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HEALTH TEHNOLOGIES AND PHARMACEUTICALS
STRENGTHENING NATIONAL REGULATORY SYSTEMS
WHO ADVOCACY AND CONSENSUS BUILDING WORKSHOP
DATE: 23 – 26 March 2019
PLACE: GEORGIA, TBC
BACKGROUND

The World Health Organization (WHO) plays a pivotal role in supporting countries in strengthening their regulatory systems and promoting equitable access to quality, safe, efficacious and affordable medical products and health products. The Constitution of the WHO affirms that the enjoyment of the highest attainable standard of health is one of the fundamental rights of every human being. Towards the achievement of such a noble objective, the WHO Constitution states the functions of WHO, which include among others, assisting Governments, upon request, in strengthening health services.[footnoteRef:1] Multiple World Health Assembly (WHA) resolutions encompass aspects of the need to promote the WHO role. If effective regulatory systems are an essential component of health system strengthening and contribute to better public health outcomes and if regulators are an essential part of the health workforce, it follows that an inefficient regulatory system itself can be a barrier to access.  [1:  World Health Organization Constitution, Chapter II – Functions, Article 2 (c).] 


All around the world the pharmaceutical industry and distribution channels are heavily regulated by the state. Medicinal products are of the utmost importance for the population, since they are the main, and very often the only possible economic healthcare intervention. In the developed world and in many parts of the developing world the regulation of pharmaceutical manufacturing is carried out against the requirements of Good Regulatory Practices, which provide guidelines for assuring the quality, efficacy and safety of drugs.

In 2014 the European Union and the European Atomic Energy Community and their Member States, of the one part, and Georgia, of the other part signed the Association Agreement. Having regard to its priorities for approximation in different sectors, Georgia shall take the measures necessary to gradually achieve approximation with the Union's technical regulations, standards, metrology, accreditation, conformity assessment, corresponding systems and market surveillance system, and undertakes to follow the principles and the practice laid down in the relevant Union acquis
Rational
Since 2013 many efforts were taken by the DSP/HTP to strengthen medical products regulation in Georgia. Some attempts were made by the Government of Georgia to amend the current On Medicines Law; however, its current version does not support building of the regulatory system as recommended by WHO and according to the WHO requirements to functional regulatory authorities.

In 2018 by developing the Strategy for the Implementation of GMP/GDP in Georgia, several activities were conducted to train the GMP/GDP inspectors and to shape the inspectorate. At the same time a new draft On Medicines Law was prepared and request received by the WHO to comment on it. 

In the fall of 2018 and in 2019 a WHO expert was working with the Georgian MoH and NRA to provide guidance to the national authorities to redesign the initial version of the draft Law on medicines in order to align it to the EU legislation and with the ultimate goal of submitting the law for the parliamentary endorsement procedure. The current draft of the law needs substantial revision, redesign and content editing to be aligned with the EU standards and to respond to the needs of the member state. 
The objectives of this support were to:
•	Review the new draft On Medicines Law of Georgia;
•	Compare it with the code of Good Regulatory Practices and best practices in EU member states implementation of the pharmaceutical Acquis;
•	Prepare recommendations on improvement

Building upon the agreed follow-up actions in the context of strengthening regulatory system and building regulatory capacity for all health products, WHO EURO is conducting in-country workshop to ensure legislative and regulatory advocacy through the Global Benchmarking Tool (GBT) methodology, to build up the strong legal framework for medicinal products and health technologies and to strengthening the regulatory system, which play a key role in assuring the quality, safety, and efficacy of medical products. 
Effective legal framework and regulatory systems are an essential component of health systems and contribute to desired public health outcomes and innovation. To ensure further movement of the draft law there is evident need to build a consensus among key involved experts of the MoH/NRA which will allow to further advocate for the new draft law acceptance at all stages of the legislative system. 
OBJECTIVES

1. To introduce the GBT Revision VI to the MoH and NRA and explain that it should become a part of the NRA quality management system as self-assessment tool.
2. Use the GBT to map current regulatory framework and which changes may a new draft law bring to the regulatory system.
3. Use GBT for the preparation of the presentation to the Minister.
EXPECTED OUTCOME 

At the end of the workshop, the following outcomes shall be met:
1. The national institutes and focal persons will have a good understanding of the WHO NRA benchmarking process and the GBT Revision VI; 
2. An updated review of the current regulatory capacity and maturity level including strengths and existing gaps in the regulatory systems in Georgia against indicators of the GBT.
3. The NRA staff will gain confidence in the current status of the regulation and the ways for its improvement. 


METHODOLOGY

The WHO advocacy and consensus building workshop is prepared, organized and conducted as per the Quality Management System (QMS) principles and follows the relevant guidelines and manuals relevant for this purpose and which are embedded into the WHO NRA software for benchmarking and available on the WHO SharePoint site at the following address: http://workspace.who.int/sites/att/default.aspx. These manuals are as follows:

1. Preparation, Conduction and Validation of Self-Benchmarking (as Part of National Regulatory Authority Benchmarking Process): Manual for Self-Benchmarking Workshop.
2. Manual for benchmarking of national regulatory system for all regulated health products and technologies, revision dated 28 Feb. 2015.

The workshop programme will apply all functions and indicators of the published WHO NRA GBT. The workshop will be used to explain to the MoH and NRA how to identify gaps and measure the actual maturity levels of the National Regulatory System and concerned functions. 

It is expected that most of the indicators of the benchmarking tool will be updated during the workshop and participants will be given opportunity to use GBT for IDP development and implementation modelling.
DATES AND VENUE OF THE WORKSHOP

The WHO advocacy and consensus building workshop will be conducted in English and Russian language and will be translated into Georgian.
Tentative dates 
TENTATIVE PROGRAMME OF THE WORKSHOP

	Begin
	End
	Session
	Speaker

	Saturday Day 0: 23 March 2019

	15:00
	17:30
	Workshop team meeting at the hotel
	· All facilitators 

	Sunday, Day 1: 24 March 2019

	09:00
	11:00
	· Opening and welcoming participants 
· Presentation of objectives, expected outcomes
· Global Overview of WHO policy on strengthening of regulatory systems in Member States
· Overview of the vaccine and medicine national regulatory system. 
1. General overview of the national regulatory system (10 min)
2. Registration and marketing authorization (10 min)
3. Vigilance (10 min)
4. Market surveillance and control (10 min)
5. Licensing premises (10 min)
6. Regulatory inspections (10 min)
7. Laboratory access and testing (10 min)
8. Clinical trials oversight (10 min)
	· WHO Team



· Georgian NRA

	11:00
	12:30
	· WHO NRA GBT;
· Online training for GBT 
	· WHO Team

	12:30
	13:30
	Break for lunch

	13:30
	15:00
	· Review and updating of the regulatory capacity and maturity against WHO Global benchmarking tool 
	· WHO team and participants

	15:00
	15:30
	Break

	15:30
	17:00
	· Continue review and updating of the regulatory capacity and maturity against WHO Global benchmarking tool 
	· WHO team and participants

	Monday, Day 2: 25 March 2019

	09:00
	10:30
	· Continue review and updating of the regulatory capacity and maturity against WHO Global benchmarking tool 
	· WHO Team and participants

	10:30
	11:00
	Break

	11:00
	12:30
	· Continue review and updating of the regulatory capacity and maturity against WHO Global benchmarking tool 
	· WHO Team and participants

	12:30
	13:30
	Break for lunch

	13:30
	15:00
	· Continue review and updating of the regulatory capacity and maturity against WHO Global benchmarking tool 
	· WHO Team and participants

	15:00
	15:30
	Break

	15:30
	17:00
	· Finalization of benchmarking, prepare presentation of findings, and roadmap
	· WHO Team and participants

	Tusday, Day 3: 26 March 2019

	09:00
	10:30
	· Continue review and updating of the regulatory capacity and maturity against WHO Global benchmarking tool 
	WHO Team and participants 

	10:30
	11:00
	Break

	11:00
	12:30
	· Finalization of the findings and recommendations 
	· WHO 

	12:30
	13:30
	· Break for lunch
	

	13:30
	15:00
	· WHO presentation of the benchmarking findings and possible impact of the draft law.
· Discussions of the findings and final recommendations.
· Assessment closing and final remarks
	· Plenary discussion


WHO ASSESSMENT STREAMS

	
	Stream 1
	Stream 2
	Stream 3

	Function to be addressed
	National Regulatory System
(RS) 
Market Surveillance and Control (MC)
	Registration and Marketing Authorization (MA);
Clinical Trials Oversight (CT) Vigilance (VL);

	Licensing Premises (LI)
Regulatory Inspection (RI) Laboratory Access and Testing (LA);


	Facilitator proposed
	Dorina Pirgari
John Lisman
	Lilit Ghazaryan 
Olena Matviyeva
	Olexandr Polishchuk 
Mkrtich Shakaryan

	Institution responsible
	MoH
NRA
Other partners


WHO TEAM 

The WHO team will be composed of the following team members: 

	Duty Station
	Name
	Position
	Institutional Affiliation

	Denmark
	Olexandr Polishchuk
	Technical officer
	WHO/RO/EUR/DSP/HTP

	Armenia 
	Lilit Ghazaryan
	Deputy Director
	Scientific Centre for expertise of Medicines and Medical Technologies

	Armenia
	Mkrtich Shakaryan 

	Head of inspection department 
	Scientific Centre for expertise of Medicines and Medical Technologies

	Neverlands 
	John Lisman
	Legal advisor
	WHO Consultant 

	Ukraine 
	Olena Matveeva
	Head of PV department
	State Expert Centre of the MoH

	Denmark
	Dorina Pirgari
	Consultant 
	EU/RGO/DSP/HTP



PARTICIPANTS 
It is important that all regulatory functions listed below will be represented by the relevant staff of the MoH and NRA:
1. National Regulatory System (RS); 
2. Marketing Authorization and Registration (MA);
3. Licensing Premises (LI);
4. Vigilance (VL);
5. Market Surveillance and Control (MC);
6. Laboratory Access and Testing (LA);
7. Regulatory Inspection (RI); and
8. Clinical Trial Oversight (CT).

If possible each function to be represented by two experts from NRA and MoH. 

LIST OF DOCUMENTS OR INFORMATION NEEDED DURING THE WORKSHOP
All the documents listed below should be available during the workshop:

1. List of participants with titles, functions and organization to be provided by the Ministry of Health and related institutions;
2. Country and area presentation on their regulatory system;
3. Reference document of the legal mandate, such as laws, regulations or circulars/orders that document the regulatory system enforcement procedures; 
4. Act, law, decree or circular establishing legal provisions regarding National Regulatory Systems (RS), Marketing Authorization and Registration (MA) and Clinical Trial Oversight (CT), Regulatory Inspection (RI)/Licensing Premises (LI), Vigilance (VL) and Market Surveillance and Control (MC) and Laboratory Access and Testing (LA) functions; 
5. National Health/Medicine Policy and strategic plans;
6. Guidance /guidelines published on the streams provided above; 
7. Quality Management System (QMS)/Quality manual;
8. List of Standard Operating Procedures (SoPs)/internal procedures;
9. List of staff of the affiliated institutions that will be engaged during the benchmarking (name, role/function, title and contact addresses, e-mail and telephone/fax);
10. Organigram of medicine regulation institution or affiliates institution; 
11. Presentations on the regulatory system; 
12. List of staff, their qualifications, experience and expertise; 
13. List of external experts or Technical Advisory Committees;
14. List of all approved regulation related fees; 
15. Power Point presentation prepared by WHO; and
16. Other relevant documents.
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