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Meeting Date:                  
Protocol #:      




Expedited Review Date:       







Regulatory Review Date:      
Coordinator:  
 FORMCHECKBOX 
CMM     FORMCHECKBOX 
ANB     FORMCHECKBOX 
ESB     FORMCHECKBOX 
BMH     FORMCHECKBOX 
DLP     FORMCHECKBOX 
CE     FORMCHECKBOX 
JM     FORMCHECKBOX 
AO     FORMCHECKBOX 
ML     FORMCHECKBOX 
SKS 
Principal Investigator:      
Type of Review: 
 FORMCHECKBOX 
New       FORMCHECKBOX 
Re-approval       FORMCHECKBOX 
Reapp w/ amend       FORMCHECKBOX 
Regulatory
First approval date:      
Expiration or Lapse Date:      




 

Expedited Review category:     
Conflict Of Interest? 
  FORMCHECKBOX 
 YES**
 
 FORMCHECKBOX 
NO

Who? 
     



Previously Managed By Committee     

     



Activity Managed:  Disclosure in Consent
     



Investigator Role Limited 


     
                                       De Minimis (no action required by Committee)        
(Reminder for expedited reviews, if closed to enrollment, do not hold up reapproval for decision of COI)
Protocol General Information
Research Team Members
PI Affiliation and Title:      
PI/Investigator Change?   FORMCHECKBOX 
YES        FORMCHECKBOX 
NO

Human Subject Protection Training?   FORMCHECKBOX 
YES        FORMCHECKBOX 
NO**  

HIPAA Training?   FORMCHECKBOX 
YES        FORMCHECKBOX 
NO**
 

Names of those requiring HSPT or HIPAA Training:

Signatures? 
 FORMCHECKBOX 
YES    FORMCHECKBOX 
NO    FORMCHECKBOX 
NA


Funding Source Indicated?
 FORMCHECKBOX 
YES     FORMCHECKBOX 
NO       Source       

*Sponsor protocol version # and date**:      


*Copy of sponsor protocol must be retained in the file*

Grant**:  Is there a grant in the file?   FORMCHECKBOX 
YES   FORMCHECKBOX 
NO (If NO**, must request grant for the file.)  Compare title of grant to title of protocol, review research aims and human subjects sections for relatedness to HIC protocol and note discrepancy to Chair. For new and reapprovals, must SMR study until grant application or awarded grant is received.

Has the grant been reviewed?  FORMCHECKBOX 
YES   FORMCHECKBOX 
NO    By whom:             Date:     
Date of most recent grant:      
Subject Populations?   

Choose all that apply:

	 FORMCHECKBOX 
 Children* 

 FORMCHECKBOX 
 Decisionally impaired* 

 FORMCHECKBOX 
 Economically Disadvantaged

 FORMCHECKBOX 
 Employees*
 FORMCHECKBOX 
 Females of childbearing potential

 FORMCHECKBOX 
 Fetal material, placenta, or dead fetus
	 FORMCHECKBOX 
 Non-English Speaking

 FORMCHECKBOX 
 Pregnant women and/or fetuses*
 FORMCHECKBOX 
 Prisoners*
 FORMCHECKBOX 
 Students*
 FORMCHECKBOX 
 Wards of the state


If vulnerable populations are appropriate provisions made?   FORMCHECKBOX 
YES    FORMCHECKBOX 
NO

Recommended Findings citing federal regulations and FDA regulations: **:     
Previous findings, if applicable, citing federal regulations and FDA regulations:
Minors     

Pregnant Women     

Prisoners     
Location of study: Please identify the hospital, in-patient or outpatient facility, school or other agency that will serve as the location of the research.  

 FORMCHECKBOX 
 APT Foundation, Inc.



 FORMCHECKBOX 
 The Consultation Center, Inc

 FORMCHECKBOX 
 Yale Cancer Center



 FORMCHECKBOX 
 Connecticut Mental Health Center


 FORMCHECKBOX 
 Fair Haven Clinic



 FORMCHECKBOX 
 YCCI- HRU, CSRU, KECK
 FORMCHECKBOX 
 Haskins Laboratories 



 FORMCHECKBOX 
 Hill Health Corporation



 FORMCHECKBOX 
 John B. Pierce Laboratory, Inc. 


 FORMCHECKBOX 
 Department of Veterans Affairs, West Haven


 FORMCHECKBOX 
 Yale University




 FORMCHECKBOX 
 Yale-New Haven Hospital            

 FORMCHECKBOX 
 MR-TAC




 FORMCHECKBOX 
 PET Center

 FORMCHECKBOX 
 Other locations, Specify: 
Indicate the location(s) within the hospital and/or Medical School where the research will take place:

     
FWA/Research Affiliates

Is the study being carried out at sites other than Yale?   FORMCHECKBOX 
YES     FORMCHECKBOX 
NO 


If yes, is the PI affiliated with Yale School of Medicine?  FORMCHECKBOX 
YES     FORMCHECKBOX 
NO
If the PI is not affiliated with YSM, are there any Yale investigators on the protocol?     
If no Yale investigators are on the study, COEUS must be updated to remove YSM as a performing organization. 
Is/Are the site(s) considered to be “engaged” in research by collecting (1) Data through intervention or interaction with the individual, or (2) Identifiable private information?
If yes, is an FWA in place?  
                 If so, an IRB approval letter from the other site(s) is required**.

or 

Does there need to be IRB Authorization Agreement in place? (research affiliates)


or

Does there need to be a Collaborating Investigator Agreement in place? (specific people engaged but not institution)

IND**?

 FORMCHECKBOX 
YES     FORMCHECKBOX 
NO     Number:         Name:     
  IDE** ?

 FORMCHECKBOX 
YES     FORMCHECKBOX 
NO    Number:       
 FORMCHECKBOX 
A    or      FORMCHECKBOX 
B

1.  Does this study fall under the FDA IND/IDE regulation?        
2.  Who is the holder of the IND?        NOTE:  If holder is PI, on reapprovals, ensure that a copy of the most recent annual progress report that he/she submitted to the FDA is included with submission. A copy of this report should be acknowledged and kept in the HIC study file. 

3.  Has the FDA requested changes?  If so, we must obtain a copy of the request**.
4.  If IND/IDE is not noted, is one required?    FORMCHECKBOX 
YES     FORMCHECKBOX 
NO    

If exempt, is FDA letter submitted?      
Is a YNHH Medical Record Review part of this protocol?   FORMCHECKBOX 
YES*     FORMCHECKBOX 
NO
*If so, note in approval/reapproval letter that Medical Record Review is approved for this study.*

Is there a request for data from the Cancer Data Repository (tumor registry)? 

*If so, please be sure the request application is attached.*
Does the protocol require review by any of the following committees?  Ensure that documents from required committees are submitted.**
 FORMCHECKBOX 
VA

 FORMCHECKBOX 
SSC

 FORMCHECKBOX 
PRC

 FORMCHECKBOX 
PPRC
 FORMCHECKBOX 
RSC

 FORMCHECKBOX 
MRRC 

Indicate Study Status

 FORMCHECKBOX 
 
N/A (New protocol)

 FORMCHECKBOX 

Active _____ Number of enrolled subjects.  Does the number of subjects listed as enrolled last year match what was listed last year?
 FORMCHECKBOX 

Enrollment closed.  Participants still completing research interventions (e.g drug regimens, questionnaires, cognitive therapy sessions.).
 FORMCHECKBOX 

Enrollment closed: follow-up only (8a)
 FORMCHECKBOX 

Enrollment closed: data analysis only (8c)

 FORMCHECKBOX 

No subjects enrolled and no additional risks have been identified with this submission (8b)

1.
Has enrollment been progressing as planned?

a.
Has there been a change in the anticipated duration of study—both projected and actual?



 FORMCHECKBOX 
YES     FORMCHECKBOX 
NO
b..
Has the PI submitted an amendment to change the duration of the study? 



 FORMCHECKBOX 
YES     FORMCHECKBOX 
NO
c.
Has there been a change in the enrollment numbers—both projected and actual?

 
 FORMCHECKBOX 
YES     FORMCHECKBOX 
NO












d.
Has the PI submitted an amendment to increase the number of participants? 





 FORMCHECKBOX 
YES     FORMCHECKBOX 
NO
2.
Is there a Certificate of Confidentiality?
 FORMCHECKBOX 
YES     FORMCHECKBOX 
NO      FORMCHECKBOX 
Needs one


Is the Certificate still valid?

 FORMCHECKBOX 
YES     FORMCHECKBOX 
NO      FORMCHECKBOX 
N/A           


If Yes, please provide Exp. Date (     )

3. Safety Concerns?  (i.e-SAEs/AEs, frequency, amount)  FORMCHECKBOX 
YES     FORMCHECKBOX 
NO


Please describe the concern-(use another sheet if necessary)

4. Does the protocol include third party subjects? (If yes, can consent be waived for these subjects?)  FORMCHECKBOX 
YES**    FORMCHECKBOX 
NO
5. Does the protocol include deception? (if yes, a debriefing session must be part of research plan)  FORMCHECKBOX 
YES**     FORMCHECKBOX 
NO
Recruitment and HIPAA


pre-enrollment  Screening

Main Study
1.   HIPAA—    identified PHI? 



            
 FORMCHECKBOX 



 FORMCHECKBOX 



de-identified PHI? 


            
 FORMCHECKBOX 



 FORMCHECKBOX 

Is waiver of authorization appropriate**?           
 FORMCHECKBOX 
 


 FORMCHECKBOX 
    

Is waiver for recruitment appropriate**?            
 FORMCHECKBOX 



 FORMCHECKBOX 

Is authorization appropriate?

           
 FORMCHECKBOX 



 FORMCHECKBOX 

·  FORMCHECKBOX 
 HIPAA already completed 

·  FORMCHECKBOX 
 N/A: study uses only anonymous data/samples; HIPAA does not apply
·  FORMCHECKBOX 
 N/A:  No PHI collected
·  FORMCHECKBOX 
 N/A: international research, HIPAA does not apply as PHI is not being returned to covered entity in US or Yale—(if PHI is being brought into covered entity, HIPAA information should be included in consent form)

·  FORMCHECKBOX 
 N/A: takes place at Haskins or Pierce Labs; HIPAA does not apply as no data is being recorded at YSM (TAC, GCRC)

·  FORMCHECKBOX 
 takes place at the VA; HIPAA forms provided by VA

2.  How many RAFs are necessary?    FORMCHECKBOX 
 Main Study        FORMCHECKBOX 
 Storage for Future Research

                                                             FORMCHECKBOX 
 Non-English       FORMCHECKBOX 
 Other:      
3.  Is a Compound Authorization form used?  FORMCHECKBOX 
YES     FORMCHECKBOX 
NO      If Yes, confirm all required elements for consent (see below) and for research authorization are in the form, including PI’s name and address on front of form and the requirement for written withdrawal of authorization.

                  The HIPAA elements are: 

· description of PHI to be used/disclosed, 

· who may use/disclose, 

· who it may be disclosed to, 

· why it is being used/disclosed, 

· how long the use/disclosure will continue, 

· subject’s right to revoke authorization, which must be done in writing,

· potential for re-disclosure to others not subject to HIPAA, 

· whether participation, treatment or payment are conditioned on the subject signing and 

· the subject’s signature and date.

Data and Safety Monitoring Plan

Risk Assessment**:       Any change from initial risk assessment?  FORMCHECKBOX 
YES     FORMCHECKBOX 
NO
Is there a Data and Safety Monitoring Plan sufficient for level of risk and possible COI?  FORMCHECKBOX 
YES     FORMCHECKBOX 
NO
Confidentiality Concerns:
1.  Are the methods and procedures used to safeguard the confidentiality of subjects and the security of their data adequate? (For example, locked file cabinets with access limited to study personnel; removal of subject identifiers from study data.)
 FORMCHECKBOX 
YES     FORMCHECKBOX 
NO
If no, explain:      
If electronic storage, ensure that the code linking subjects to their information is not stored on the same computer as the data.

2.  Are there mechanisms in place to ensure proper use and continued protection of these data after data collection is complete?

 FORMCHECKBOX 
YES     FORMCHECKBOX 
NO
If no, explain:      
Informed Consent
Is informed consent required?  FORMCHECKBOX 
YES     FORMCHECKBOX 
NO **
(if no, please clarify under what federal regulation (45 CFR 46.116(c) or (d)) consent has been waived and please note this in the approval letter)

NOTE: Consent can not be waived under FDA regulations
Is written informed consent required?   FORMCHECKBOX 
YES     FORMCHECKBOX 
NO ** 

(if no, please clarify under what federal regulation (45 CFR 46.117(c)(1) or (2)) written consent has been waived and please note this in the approval letter)

Is re-consent recommended to inform previously-enrolled subjects of new information (risks, etc.)?
 FORMCHECKBOX 
YES     FORMCHECKBOX 
NO
Is a consent addendum necessary to inform previously-enrolled subjects of new information (risks, etc.)?  FORMCHECKBOX 
YES     FORMCHECKBOX 
NO
Consent/Assent Procedures

ELEMENTS OF LEGALLY EFFECTIVE INFORMED CONSENT

1. Does the consent process described in the protocol provide sufficient opportunity for the subject/LAR to consider whether or not to participate, e.g., any waiting period provided between informing the prospective subject and obtaining consent?    FORMCHECKBOX 
YES     FORMCHECKBOX 
NO
2. Does the consent process described in the protocol take steps to minimize the possibility of undue influence?    FORMCHECKBOX 
YES     FORMCHECKBOX 
NO
3. Does the protocol contain a statement about what information will be communicated to the subject/LAR during the consent process?    FORMCHECKBOX 
YES     FORMCHECKBOX 
NO
4. Does the protocol provide evidence that the individuals communicating the information to the subject/LAR during the consent process, all consent documents and consent procedures will be in a language understandable to the subject/LAR?   FORMCHECKBOX 
YES     FORMCHECKBOX 
NO
Consent Form(s):   Indicate number of forms submitted.  If reapproval or amendment, check file history for number of forms previously submitted.  Note discrepancy.

 FORMCHECKBOX 
Adult ( FORMCHECKBOX 
Cases   FORMCHECKBOX 
Controls)    FORMCHECKBOX 
Parental Permission    FORMCHECKBOX 
Adolescent Assent    FORMCHECKBOX 
Child Assent   FORMCHECKBOX 
Non-English    FORMCHECKBOX 
Compound Authorization   FORMCHECKBOX 
Other:     
ELEMENTS OF CONSENT

1. Is the consent form formatted with the proper headers (Study title, name of Principal Investigator, HIC#, Funding Source) and page numbers, using the HIC template?  FORMCHECKBOX 
YES     FORMCHECKBOX 
NO
2. Are all study procedures clearly described, in logical or sequential order?
  FORMCHECKBOX 
YES     FORMCHECKBOX 
NO
3. Does the consent form differentiate between those procedures being performed for research purposes, versus those being conducted as part of standard clinical care?
 FORMCHECKBOX 
YES    FORMCHECKBOX 
NO  FORMCHECKBOX 
N/A
4. If the research involves deception or the withholding of information, is this clearly stated in the consent form, along with a description of when and how complete information will be shared with the subject?
 FORMCHECKBOX 
YES     FORMCHECKBOX 
NO    FORMCHECKBOX 
N/A
5. Does the investigator clearly describe potential risks or discomforts associated with participation?  FORMCHECKBOX 
YES     FORMCHECKBOX 
NO
6. Does the In Case of Injury Section include a statement indicating that for a) research studies  sponsored by a for-profit entity, the subject’s insurance will not be billed for research-related injuries;  or for b) government or departmentally sponsored research, the subject’s insurance company or the subject him/herself will be billed for research related injuries?  FORMCHECKBOX 
YES     FORMCHECKBOX 
NO  FORMCHECKBOX 
N/A
NOTE:  This information must be consistent with what is stated in the protocol.  Discrepancy will be resolved by Grants and Contracts department.

7. Does the In Case of Injury Section include a statement indicating that the subject does not waive their legal right by signing the consent form, and contains NO STATEMENT that releases the investigator, the sponsor, the Institution or its agents from liability for negligence?   


 FORMCHECKBOX 
YES     FORMCHECKBOX 
NO     FORMCHECKBOX 
N/A
NOTE: This section is required for GCRC studies, even if minimal risk. 
NOTE:  If no In Case of Injury Section, this statement must be included in the Voluntary 
Participation Section.
8. For studies with a non-MD as PI, is there an MD indicated as a contact person in the In Case of Injury section if the study has any potential for injury?  FORMCHECKBOX 
YES     FORMCHECKBOX 
NO     FORMCHECKBOX 
N/A
9. Does the consent form describe any available treatment or therapeutic alternatives to those offered by the research?

 FORMCHECKBOX 
YES     FORMCHECKBOX 
NO     FORMCHECKBOX 
N/A
10. For treatment studies, are subjects explicitly informed that the study/treatment could be stopped at any time, and that subjects could be withdrawn for any reason?   FORMCHECKBOX 
YES     FORMCHECKBOX 
NO     FORMCHECKBOX 
N/A
11. Is the potential subject informed that his or her participation is voluntary, and that he or she may withdraw from the study at any time?
 FORMCHECKBOX 
YES     FORMCHECKBOX 
NO
12. Does the consent form provide a thorough outline of the procedures in place to ensure the confidentiality of subjects’ participation? 
 FORMCHECKBOX 
YES     FORMCHECKBOX 
NO
13. Does the consent form provide a thorough outline of the procedures in place to ensure the confidentiality of subjects’ participation data? 
 FORMCHECKBOX 
YES     FORMCHECKBOX 
NO 
14. Does the consent form describe any situations in which confidentiality cannot be guaranteed (such as reporting requirements for abuse, positive HIV/AIDS diagnosis, etc.)?


 FORMCHECKBOX 
YES     FORMCHECKBOX 
NO      FORMCHECKBOX 
N/A
15. Does the consent form describe any benefits to the subject or to others (society) or contributions to scientific knowledge which may reasonably be expected from the research?
16. Consent form for subjects who agree to biological sample or data collection- if a subject withdraws his/her participation –Does the consent form offer the option that the sample or data be destroyed when they withdraw their participation from the study?  FORMCHECKBOX 
YES     FORMCHECKBOX 
NO     FORMCHECKBOX 
N/A
17.
Consent form for subjects who agree to biological sample or data collection- if a subject withdraws his/her participation—Does the CF explain to the subject that the samples or data will be anonymized and that sample or data destruction is not possible after anonymization?



 FORMCHECKBOX 
YES     FORMCHECKBOX 
NO      FORMCHECKBOX 
N/A
18. Does the consent form mention future banking and whether the subject can opt out of the future  banking and still participate in the main study?  If not be sure it is made very clear that if subject does not want the future banking than they should not participate.  FORMCHECKBOX 
YES     FORMCHECKBOX 
NO      FORMCHECKBOX 
N/A
19. If children are providing assent for biological samples or data to be collected, does the       
investigator plan to re-contact them when they reach the age of majority?  FORMCHECKBOX 
YES  FORMCHECKBOX 
NO   FORMCHECKBOX 
N/A
NOTE: If repository includes genetic information, the HIC may require re-consent.
Are there any outstanding requests from the HIC regarding the protocol? 
 FORMCHECKBOX 
YES     FORMCHECKBOX 
NO
If so, what are they?      
**All asterisked items that relate to this protocol MUST be mentioned in the letter and meeting minutes (if full Committee).  Check all that apply:
 FORMCHECKBOX 
Conflict of Interest
 FORMCHECKBOX 
Human Subject Protections or HIPAA Training

 FORMCHECKBOX 
Sponsor Protocol/Version/Date

 FORMCHECKBOX 
Grant sections required (face page, research plan/aims, human subjects section)

 FORMCHECKBOX 
Vulnerable Population findings (also include FDA minors findings if applicable)
 FORMCHECKBOX 
External IRB approvals

 FORMCHECKBOX 
IND/IDE

 FORMCHECKBOX 
Other Committee approvals

 FORMCHECKBOX 
Deception

 FORMCHECKBOX 
Third-party subjects

 FORMCHECKBOX 
Risk Assessment 
 FORMCHECKBOX 
Waiver of Informed Consent or Waiver of Signed Consent

 FORMCHECKBOX 
Waiver of HIPAA research authorization (distinguish between pre-screening waiver vs. recruitment waiver: the former does NOT require a completed request for waiver form from the PI, whereas the latter does).
NOTES/COMMENTS:     
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