Questionnaire 
Drug Regulators 

Part 1. General Information 
1. Name:  Tea Jikia, Deputy Head, Department of Pharmaceutical Activities
2. Country: Georgia
3. Organisation/Institute: LEPL State Regulation Agency for Medical Activities, Ministry of Labour, Health and Social Affairs of Georgia

Part 2. General Questions about the Drug Registration Process 
Background: The registration of medicines is considered to be a long-term solution for assuring access to life-saving medicines for patients in need. We would like to understand the main barriers to drug registration –specifically for anti-tuberculosis medicines – and find possible solutions to speed up this process.

1. Does your country have special measures in place to potentially shorten the time needed for the registration process (for example fast track registration procedures, regulatory exemptions) 

Yes		 ☒
No		 ☐
Don’t Know	 ☐


2. In which of the following circumstances does your country apply a simplified/accelerated approach for drug approval/registration? (multiple answers possible)

	Product has been approved by a stringent regulatory authority (e.g. EMA or US FDA) 
	☒
	Product has been granted WHO-prequalified status 
	☐
	Product has been registered by another leading regional regulatory authority (neighbouring country/countries) 
	☒
	None. We never use expedited procedures for drug approval/registration. 
	☐
	No answer 
	☐


Note:  
a) WHO – prequalified status plays important role for granting  special  permission to import the product without granting Marketing Authorization in the case of a special state interest, with the consent of the Ministry. 
b).Governmental decree lists  recognised leading/stringent  regulatory authorities:  FDA, EMA, EU national regulatory authorities and other ICH associated countries. 
 

3. Does your national medicines regulatory authority participate in harmonization programmes that allow expedited review? For example, the WHO Collaborative Registration Procedure for WHO prequalified products or for products approved by stringent regulatory authorities? 

Yes		☒
No		☐ 
Don’t Know	☐

If YES, which ones? Please specify explicitly which harmonization programmes you participate in specifically for anti-tuberculosis medicines?  WHO Collaborative Registration Procedure for WHO prequalified products, Georgia is a participating country since 2014.  
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If NO, would you be interested to participate in the future? If so, please express your interest and provide the contact details for the relevant person/s in your country. 
Please respond here: 




4. Is your country willing to contact the manufacturer directly if interested in registering a specific product? 

Yes									☐
No, the manufacturer must always initiate contact with the authority	☒
Don’t Know							 	☐

5. Does your country have specific laws or precedents for the registration of a new drug based on phase II trial data? 

Yes		☐
No		☒
Don’t Know	☐ 		

Note: 
             a) New drug based on phase II trial data could be registered through recognition procedure only in a case if it is approved for use by recognised leading/stringent  regulatory authority listed by governmental decree. 
6. In case a drug is approved based on a limited set of clinical data (e.g., Phase III data missing), does your country have active pharmacovigilance programmes in place to systematically monitor severe side effects?

 Yes		☐
 No		☒
               Don’t Know	☐ 	

7. Are members of the National Tuberculosis Programme in your country involved in the registration of anti-tuberculosis medicines (e.g. as members of the review committee etc.)? 

Yes		☐
No		☒
Partially	☐
Don’t Know	☐ 

8. How would you evaluate the communication between the National Tuberculosis Programme and the Drug Regulatory Authority in your country during the registration process? 
Efficient 	☐
Neutral		☒
Not Efficient 	☐
9. Do you think the involvement of members of the National Tuberculosis Programme during drug registration can streamline the process? 

Yes		☒
No		☐
Don’t Know 	☐

Part 3. Bedaquiline and Delamanid 
Background: For the first time in nearly 50 years, two new compounds from a new drug class– bedaquiline (Bdq) and delamanid (Dlm) – have been approved for the treatment of tuberculosis (TB). Each has been granted conditional approval by the European Medicines Agency (EMA) for the treatment of multidrug-resistant TB (MDR-TB) in cases where an effective treatment regimen is not otherwise available. In 2015, Bdq and Dlm were added to the WHO Essential Medicine List (EML) for the treatment of MDR-TB. WHO issued interim policy guidance for the use of Bdq and Dlm in 2013 and 2014, respectively.

Bedaquiline and Delamanid
are both currently NOT REGISTERED in your country
Please, answer the following questions for both Bedaquiline (BDQ) and Delamanid (DLM)

1. Is the drug regulatory authority aware of bedaquiline and delamanid as new products for the treatment of MDR-TB?

Bedaquiline 
	Yes		☒
	No 		☐
	Don’t Know 	☐
Delamanid 
	Yes		☒
	No		☐
	Don’t Know	☐



2. Under what conditions would your country proceed with the registration of bedaquiline and/or delamanid? (multiple answers possible) 

	
	BDQ
	DLM

	Completion of phase III clinical trials and complete assessment of safety and efficacy profile.
	☒	☒
	Manufacturer expressing interest in registration and fulfilling all requirements requested by country. 
	☒	☒
	Cost of the drug is reduced given that its current cost would preclude access even after registration.
	☐	☐
	None, we are not interested in registering bedaquiline and/or delamanid in the near future. 
	☐	☐


If you are not interested in registering bedaquiline and/or delamanid in the near future, what are your main reasons? 

	
	BDQ
	DLM

	We have many other drugs to register that have priority over bedaquiline and/or delamanid. 
	☐	☐
	We currently cannot provide the proper post-approval framework that is required upon registration (e.g. pharmacovigilance programmes, laboratory capacity is insufficient to monitor side effects etc.) 
	☐	☐
	Others, please specify: 
	☐	☐



3. What role would you like WHO, the Global Drug Facility and other partners (e.g. non-governmental organisations such as Médecins sans Frontières (MSF) or KNCV) to play, in order to facilitate the in-country registration and/or implementation of bedaquiline and/or delamanid? [bookmark: _GoBack]It is desirable to receive from WHO support from the point of view of capacity building, training of MA dossier assessors, to assure safety, efficacy and quality of products on Georgian Market,  strengthening of Pharmacovigilance System, in order to efficiently monitor side effects. 








