 40%        FORMCHECKBOX 

c. Developed countries

0-5%                    FORMCHECKBOX 
                         0-5%                       FORMCHECKBOX 

6-10%                  FORMCHECKBOX 
                       6-10%                     FORMCHECKBOX 

11-20%                FORMCHECKBOX 
                       11-20%                   FORMCHECKBOX 

21-30%                FORMCHECKBOX 
                       21-30%                   FORMCHECKBOX 

31-40%                FORMCHECKBOX 
                       31-40%                   FORMCHECKBOX 

More than 40%   FORMCHECKBOX 
                       More than 40%        FORMCHECKBOX 

48. Do governments in the countries where you operate require the Maximum Retail Price (MRP) of a medicine to be printed on the medicine package?      Yes   FORMCHECKBOX 
  No  FORMCHECKBOX 

49. Please identify key challenges with respect to regulation of distribution of medicines that impact access to medicines in the countries where you operate. Please provide examples.
     
50. Please identify good practices with respect to regulation of distribution of medicines that impact access to medicines in the countries where you operate. Please provide examples.
     
51. Please indicate issues of transparency, multi-stakeholder engagement and corruption with respect to regulation of distribution of medicines in the countries where you operate.
     


	QUALITY OF MEDICINES


	52. Do governments in the countries where you operate have a system to regulate the quality of medicines?                                                                              Yes   FORMCHECKBOX 
  No  FORMCHECKBOX 

a. If yes, do you think it is effectively implemented?  Please explain.

     
b. If no, do you think there should be a law in this respect? Please explain.   
     
53. Do existing regulation laws in the countries where you operate apply to domestic as well as imported medicines?                                                              Yes   FORMCHECKBOX 
  No  FORMCHECKBOX 

54.  Do governments in the countries where you operate monitor the availability of substandard and Spurious/falsely-labelled/falsified/counterfeit (SFFC)?                                             

                                                                                                                Yes   FORMCHECKBOX 
  No  FORMCHECKBOX 

a. If yes, do you consider these initiatives effective?

     
b. If no, please provide reasons.
     
55. What is the break-up of the number of substandard goods and counterfeit goods found in the market in the countries where you operate?
a. Least developed countries

i. 0-5%                    FORMCHECKBOX 
                         
ii. 6-10%                  FORMCHECKBOX 
                       

iii. 11-20%                FORMCHECKBOX 
                       
iv. 21-30%                FORMCHECKBOX 
                       
v. 31-40%                FORMCHECKBOX 
                       
vi. More than 40%   FORMCHECKBOX 
                       
b. Developing countries
i. 0-5%                    FORMCHECKBOX 
                         
ii. 6-10%                  FORMCHECKBOX 
                       

iii. 11-20%                FORMCHECKBOX 
                       
iv. 21-30%                FORMCHECKBOX 
                       
v. 31-40%                FORMCHECKBOX 
                       
vi. More than 40%   FORMCHECKBOX 
                       
c. Developed countries

i. 0-5%                    FORMCHECKBOX 
                         
ii. 6-10%                  FORMCHECKBOX 
                       

iii. 11-20%                FORMCHECKBOX 
                       
iv. 21-30%                FORMCHECKBOX 
                       
v. 31-40%                FORMCHECKBOX 
                       
vi. More than 40%   FORMCHECKBOX 
                       
56. Are there laws explicitly prohibiting counterfeiting of medicines in the countries where you operate?                                                               
a. Yes    FORMCHECKBOX 

i. Does this law also include generic medicines within its scope?   Yes   FORMCHECKBOX 
  No  FORMCHECKBOX 
                      
ii. Is there a difference between the counterfeit laws as they apply to developed, developing and least developed countries? Please explain.

     
b. No    FORMCHECKBOX 

i. Do you consider it important to formulate laws to address the issue of counterfeiting of medicines? Please explain.

57. Do you consider regional cooperation initiatives between regulatory agencies a good mechanism to ensure quality control with respect to imported medicines?

 
58. Please identify key challenges with respect to regulation of the quality of medicines that impact access to good quality medicines. Please provide examples. 

 
59. Please identify good practices with respect to regulation of the quality of medicines that impact access to good quality medicines. Please provide examples. 


60. Please indicate issues of transparency, multi-stakeholder engagement and corruption with respect to the regulation of the quality of medicines. 


	APPROPRIATE/RATIONAL USE OF MEDICINES

61. Do governments in the countries where you operate regulate the use of medicines through standard treatment or clinical guidelines to ensure that:

a. they are prescribed appropriately?                                                        Yes   FORMCHECKBOX 
  No  FORMCHECKBOX 
                                      

i. If yes, do you find the policy is effectively implemented?  Please explain.
     
b. they are dispensed appropriately?                                                         Yes   FORMCHECKBOX 
  No  FORMCHECKBOX 
                                      

i. If yes, do you find the policy is effectively implemented?  Please explain.
     
c. they are sold appropriately?                                                                  Yes   FORMCHECKBOX 
  No  FORMCHECKBOX 
                                      

i. If yes, do you find the policy is effectively implemented?  Please explain.
     
d. they are used appropriately by patients?                                               Yes   FORMCHECKBOX 
  No  FORMCHECKBOX 
                                      

i. If yes, do you find the policy is effectively implemented?  Please explain.
     
62. Do you consider there is a difference between the policy approaches of developed, developing and least developed countries in the regulation of the use of medicines through standard treatment or clinical guidelines? Please explain.
     
63. Please identify key challenges with respect to regulation of appropriate prescription, dispensation, sale and correct use of medicines by patients. Please provide examples.
 
64. Please identify good practices with respect to regulation of appropriate prescription, dispensation, sale and correct use of medicines by patients. Please provide examples. 

65. Please indicate issues of transparency, multi-stakeholder engagement and corruption with respect to regulation of appropriate prescription, dispensation, sale and correct use of medicines by patients in the countries where you operate. 

DOMESTIC PRODUCTION OF GENERIC MEDICINES

66. Are generic medicines manufactured in the countries where you operate?
          Yes   FORMCHECKBOX 

a. What policies have the governments of the countries where you operate adopted to encourage local production (e.g. subsidies, tax incentives or other regulatory mechanisms)?
 
No  FORMCHECKBOX 
                                      
b. Do you think there should be a government policy to encourage local production of generic medicines? Please explain.


67. Do you think local production of generic medicines will improve access to medicines in developing countries?                                                              Yes   FORMCHECKBOX 
  No  FORMCHECKBOX 
                                      
a. If no,  please explain your reasons  
      

68. What kinds of incentives, if any, do the governments of the countries where you operate provide to encourage domestic production?

a. Tax subsidies                          FORMCHECKBOX 

b. Export promotion policies      FORMCHECKBOX 

c. Export rebates                         FORMCHECKBOX 

69. What is the rate of availability of active pharmaceutical products (APIs) in the countries where you operate? 
a. Least developed countries

     
b. Developing countries
     
c. Developed countries

          
70. Please provide details for the rate of availability (%) of the following skilled personnel:

a. Pharmacists             
b. Lab technicians       
71. Please identify key challenges with respect to domestic production of medicines in the countries where you operate. Please provide examples.


72. Please identify good practices with respect to domestic production of medicines in the countries where you operate.  Please provide examples.


73. Please indicate issues of transparency, multi-stakeholder engagement and corruption with respect to domestic production of medicines in the countries where you operate. 
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