CONNECTICUT DEPARTMENT OF MENTAL HEALTH AND ADDICTION SERVICES
OFFICE OF THE COMMISSIONER  INSTITUTIONAL REVIEW BOARD
410 CAPITOL AVENUE  P.O. BOX 431341  HARTFORD CT 06134
DMHAS Institutional Review Board

|_| APPLICATION FOR CONTINUED APPROVAL
|_| FINAL REPORT

Submit this form and other required study documents as email attachments to MHADMHASIRB@CT.GOV.  

[bookmark: Text1]DATE OF CONTINUATION APPLICATION:      
CURRENT EXPIRATION DATE:      
[bookmark: Text46]TITLE OF STUDY:      
[bookmark: Text3]DMHAS ID NUMBER:      

PRINCIPAL INVESTIGATOR:
[bookmark: Text57]	Name and Title:      
	Institutional Affiliation:      
	Phone:      
[bookmark: Text8]	E-mail:      

ALTERNATE CONTACT IF APPLICABLE:
	Name and Title:      
	Institutional Affiliation:      
	Phone:      
	E-mail:      

NEW KEY PERSONNEL SINCE LAST REVIEW:
	Name:      	Title:      	Institution:      
[bookmark: Text13][bookmark: Text51][bookmark: Text56]	Name:      	Title:      	Institution:      
	Name:      	Title:      	Institution:      
	Name:      	Title:      	Institution:      
	Name:      	Title:      	Institution:      
NOTE: Attach documentation of education in the protection of human subjects for these individuals

CURRENT IRB APPROVALS FROM OTHER INSTITUTIONS:
	Approval date:      	Institution:      
	Approval date:      	Institution:      
	Approval date:      	Institution:      
NOTE: Submit copy of most recent approvals

CERTIFICATE OF CONFIDENTIALITY:
If, at time of initial approval, the plan was to obtain a Confidentiality Certificate, please note date of issuance: 
[bookmark: Text82][bookmark: Check60]       |_| N/A

WAIVER OR ALTERATION OF CONSENT REQUIREMENTS:
[bookmark: Check52][bookmark: Check53]Was a waiver or alteration of consent requirements approved?   |_|Yes    |_|No
Are any changes in procedure planned in relation to the informed consent process?
[bookmark: Text61]|_|Yes    |_|No.  If yes, please describe:      

ANTICIPATED OR ACTUAL END DATE OF STUDY:      

CURRENT RECRUITMENT SITES:
      
Identify any site where recruitment has ended since last review:
     

CURRENT STUDY SITES:
Location of any ongoing study interaction/intervention(s): 
     
Identify any site where research activity has ended since last review: 
     

CURRENT RESEARCH ACTIVITIES:
Is the study permanently closed to enrollment of new participants?   |_|Yes    |_|No
Is the remaining research activity limited to data analysis only?   |_|Yes    |_|No
If yes, have all identifiers or links to identifiers been removed from the data being analyzed?
|_|Yes    |_|No.
NOTE: If all data has been de-identified with no way to link the data to participants, a Final Report should be filed at this time. 

STUDY PROGRESS:
Brief summary of the course of the study so far including the experience of the participants:
     

FINDINGS TO DATE:
Brief summary of findings to date:
      

SAFETY MONITORING:
Does recent literature or findings obtained thus far suggest a change in the level of risk or additional information that might impact a subject's decision to participate or to continue participation in the study?   |_|Yes    |_|No
If yes, please summarize and indicate if the appropriate information has been shared with participants? 
     

ONGOING CONFIDENTIALITY PROTECTIONS:
Please describe the manner in which computer and non-computer research data is being stored to ensure security and confidentiality: 
[bookmark: Text70]     

PREVIOUS STUDY REVISIONS:
List changes in protocol, informed consent or other study documents that have been approved by the IRB since the last review:
	Change:      	Date of IRB Approval:      
	Change:      	Date of IRB Approval:      
	Change:      	Date of IRB Approval:      
	Change:      	Date of IRB Approval:      

APPLICATION FOR STUDY REVISION:
At this time, do you want IRB review any revisions in the protocol, informed consent form, recruitment material, instruments, investigators, or other aspect of or material related to the study?
[bookmark: Check3][bookmark: Check4]|_| Yes  |_| No
If yes, please summarize request and rationale and include copy of proposed revised protocol and/or consent form or other material as appropriate:
[bookmark: Text60]     
NOTE: Submit a ‘tracked changes’ copy of the revised document showing the changes made and a clean copy of the revised document to be stamped following approval.

PARTICIPANT ENROLLMENT:
Total number of DMHAS participants targeted for enrollment in the study:      
	Total number of participants targeted for enrollment in study:      
Total number of DMHAS participants enrolled since initial approval:      
	Total number of participants enrolled since initial approval:      
[bookmark: Text81]	Total number of participants enrolled since last review:      
Number of participants enrolled from DMHAS sites since last review:      
	Number of participants still active in the study:      
[bookmark: Text71]If the number of participants enrolled differs significantly from stated plan, explain discrepancy:      

	NOTE: Complete one chart for each study population (e.g., consumers, staff, etc.)

	Total Number of Participants Enrolled by Ethnicity and Race
[bookmark: Text86]Group:      
	Sex/Gender

	
	Female
	Male
	Total

	Ethnic Category
	     
	     
	     

		Hispanic or Latino
	     
	     
	     

		Not Hispanic
	     
	     
	     

	Ethnic Category: Total of All Study Participants*
	     
	     
	     

	Racial Categories
	

		American Indian/Alaska Native
	     
	     
	     

		Asian
	     
	     
	     

		Native Hawaiian or Other Pacific Islander
	     
	     
	     

		Black or African American
	     
	     
	     

		White
	     
	     
	     

		Other 
	     
	     
	     

	Racial Categories: Total of all Study Participants*
	     
	     
	     



	Total Number of Participants Enrolled by Ethnicity and Race
Group:      
	Sex/Gender

	
	Female
	Male
	Total

	Ethnic Category
	     
	     
	     

		Hispanic or Latino
	     
	     
	     

		Not Hispanic
	     
	     
	     

	Ethnic Category: Total of All Study Participants*
	     
	     
	     

	Racial Categories
	

		American Indian/Alaska Native
	     
	     
	     

		Asian
	     
	     
	     

		Native Hawaiian or Other Pacific Islander
	     
	     
	     

		Black or African American
	     
	     
	     

		White
	     
	     
	     

		Other 
	     
	     
	     

	Racial Categories: Total of all Study Participants*
	     
	     
	     

	*The “Ethnic Category: Total of All Study Participants” must be equal to the “Racial Categories: Total of All Study Participants.”



PARTICIPANT WITHDRAWALS:
Total number of people who began consent process but declined to participate since beginning of study:
     
[bookmark: Text62]Number of people who began consent process but declined to participate since last review      ; and their reasons:      
[bookmark: Text63]Total number of participants who have withdrawn since beginning of study:      
[bookmark: Text73]Number of participants who have withdrawn from the study since last review      ; and their reasons:      
[bookmark: Text66]Total number of participants who have been withdrawn from the study by the investigator since beginning of study:      
[bookmark: Text64]Number of participants who have been withdrawn from the study by the investigator since last review;      ; and the reasons:      

ADVERSE EVENTS:
[bookmark: Text65]Total number of adverse events since beginning of study:      
[bookmark: Text67]Total number and summary of any adverse events that have occurred since last review:      
In addition to unanticipated and serious adverse events, include anticipated adverse events or reactions.  Describe action taken to ameliorate any discomfort or negative consequence related the adverse event(s) occurring since last review and/or to eliminate recurrence:      

STUDY COMPLAINTS:
[bookmark: Text68]Total number of complaints received since beginning of study:      
[bookmark: Text72]Number and summary of any complaints received since last review regarding the study:      .
Please note any actions taken as a result of complaint(s):      

PROTOCOL DEVIATIONS:
[bookmark: Text69]Total number of protocol deviations since beginning of study:      
[bookmark: Text74]Number and summary of each protocol deviation since last review:      
Please note any actions taken as a result of deviation(s):      
NOTE: For ongoing studies, please attach a copy of the current approved protocol, consent form and as applicable, Release of Information, recruitment materials, and other approved materials. If enrollment has ended the consent form and related documents do not need to be submitted. 
The Principal Investigator should review the informed consent form to ensure that the description of the purpose and procedures and the disclosure of the risks and benefits are still adequately described. 

DISPOSAL OF MATERIAL:
DMHAS IRB Policy states, “Records related to the conduct and documentation of IRB activities will be maintained for three years.  Specific research files will be maintained for at least three years after completion of the research.”  The Office for Human Research Protections (OHRP) states, “All signed consent documents are to be retained for at least three years after the completion of the research and according to institutional policy.”

Based on the DMHAS IRB policy and the OHRP policy of a three-year retention of records, please state when and how you plan to dispose of all study material.
     

My name printed below is the manifestation of my electronic signature.


     		     	
Principal Investigator – Signature		Date
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