To Whom It May Concern

The Ministry of Labour, Health and Social Affairs of Georgia strongly supports the scientific work proposed in the project entitled “Linking within-host and between-host evolution in multidrug-resistant Mycobacterium tuberculosis (acronym: ECOEVODRTB)” funded by the European Research Council (ERC) for a duration of five years. In particular, the Ministry endorses the genomicepidemiological arm of this project as outlined in the Study Protocol (Version 1 of 13.07.2020).

We authorize this study to go ahead without obtaining formal individual written informed consent from the tuberculosis patients recruited into the study Modules 1 and 2, either prospectively or retrospectively, because i) the work described in the Study Protocol primarily focuses on the bacterial strains recovered from tuberculosis patients diagnosed through the routine activates of the National Tuberculosis Control Programme (NTP), ii) these bacterial strains and the project-relevant associated patient datawill be passed on to the ERC project staff only after  appropriate pseudonymization, and iii) the data generated through the ERC project might become useful in terms of guiding treatment and public health decisions at the Ministry.In addition, permission is granted for pseudonymized bacterial isolates and associated pseudonymizedand project-relevant patient data to be passed on to the ERC project staff and to be taken out of Georgia for further analysis in the frame of the collaboration between the National Centre for Tuberculosis and Lung Disease in Tbilisi (NCTLD) and the Swiss Tropical and Public Health Institute (Swiss TPH) in Basel, Switzerland.

We are well aware, that whole genome sequencing (WGS) of all Mtb bacterial patient isolates are in many Western countries part of standard of patient care and routine surveillance for TB control programs. Integration of WGS in routine TB surveillance was highly recommended to the Georgian NTP/MoH by World Health Organization in recent years. The Georgian Ministry of Health acknowledges that the ERC project will contribute capacity towards building such a surveillance system for the country, and therefore confirms full support for the project implementation process and grants the above mentioned permissions for the whole duration of the project.
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Sincerely,
Tamar Gabunia
First deputy Minister of Health
Ministry of Labour, Health and Social Affairs of Georgia
