
 

 

DATE:    

TO:    

FROM:   

RE:  Annual Update of an Exempt Study 

The CHS CIRB office reviewed and determined the following study to be exempt under the 
provisions of 45 CFR §46 and 21 CFR §50:  
 

The CHS CIRB office requests that you complete an annual update as to the current status of 
the study and return it to the office prior to  .       

1. Is the study still ongoing?  ☐Yes     ☐No 
 

2. If the study is complete, what was the date of completion?  
 

3. If the study is still ongoing, what is the projected date of completion?  
 

4. Have there been any modifications to the study design that could potentially change the 
initial determination of exempt status?  Provide a list of the modifications.  The CHS 
CIRB office will assist you in determining if these modifications may affect the exempt 
status.     
☐Yes     ☐ No    If yes, provide an explanation.   

 

5. Have there been any changes to the tools to collect data that may affect confidentiality?  
Provide a copy of the changes or tools.      

 

6. Was a consent document or other subject instructional material utilized during the 
course of the study?   

       ☐Yes     ☐No   If yes, provide a copy.    

 
7. Have there been any problems associated with the study that constitute a potential 

human subjects concern?  ☐Yes     ☐No    If yes, provide an explanation.   
 



8. Did you adhere to all of the IRB Conditions of Approval received in the original 
exemption? 

             ☐Yes   ☐ No    ☐ N/A 

9. Were all of the following submitted to the IRB?  If no, submit to IRB with explanation. 
• Changes in the research plan that may affect  the   

      IRBs initial determination of exempt status      ☐Yes     ☐No     ☐N/A 

• Personnel changes that may affect the confidentiality  
of records       ☐Yes     ☐No     ☐N/A 

• Changes to the study design or tools used to conduct 
the study       ☐Yes     ☐No     ☐N/A 

10. Have there been any changes in the study that may have a fiscal impact on the Community 
Healthcare System     ☐Yes    ☐ No   If yes, provide explanation.  

 

Research that has been approved by the CHS CIRB may be subject to further appropriate review 
and approval or disapproval by officials of the institution, but those officials may not approve the 
research if it has not been approved by the CHS CIRB.    

The Office Of Human Research Protections (OHRP) has approved the Federalwide Assurance 
(FWA) for the CHS CIRB; FWA#0001804. Therefore, any action taken by the CHS CIRB extends 
only to those entities covered by the FWA; Community Hospital, St. Catherine Hospital and St. 
Mary Medical Center. The CHS CIRB operates according to 21CFR §50, 21CFR §56, 56 CFR §312 
and 56 CFR §812.  

Do not hesitate to contact me with any further questions regarding this update process.    

 

 

_________________________________ 
Jana L. Lacera, RN, MSA, CDM   
Human Protections Administrator, CHS CIRB 
Director, IRB/Bio-Ethics   
 


