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Comments 
Revised 

Page no. 

IRB decision is to do minor modifications and revision regarding the 

following facts. 

Scientific and technical issues 

- To revise the title as “Detection of Cryptococcus neoformans in clinically 

diagnosed meningitis among HIV patients from Specialist Hospital 

Mingalardon and Specialist Hospital Thakayta” 

- To choose “No” in 4d, “NA” in 5b in Checklists 

Background 

- To justify why different methods will be used in your study 

- To clarify the difference between your study and current routinely procedure 

     Objectives 

- To revised the methods and objectives according to the explanation in the 

presentation 

 



- To modify the methodology clearly related to objectives 

Methodology 

- To justify the reason for face to face interview for proforma or remove from 

the protocol; only use hospital record 

- To describe what kinds of data will be recorded from hospital records 

- To mention the Antigen detection test kits specification in your study and 

routine procedure in hospital and submit as annexes 

     Research design 

- No specific comment 

Sampling 

- To revise the consecutive sampling method with “duration” as sampling 

procedure 

Sample size 

- No Specific comment 

Data collection tools 

- Already mentioned in methodology 

Data analysis plan 

- To describe the immune status in detail for the whole protocol if you want to 

analyze the data related to immune status 

- To elaborate in detail data analysis plan to exclude the discrepancy between 

the different laboratory procedures 

Sample population 

- No specific comment 

Specimen handling 

- To mention the amount of sample will be taken one time for routinely and 

research purpose clearly 

- To explain how to discard the sample after laboratory procedures  

PI/Researcher qualifications 

- To add the consultant physicians from each hospitals as co-investigators and 

submit their CV. 



Suitability of site 

- To describe the study setting including the bed allowance 

 

Ethical Issues 

Vulnerable population 

- To describe the COVID 19 precaution measures in detail during COVID 19 

pandemic period 

Conflict of interest 

- No specific comment 

Privacy and confidentiality 

- No specific comment  

Informed Consent Form (ICF) 

- To describe the recruitment and informed consent taking procedure if the 

patient is not well conscious and orientated in methodology and ICF  

- To submit the informed consent form for the information to be provided in 

both Myanmar and English 

Recruitment 

- No specific comment 

Assent 

- No specific comment 

Risks & benefits 

- To write who will take the lumbar puncture procedure and his/her 

experiences 

- To mention the result will be give back to attending physicians within “how 

many” days 

- To explain the confirmation procedure for the discrepancy of result between 

the research and routine procedure in hospital 

Community considerations 

- To describe the dissemination plan after ethical consideration in protocol 

Collaborative study terms of reference 

- No specific comment 



 

Administrative Issues 

- To register the proposal at MHRR and attach the document. (Please see next 

page for MHRR registration steps) 

***Notes*** 

1. The received protocol resubmitted package should contain:  

a. The cover letter mentioning updated version number (or) revised version of protocol and 

date of resubmission 

b. The communication letter with respective page numbers revised/amended; just use ball 

pen or pencil to write down in respective sentences (Please don’t edit this communication 

letter containing official IRB logo) 

c. Revised submission package should contain all the documents listed in the original 

application package 

d. Three complete hard copies of revised submission package with updated version number 

and the changes highlighted or underlined 

2. Please attach this communication letter in the revised package. (3 Copies of communication 

letter and revised package) 

*Please resubmit the revised submission package to the IRB ( DMR ) office within 14 

days of receipt of this communication letter.   
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