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STRENGTHENING OF THE NATIONAL PHARMACEUTICAL INSPECTORATE IN GEORGIA
TERMS OF REFERENCE

TBILISI, GEORGIA
DECEMBER 2017
1. Background

During the past years investments were made in Georgia into the reconstruction of existing and development of new pharmaceutical facilities. GMP requirements were considered during the architectural and construction phases of the facilities.

Currently there is no GMP standard for the implementation in Georgia. Hence manufacturers and pharmaceutical inspectorate are in uncertain position which GMP rules to apply. However the request from the Minister of Labour, Health and Social Affairs of Georgia was to assist in the GMP inspectorate training and implementation of the GMP rules in the country.
Several times the advice was given by WHO experts to the NMRA to initiate participation in the WHO Certification Scheme on the Quality of Pharmaceutical Products Moving in International Commerce. 
To enable this process a Member State intending to use the Scheme to support the export of pharmaceutical products should first satisfy itself that it possesses:

· an effective national licensing system, not only for pharmaceutical products, but also for the responsible manufacturers and distributors;

· GMP requirements, consonant with those recommended by WHO, to which all manufacturers of finished pharmaceutical products are required to conform;

· effective controls to monitor the quality of pharmaceutical products registered or manufactured within its country, including access to an independent quality control laboratory;

· a national pharmaceuticals inspectorate, operating as an arm of the national drug regulatory authority, and having the technical competence, experience and resources to assess whether GMP and other controls are being effectively implemented, and the legal power to conduct appropriate investigations to ensure that manufacturers conform to these requirements by, for example, examining premises and records and taking samples;

· administrative capacity to issue the required certificates, to institute inquiries in the case of complaint, and to notify expeditiously both WHO and the competent authority in any Member State known to have imported a specific product that is subsequently associated with a potentially serious quality defect or other hazard.

WHO is continuously providing technical assistance to the Ministry of Labour, Health and Social Affairs of Georgia in development of the national medicines policy, legislation and regulations in pharmaceutical area, capacity building. During several country missions WHO has collected information on current status of the regulatory framework and established communication with the medicines regulatory authority. Among most critical parts of the requirements listed above are:

In Georgia GMP standards are missing, however there is functioning pharmaceutical inspectorate. The competence of inspectors currently is unknown to WHO. Access to an independent quality control laboratory is missing. 

Consequently this Terms of Reference were developed to address possible gaps in the areas listed above and to create a ground for the Georgia’s participation in the WHO Certification Scheme on the Quality of Pharmaceutical Products Moving in International Commerce.

2. Mission rationale

To identify the scope, scale and timeline for the technical assistance to the NMRA in Georgia in GMP / GDP implementation including: advice on GMP / GDP rules to be implemented, inspectorate capacity building, maintenance of the inspectorate’s internal processes, Quality Management System and to develop recommendations for further NMRA strengthening.

3. Purpose of the mission
Country visit, assessment of the current regulatory situation with focus on GMP/GDP, licensing of the manufacturers and distributors, inspection function, access to the QC facilities, Quality Management System of the inspectorate.

4. Mission objectives

The objective of the mission is to make an overview with regards to the preparedness of the NMRA to participate in the WHO Certification Scheme on the Quality of Pharmaceutical Products Moving in International Commerce, evaluate the ability to inspect pharmaceutical facilities by the national pharmaceutical inspectors.

Using the overview results to prepare the report and draft recommendations for development / improvement of the inspection function of the NMRA in Georgia. 

5. Mission output

The primary output of the mission will be a narrative report on the current status of all the NMRA functions related to its participation in the WHO Certification Scheme on the Quality of Pharmaceutical Products Moving in International Commerce. 

The practical outcome of the mission / report should be the development of recommendations for further strengthening of NMRA in Georgia. 
6. Mission methodology and sources of information
The WHO expert will conduct a one-two day evaluation tentatively on the week 50 of 2017. 

All available legal documents in Russian and/or English with regards to the current pharmaceutical situation in Georgia preferably should be sent to the WHO EURO not later than one week prior to the mission.

The expert will meet with the representatives of the Ministry of Labour, Health and Social Affairs of Georgia, local experts at the NMRA, representatives of the pharmaceutical industry. The expert will interview informants at the NMRA and pharmaceutical facility(s), and others when needed. 

The expert will assess strengths, weaknesses, opportunities and threats of existing regulations and their execution related to the licensing of the manufacturers and preferably distributors, inspection function, access to the QC facilities, Quality Management System of the NMRA (SWOT analysis).
7. Activities to be carried by the mission team

1. Review existing legislation, regulations, documents and guidelines relevant to the participation of the NMRA in the licensing of the manufacturers/distributors, inspection function, access to the QC facilities, Quality Management System.
2. Agree all steps needed to provide technical assistance in strengthening of the pharmaceutical inspectorate.

3. Prepare a proposal with the scope, purpose and feasible timelines for the technical assistance. Funds to cover technical assistance need to be defined.
4. Prepare a narrative mission report and draft recommendations.
8. Mission team and basic competences

This work should be done by expert with strong background in managing NMRA and implementation of the international norms and standards at the national level.
· Degree in medicine
· Minimum 10 years of working experience in medicines regulation and enforcement
· Work experience in implementation of the international norms and standards.
· Experience in communication with international organizations and agencies
· Experience in project management 
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