Background
The Sixty-fifth World Health Assembly adopted resolution WHA65.19, in which it decided to establish a Member State mechanism aimed at protecting public health and promoting access to affordable, safe, efficacious, and quality medical products, by promoting the prevention and control of substandard/spurious/falsely-labelled/falsified/counterfeit (SSFFC) medical products and associated activities. This resolution renewed and reestablished a mandate for the Secretariat and Member States in addressing SSFFC medical products from a public health perspective in a transparent and inclusive way. The first meeting of the Member State mechanism on SSFFC medical products met from 19 to 21 November 2012 in Buenos Aires. The meeting decided, as a first activity of the new Member State mechanism, to establish an open-ended working group to identify the actions, activities and behaviors that result in SSFFC medical products, as outlined in resolution WHA65.19, Annex, objective (4).
The Member State mechanism is supported by WHO and facilitated by the mechanism secretariat. The goal of the mechanism is to protect public health and promote access to affordable, safe, efficacious and quality medical products, through effective collaboration among Member States and the Secretariat, for the prevention and control of SSFFC medical products and associated activities.
On 29 May 2017 at the Seventieth World Health Assembly, a decision was agreed to adopt “Substandard and Falsified (SF) medical products” as the term to be used in the name of the Member State mechanism and in all future documentation on the subject of medical products of this type.
The old “substandard/spurious/falsely-labelled/falsified/counterfeit (SSFFC)” terminology surfaced from the lack of a global common understanding, sometimes confusing the phenomenon of substandard and falsified products with the protection of intellectual property rights.
Definitions
Substandard: Also called “out of specification”, these are authorized medical products that fail to meet either their quality standards or specification, or both.
Unregistered/unlicensed: Medical product that have not undergone evaluation and/or approval by the National or Regional Regulatory Authority (NRRA) for the market in which they are marketed/distributed or used, subject to permitted conditions under national or regulation and legislation.
Falsified: Medical product that deliberately/fraudulently misrepresent their identity, composition or source.
The existence of substandard and falsified (SF) medical products is an unacceptable risk to public health. They affect every region of the world, and medicines from all major therapeutic categories have been reported, including vaccines and diagnostics. They harm patients and undermine confidence in medical products, healthcare professionals and health systems. WHO is working with stakeholders to minimize the risks from SF medical products by collecting data and transferring knowledge and good practices to countries.
In 2013, WHO launched the Global Surveillance and Monitoring System to encourage countries to report incidents of substandard and falsified medical products in a structured and systematic format, to help develop a more accurate and validated assessment of the problem. The system provides technical support in emergencies, links incidents between countries and regions, and issues WHO medical product alerts and gathers a validated body of evidence to more accurately demonstrate the scope, scale and harm caused by substandard and falsified medical products and identify the vulnerabilities, weaknesses and trends.
As of November 2017, WHO had issued 20 global medical product alerts and numerous regional warnings, and has provided technical support in over 100 cases.
The system is designed for use by trained focal points in National Medicine Regulatory Authorities. Reports of SF medical products are submitted to the WHO via an electronic rapid alert form, currently available in English, French, Spanish and Portuguese languages.
WHO has trained a global network of over 550 regulatory staff in 141 Member States to report substandard and falsified medical products to the WHO Global Surveillance and Monitoring System. WHO also works with 18 of the largest international procurement agencies.
Member State mechanism on substandard and falsified medical products the sixth and seventh meetings of the Member State mechanism on substandard and falsified medical products were held in Geneva, Switzerland from 30 November to 1 December 2017, and on 29 and 30 November 2018 respectively. Updates on the implementation of the agreed list of prioritized activities for the period 2016–2017 were discussed, and a new list of prioritized activities for the period 2018−2019 was agreed, attached as Annex.
Situation in Georgia
Georgia was involved in the Pilot study of the WHO SSFFC Global Surveillance and monitoring project which began on the 17th September 2012. Since the Pilot study demonstrated the value of this project it continued to expand by including more countries. Georgia, represented by two focal points continue to participate in the WHO Global Surveillance and Monitoring System.
In frame of WHO Global Surveillance and Monitoring System, from 2016 till 2018, Georgia received 14 Rapid Alert. Based on Rapid Alert received during this period 50 medical product was recalled from Georgian market.
To ensure quality and safety of medicines In Georgia, several significant activities were carried out:
In 2018, Georgia as a full member joined to WHO Programme for International Drug Monitoring (Pharmacovigilance – Uppsala Monitoring Centre)
[bookmark: _GoBack]In 2018, The Government of Georgia officially approved the national GMP (EU-Good Manufacturing practice) implementation plan and established national GMP Inspectorate.

