
 

Office for Human Research Studies  

Notice of Revised OHRS Forms Posted for Use  

DFCI Serious Adverse Event Reporting Form: 

1. Multi-Center Site Reporting  
The revised SAE Form updated and posted for use in August 2008 incoroprated the reporting of 
DF/HCC PI - Initiated Multi-Center SAEs to the DFCI IRB. Please ensure all reportable SAEs 
experienced by either (1) local DF/HCC participants or (2) outside Multi-Center Site participants 
where a DF/HCC Investigator is the overall PI are now reported to the DFCI IRB via the DFCI 
Serious Adverse Event Reporting Form.  

2. Minor administrative and formatting changes made 

Please note: The current version of the SAE form posted for use with this communication is 
dated 12/31/2008.  After 1/31/2009 SAEs submitted on an earlier version of this form will not be 
accepted by OHRS. 

DFCI Major Deviation/Violation/Exception - Other Event Reporting Form:  

1. Multi-Center Site Reporting  
The revised Major Deviation/Violation/Exception - Other Event Form updated and posted for use  
in December 2008 incoroprated the reporting of DF/HCC PI - Initiated Multi-Center Other Events 
to the DFCI IRB. Please ensure all reportable other events experienced by either (1) local 
DF/HCC participants or (2) outside Multi-Center Site participants where a DF/HCC Investigator is 
the overall PI are now reported to the DFCI IRB via the DFCI Major Deviation/Violation/Exception 
- Other Event Reporting Form. 

2. Minor administrative and formatting changes made 

Please note: The current version of the Other Event form posted for use with this communication 
is dated 12/31/2008.  After 1/31/2009 Other Events submitted on an earlier version of this 
form will not be accepted by OHRS. 

DFCI Application for Contuinuing Review: 

1.  Summary of Amendments 
Part H, question 6 was revised to request a summary of only the major amendments made to the 
study since the last continuing review submission or the initial review if this is the first continuing 
review submission. 



Please note: The current version of the Continuing Review form posted for use with this 
communication is dated 12/31/2008.  After 1/31/2009 Continuing Reviews submitted on an 
earlier version of this form will not be accepted by OHRS. 

  

Please do not hesitate to contact OHRS if you have any questions or require additional 
information.  

  
Office for Human Research Studies 
Communications Group 
20 Overland Street 
2nd Floor 
Boston, MA 02115   
 
(Please note: OPRS is now the Office for Human Research Studies.) 

  
 


