
 
 

March 30, 2020 

 

 

Kelli Komro, MPH, PhD, Professor  

Dept. of Behavioral Sciences and Health Education 

Jointly appointed, Dept. of Epidemiology; Rollins School of Public Health 

Emory University 

 

Dr. Komro, 

 

The Cherokee Nation Institutional Review Board has completed its review of your proposal entitled, 

“Community Randomized Trial in the Cherokee Nation: CONNECT and CMCA for Preventing Drug 

Misuse among Older Adolescents”, of which you are the lead Investigator.  I am writing to inform you 

that your proposal has been approved. Our decision is based on the following findings, 

 

 You have simplified the reading level of the consent and assent letters. 

 You have agreed to abide by the Cherokee Nation policies regarding public dissemination of 

the key findings and assured us of your commitment to submit all presentations and 

manuscripts to the tribal authorities for review and approval prior to public dissemination. 

 You have provided a, “Public Access and Data Sharing Plan” for the study, which describes 

how the shared data ownership will be maintained between Cherokee Nation and the 

researchers during and after the conclusion of the study. 

Please note that this CNIRB decision with regards to the research proposal and the Informed Consent and 

Assent documents will remain in effect until March 11, 2021 and must be renewed annually thereafter.  

We are providing additional guidance for maintaining the approval: 

 

1. Any unanticipated adverse event that is linked to the research study must be reported to the 

CNIRB within seven (7) working days of the investigator/research staff first learning of the 

event. However the severity of an event may mandate immediate notification, the timing of 

reporting must be proportionate to the nature and severity of adverse event and risks to the 

subjects and others. 

2. While we encourage the dissemination of the important discoveries, it is CNIRB policy that any 

publication, presentation, abstracts, which is linked to an approved protocol, must be reviewed 

and approved by the CNIRB publication committee before its dissemination outside of the 

Cherokee Nation.  

3. CNIRB requires all key personnel involved in the research project to complete the human 

subject protection training at www.citiprogram.org . Please provide copies of certificate/s. 

4. We have instituted a new policy and are now asking all researchers to provide one page “Lay 

Summary” with their annual progress and upon completion/closure of a research study. 

http://www.citiprogram.org/


Guidance about the lay summary can be obtained by accessing CNIRB website 

https://irb.cherokee.org/ 

 

In addition following guidance is being provided here for submitting future requests for continuation, 

protocol modifications or final closure of the study. 

 

Continuation requests and final study closures– Renewals should be submitted as early as possible, but 

no later than 60days in advance of the approval expiration date, to ensure the continuation review does 

not occur after the expiration date. If the project is not reviewed and approved by the expiration date, new 

enrollment to the project must cease. Current study subjects who remain in follow-up or active therapy 

may continue to do so only, if they are placed at an increased risk. 

 

The following information must be submitted for continuing review: 

 Copy/copies of approval letter/s from IRB’s with jurisdiction. 

 All significant findings/discoveries from the approved research protocol. 

 The current consent document or any newly proposed consent document (if applicable) 

 Protocol Summary updated with any proposed changes, if applicable 

 Subject withdrawal from Study– If any subjects were withdrawn from the study due to 

adverse reactions, noncompliance or other reasons please attach a summary. If this is a 

multi-center trial, attach a summary of all reports. 

 If a subject withdraws from the study voluntarily for medical or non-medical reasons, 

provide a description of any known reasons for why each subject withdrew. 

 Complaints about the research project must be attached in a summary describing the 

number and nature of the complaints. 

 

Protocol Modifications- Any changes to informed consent document or procedures or research protocol 

(such as changes in subject population, recruitment plans, advertising materials, research procedures, 

study sites, study instruments, or to investigators who are instrumental to the design or execution of the 

study) must be approved by the CNIRB before implementation of the change. CNIRB must be notified 

about changes to the key staff. If new staff is added be sure to provide us with their current CV/Resume 

and CITI certification.   

Study Results –If subjects have experienced any benefits or risks, please provide a summary of the 

risks/benefits experienced. The Principal Investigator must provide information regarding a change in the 

protocol’s description of the risks and/or potential benefits. If the risk/benefit relationship has been altered 

in any way, please attach a summary and describe the changes. 

What if continuation was not submitted on time and approval has lapsed? 

If the CNIRB has not reviewed and approved a research study by the end of the approval period specified 

by the IRB, all research activities must cease, including recruitment and enrollment of subjects, consent, 

interventions, interactions and, data collection, unless the CNIRB concludes it is in the best interests of 

individual subjects to continue participating in the research interventions or interactions. This will occur 

even if the investigator has provided the continuing information before the expiration date because, the 

CNIRB was unable to review due to the time of receipt, non-inclusion of the required information or other 

delays ensue. 

 Failure to submit continuing review information on time is considered non-compliance. If the 

study is FDA regulated, the IRB Chair must follow FDA requirements set forth in 21 CFR 

56.108(b) (3) in reaching their decision. The sponsoring agency, private sponsor or other federal 

agencies must be informed of any lapse in research approval via appropriate means. 

 The procedure for obtaining approval to continue subject participation after expiration of CNIRB 

approval is as follows: 

 The PI will submit to the CNIRB Chair a written list of research subjects for whom stopping of 

the research would cause harm; The CNIRB Chair will review written requests, rationale and plan 

for continuation from the investigator who wishes to continue with the study. 

https://irb.cherokee.org/


 The CNIRB Chair will further determine the specific procedures that may continue to be 

performed when ceasing such procedures will harm the subject. The IRB Chair will either orally 

communicate the decision to the investigator(s) or communicate such decisions via electronic 

mail. The CNIRB Chair will also provide a written response. 

 

Final Closures– The completion or termination of a research protocol is a change in activity and must be 

reported to the CNIRB. A final report to the CNIRB allows the closure of all files as well as providing 

information that may be used by the CNIRB in the evaluation and approval of related studies.(NOTE: 

Closure of a study means that no further research, follow-up or data analyses will be performed. If any 

such activity is ongoing, the study may not be closed. A study is not closed simply because no additional 

subjects will be enrolled). If you have any questions or need assistance do not hesitate to contact me at 

918-453-5602. 

 

Sincerely,  

 

 

 

Sohail Khan, MBBS, MPH, CIP 

Chair, Cherokee Nation Institutional Review Board 

 



 
April 14, 2021 

 

Kelli Komro, MPH, PhD, Professor  

Dept. of Behavioral Sciences and Health Education; jointly appointed, Dept. of Epidemiology;  

Rollins School of Public Health; Emory University 

 

Dear Dr. Komro, 

 

The Cherokee Nation Institutional Review Board has completed its review of your request for 

the modification to the proposal entitled, “Community Randomized Trial in the Cherokee 

Nation: CONNECT and CMCA for Preventing Drug Misuse among Older Adolescents”. On 

behalf of the Cherokee Nation IRB, I am writing to inform you that your request for alteration is 

approved. Please note that this CNIRB decision with regards to the research proposal will 

remain in effect until March 11, 2022. This approval pertains to the following changes to the 

survey document and its administrative procedures, 

 

 

1. Plans are added to pilot test the survey dissemination electronically during virtual 

learning days or other avenues convenient to the schools. 

2. Clarification is provided about the procedures for incentives for surveys completed in the 

schools and surveys completed outside of school.   

3. Survey instrument is modified in light of emerging COVID-19 related issues, newly 

available information and to achieve data harmonization.  

 

If you have any questions or need assistance do not hesitate to contact me at 918-453-5602. 

 

Sincerely, 

 
Sohail Khan, MBBS, MPH, CIP 

Director of Health Research & Chair, Cherokee Nation IRB 
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