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July 04, 2013

To: Executive Director of the
National Center for TB and Lung Diseases
Mr. Mamukalaparidze

Dear Mr. Japaridze,

In response to your letter #31657 of March 19, 2013, which was regarding the use of diagnostic
specimens collected from TB patients for the study titled “Compensatory Evolution and Epistasis in
Multidrug-resistant Mycobacterium tuberculosis”, we would like to inform you that the ministry has
forwarded the study protocol for review to the National Council on Bioethics. According to the letter
#67430 of June 13, 2013 sent by the head of the National Council on Bioethics Mr. GiviJavashvili, the
council has reviewed provided documents and decided to grant clearance to conduct above mentioned
study according to the protocol.

From our side, the Ministry of Labour, Health and Social Affairs of Georgia would like to assure the full
support in running this study and express the readiness for further collaboration.

Appendices: 4 pages
Sincerely

~Mariam Jashi
~ Deputy Minister
Ministry of Labour, Health and Social Affairs of Georgia

= Tataloa



To: Head of health department of the
Ministry of Labour, Health and Social Affairs of Georgia
Ms. Lela Serebriakova

Dear Ms. Serebriakova

We would like to inform you that the National Council on Bioethics has reviewed the protocol of the
study titled “Compensatory Evolution and Epistasis in Multidrug-resistant Mycobacterium tuberculosis”
during the 83" (second in 2013) meeting of the council on June 6, 2013.

The principal investigator of the study is Prof. Sebastien Gagneux, Swiss Tropical and Public Health
Institute, while partner scientist from Georgian side is Ms. Rusudan Aspindzelashvili, head of National
Reference Laboratory at the National Center for TB and Lung Diseases.

The basis of study protocol was your letter #01/25636 of March 27, 2013 (the copy is enclosed).

The National Council on Bioethics has given positive review and granted clearance to conduct the study
according to the protocol.

The Clearance Certificate is attached.
Sincerely
Givi Javashvili

Head of National Council on Bioethics
June 6, 2013



~

#01/25636

ey

March 27, 2013

To: Head of National Council on Bioethics
Mr. Givi Javashvili

Address: 29, Vazha-Pshavela, Tbilisi
Tbilisi State Medical University
Building 1, 6™ floor, department of family medicine.

Dear Mr. Javashvili

We would like to forward you the letter #31657 from Mamuka Japaridze, executive director of the
National Center for TB and Lung Diseases, sent to the Ministry of Labour, Health and Social Affairs of
Georgia on March 19, 2013. The letter was regarding the use of diagnostic specimens collected from TB
patients for the study titled “Compensatory Evolution and Eplsta5|s in Multidrug-resistant
Mycobacterium tuberculosis”.

We kindly request to carefully review the letter and provide recommendations regarding the study as
soon as possible.

See attached 20 pages.
Sincerely
Lela Serebriakova

Head of health department of the
Ministry of Labour, Health and Social Affairs of Georgia




CLEARANCE CERTIFICATE FOR STUDY PROTOCOL

In accordance with Georgian legislation, particularly Article 107 of the “Health care” law, Article 160f
the “European Convention on Human Rightsand Biomedicine” and its additional protocol on “Biomedical
Research”, and also based on Chapter 2, Paragraph 5 of the National Council on Bioethics regulation the
National Council on Bioethics has reviewed the following study protocol?.

Name of the Study Compensatory Evolution and Epistasis in Multidrug-resistant
Mycobacterium tuberculosis

Principal Investigator Prof. Sebastien Gagneux, Swiss Tropical and Public Health
Institute

Partner Investigator Rusudan Aspindzelashvili, head of National Reference Laboratory

at the National Center for TB and Lung Diseases

The National Council on Bioethics has discussed the protocol of the study during the 83" (second in
2013) meeting of the council on June 6, 2013.

The council has taken into consideration that the study is only observational and does not involve any
physical intervention. The research is the retrospective and prospective molecular epidemiology study
on the samples collected during routine medical examination of TB patients.

The ethical questions associated with the study are as follows:

a) Ensuring the confidentiality of patient information;

b) Obtaining Informed consent from the patients for participation in the study;

¢) Informing the patients on the results of the study, which may be beneficial for the treatment
outcome;

The council concluded that the activities described in the protocol to address above points are sufficient,
namely:

a) The measures to guarantee confidentiality (data anonymization, coding) are adequate;

b) Since all the samples and patient treatment data used in the study is being collected anyway
through routine NTP procedures, it is acceptable not to obtain informed consent from the
enrolled subjects. Additionally we have considered that the study coverage is countrywide.

¢) According to the protocol, the lab results which may be beneficial for the treatment outcome '-f

will be made available for the patients. The subjects will be identified using the anonymized
codes.

. According to the Article 107 of the “Health care” law study protocol must be reviewed and approved by the medical ethics
committee

? The National Council on Bioethics reviews study protocols and provides conclusions if “there is no other body which is
qualified more to review the subject” (Chapter 2, Paragraph 5 of the Council regulation)



. Camldorlng all above, the council concludes:

1. The study has been granted ethics clearance.
2. We recommend to the investigators to keep the National Co

immediately if the changes in course of the research requires reevaluation of ethical aspects of
the study. Additionally we kindly request end-of-study report to be submitted to the council.

Givi Javashvili
Head of National Council on Bioethics
June 6, 2013

Translated by: L @/ JM’Q
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