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	Introduction
	
	


This questionnaire is developed in preparation of the workshop mentioned above. All questions in the questionnaire are related to medical devices. Please provide the information as asked for. If no information is available, please indicate the reason (e.g.  Do not know; no data available; no formal collaboration; under development; etc.)  
The questionnaire covers the three steps in regulating medical devices: premarket, placing on the market and postmarket. 

The results of the questionnaire will be compiled and presented during the workshop 3-5 October 2017.


Any request for information regarding this Questionnaire must be addressed in writing to Tifenn HUMBERT (humbertt@who.int).


Please provide the following information:

	
	
	Comments

	Country
	
	

	Date
	
	

	Questionnaire filled by
	
	

	Name
	
	

	Title
	
	

	Employee
	
	

	Name of the national regulatory authority or Ministry
	
	

	Tel No
	
	

	Email
	
	



















General
Do you know the size (in US dollars) for medical devices of the domestic market in your country?
· _____________US dollar per year (approximately for 2016)

For last year (2016), which percentage of the medical devices is imported compared to the locally manufactured? 
· _____________% in US dollars/numbers/type of medical device.
·  Please briefly describe the type of medical devices produced locally:
_______________________________________________________________________

Does your country collaborate with international partners or national regulatory authorities in the field of medical devices?
· Yes
· No
If yes, please indicate which collaboration(s)
· _________
· _________
· _________
What are your main sources you use for information regarding regulating medical devices. Please indicate organizations, websites, new letters etc.
· ________
· ________
· ________
· ________
· 
Part 1- Premarket

1.1 Do you have a regulatory framework for medical devices in place?
· Yes…….. 
If yes, when did the regulatory framework came into force?_______________
· No
1.2 What elements of Good Regulatory Practices (GRP) are considered while developing your legislation?
· Impartiality
· Transparency
· Consistency
· Flexibility
· Efficiency
· Effectiveness 
· Others _______________

1.3 Did you perform or are you planning a gap analysis before regulating medical devices?
· Yes
· No 

(A gap analyses serves to identify the gap between the existing situation and the situation to be achieved in regulating medical devices. A gap analyses will aid a country to set priorities. WHO Global Model Regulatory Framework for medical devices page 17). 
http://www.who.int/medical_devices/publications/global_model_regulatory_framework_meddev/en/

1.4 Does the national regulatory authority (the agency) have enforcement power?
· Yes
· No

1.5 What are the main problems with the current legislation?
· _________
· _________
· _________

1.6 What are elements that are lacking for effective implementation of medical devices regulation?
· _________
· _________
· _________

1.7 Are there provisions for emergencies, donations and other exceptional premarket situations in your legislation?
· Yes
· No


1.8 What are the competencies of the people working in regulating medical devices? 
· __________
· __________
· __________
· __________

1.9 How many staff is working in regulating medical devices? Please indicate a number
· ___________

1.10 How is the regulatory system financed?
· Fee based system (based on activities such as licensing, registration of establishments, inspections etc.)
· Annual budget from the Ministry of Health
· Other _________

Part 2- Placing on the market

2.1 Assuming you have a legal framework in place, how do you regulate market access?
Please select from the list below (more than one response is acceptable):
· Registration of establishments (manufacturers, importers, distributors, authorized representatives). Yes/ No
· Listing of medical devices that are being placed on the market. Yes/ No
· Reviewing Declaration of Conformity. Yes/ No
· Requiring a CE certificate. Yes/ No
· Requiring registration by USFDA. Yes/ No
· Assessing technical dossiers. Yes/ No
· Others ________

2.2 Does your country have legal provisions for:

Reliance
· Yes. 
· If yes, with which country (ies) or jurisdictions? Please indicate
____________________________
· No

Recognition. 
· Yes.
· If yes, with which country (ies) or jurisdictions? Please indicate
_____________________________
· No
2.3 What are the requirements in case your country relies or recognizes another country or jurisdiction?
· ________
· ________

2.4 Does your country involve Conformity Assessment Bodies (CABs) or Notified Bodies (NBs) in the regulatory process of medical devices?
· Yes
· No
If yes, please describe briefly their role and responsibilities
· _____________________________________________________________________


2.5 Do you know the numbers of the stakeholders mentioned below that are dealing with medical devices in your country:
· Importers __________
· Distributors ________
· Manufacturers______
· Authorized representatives___________
· Unknown

· Are there requirements (eg need to notify or register) when dealing with medical devices for the stakeholders dealing with medical devices?

· Importer
· Distributor
· Manufacturer
· Authorized representative

Import process 

2.6 Do importers need a declaration of conformity for the imported devices?
· Yes
· No
[bookmark: _Hlk480334020]2.7 Is there staff from the agency working at the ports of entry?
· Yes
· No
 
Part 3-Postmarket

3.1 Is there a vigilance system in place in your country for medical devices?
· Yes 
· No

3.2 Which department is responsible for vigilance system and post market surveillance. Please indicate
· _____________
3.3 How many vigilance reports you receive on average in one year? 
· 2015 ________
· 2016 ________

3.4 Who submits these vigilance reports? 
· Distributors
· Doctors
· Hospitals
· Others __________

3.5 Does the national regulatory authority in your country perform market surveillance activities
· Yes
· No
If yes, please briefly describe what type of activities those are____________________________
3.6 What are the follow up activities of post market, vigilance and market surveillance?
· Setting priorities within the national regulatory authority
· Enforcement activities to the stakeholders
· Exchanging information with other authorities
· Public alerts 
· Others______________

3.7 Do you have a recall procedure in place?
· Yes
· No

3.8 How many recalls do you have in your country on average in one year for medical devices? 
· 2015 _____
· 2016 _____
3.9 Does the national regulatory authority inspect stakeholder’s premises
· Yes
· No
3.10 How many inspections did you perform 2015, 2016 and 2017
· 2015 ______
· 2016 ______
· 2017 (up to date) ______
3.11 Please list any other topics/ specific examples/ challenges you will like to cover in this workshop related to medical devices
· --------------
· --------------
· --------------
· --------------
· [bookmark: _GoBack]--------------
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