Annex 2
Version 2, 7 May 2020

[image: image1.jpg]World Health
Organization

N
Y

(I’
N\SPL

/,
/
\§





Information Statement for the Research Project: Draft Version 2, 7 May 2020
Supply of antimicrobial medicines in community pharmacies in Georgia following the COVID-19 pandemic
You are invited to participate in this project being conducted by researchers from Ministry of IDPs, Labour, Health and Social Affairs of Georgia

 , and the Health Technologies and Pharmaceuticals Program at the WHO Regional Office for Europe, Copenhagen. 

Why is the research being done?
The aim of this study is to determine patterns of community supply of antimicrobial agents from community pharmacies in Eastern Europe and Central Asian countries related to COVID-19 infection and other common infections including upper respiratory tract infection, urinary tract infection, otitis media and community acquired pneumonia.
Who can participate in the research?
All pharmacies in the public and private sector will be eligible to participate in this study. Participants will be a random sample of pharmacies from the national capital and up to five regional centres. 

What choice do you have?
Participation in this research is entirely your choice. You are under no obligation to complete any part of the survey. Whether or not you decide to participate, your decision will not disadvantage you in any way. 

What would you be asked to do?
If you agree to participate, the pharmacist in charge will be responsible for recording all antimicrobial agents supplied to customers during a one-week period. In addition to recording some details of the antimicrobial agent supplied, pharmacists will be asked to record the age and sex of the patient receiving the medicine, the reason for supply/indication for the medicine, and the basis for request (e.g. prescription, emergency supply).

How much time will it take?
We expect that each pharmacy will record around 25 encounters during the one-week data collection and that each entry will take 2-3 minutes to complete. 

What are the risks and benefits of participating?
There is little risk in participating. The questions do not seek information of a personal nature. If there are any questions you do not want to answer you can simply leave them blank. There are no direct benefits to you for participating. 
How will your privacy be protected?
The names of pharmacists completing the data collection forms are not recorded. The participating pharmacies will be identified by a code number that will only be known to the investigators managing the study at the country level. Data will be aggregated and presented at the regional and national level and not at the level of the individual pharmacy. 
How will the information collected be used?

Your answers will be pooled with others for regional and national analyses and will not identify any individual or institution. All the data will be kept securely in locked filing cabinets and on password-secured computers. 
The study will provide important information on which types of antimicrobials (antibacterials for systemic use, antifungals, antivirals, antimalarials) are supplied through community pharmacies, specific medicines within each type, formulations supplied (oral, injection, rectal), and, the reasons for their use.

What do you need to do to participate?
Please read this Information Statement and be sure you understand its contents before you decide whether to complete the survey. If there is anything you do not understand, or you have questions, please contact the researchers.

Further information
If you would like further information please contact the chief investigator, Kotoji Iwamoto at WHO Europe (Tel:+45 45 33 7018; Email: iwamotok@who.int
Ethics Approval

This project has been reviewed by the WHO Human Research Ethics Committee, Approval No. ERC.0003376 and [local ethics committee] Approval No. XXXXX.
Thank you for considering this invitation.

Kotoji Iwamoto, on behalf of the research team
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