SAINT FRANCIS HOSPTIAL AND MEDICAL CENTER

Institutional Review Board

Application for Initial Project Approval
All applications must be typed.  Point, click and type in the appropriate cell; cells will expand to accommodate text.  Tabbing out of the last cell on the right of a table will insert another row.  Referencing the protocol is not acceptable since not all IRB members receive the complete protocol. The IRB reserves the right to return applications that do not provide sufficient responses.  
There are consent form templates available for the first four study categories, their use is recommended but not required.
Study Categories:

1. For investigational studies involving drug or devices, all sections of this application need to be completed.  Use consent template 1.
2. For social or behavioral research, sections:  1, 2, 3, 4, 5.0-5.3, 6, 7, 8, 9, 10, 11, and 13 need to be completed.  Use consent template 2.
3. For establishment of a research registry, sections:  1, 2, 3, 4, 5.0-5.3, 6, 7, 8, 9, 10 and 13 need to be completed.  Use consent template 3.
4. For research involving a case report or case series, sections:  1, 2, 4, 5.0-5.1, 6.0-6.2, 7.0-7.2; 7.5, 8 (if applicable), 9 (if applicable), 10, and 13 need to be completed.  Use consent template 4.
5. For retrospective record reviews, sections:  1, 2, 3, 4, 5.0-5.1, 6, 7.0-7.5, 8.0, 10, and 13 need to be completed.
	Section 1 – Basic Study Information


	1.0
Type of Submission:
( Initial Application
( Resubmission to Address Contingencies


 

	1.1
Name of Principal Investigator for IRB Proposal:   


	1.2
   Project location:                ( Saint Francis Campus         
( Burgdorf Clinic/Bank of America Center
( Mount Sinai Campus         
( Asylum Hill Family Medicine 
                                                                 ( Other (please specify):

	1.3     Type of review requested:       ( Full Board            ( Expedited             ( Exempt 

	1.4
Complete IRB Project Title:     


	1.5
Complete Associated Grant Title (if possible grant and project title should match):    


	1.6
Name of PI on the grant:     

	1.7
Abbreviated Project Title ( ≤ 56 characters):  



	1.8
Identify any external funding source for this study (e.g. NIH, Pfizer, Donaghue etc):  

	1.9
Identify any internal funding source for this study (e.g. Academic Affairs, dept. funds etc.):   

	1.10
Identify the sponsor for this study (e.g. PI, ECOG, Pfizer, etc):   

	1.11
Does the PI have any significant financial interest or other relationship with the sponsor?    ( Yes      ( No
            The Research Financial Disclosure Form must be completed by each investigator and submitted with the application.

	1.12  Will the PI benefit personally from this study?      ( Yes      ( No          

	1.13
Will the sponsor indemnify subjects in the event of a research-related injury?    ( Yes      ( No          

	Section 2– Research Personnel Information

	
	Principal Investigator

(last, first)
	Study Coordinator

(last, first if other than PI)
	Contact Person

(last, first if other than PI or SC)

	2.0
Name
	
	
	

	2.1
Degree(s) Held
	
	
	

	2.2
Professional Licenses (type & #)
	
	
	

	2.3
Professional Certifications
	
	
	

	2.4
Job Title
	
	
	

	2.5
Department
	
	
	

	2.6
Mail Code
	
	
	

	2.7    Phone Number
	
	
	

	2.8
Emergency Number
	
	
	

	2.9
Fax Number
	
	
	

	2.10
Pager Number
	
	
	

	2.11
E-mail Address
	
	
	

	2.12
Other Affiliations of PI (e.g. CCMC, Hartford Hospital, Storrs, UCHC)
	
	***************************
	***************************

	2.13  Off-hours/weekend contact information (Optional):   



	2.14   Provide a brief summary of the qualifications of the PI to conduct this study and attach an NIH biosketch or complete CV.


	2.15  Provide information on co-investigators for the study (tabbing out of the bottom right cell will insert another row if needed)
Name

(Last, First)

Degrees Held

Licenses

(type, St. #) /
Certifications
Department

Affiliation

Primary Function(s) Performed  In Study

Additional Information on Co-Investigators (e.g. previous research experience):          
Attach an NIH biosketch or complete CV for each co-investigator.


	Section 3 – Collaborating Institutions / Multi-Center Trials

	3.0 Are there any collaborating sites involved with this study?     ( Yes      ( No
         (If no skip to 3.3.  If yes, proceed to 3.1)  

	3.1 If collaborating with other sites, provide the name of each institution, and place an x under the column(s) that describes the type of involvement for each institution.  Provide the date that the other institution obtained IRB approval or indicate that it is pending.  
Institution’s Name

Recruitment

Enrollment / Consenting

Subjects
Interactions

(e.g. survey)

Interventions

(e.g. needle stick)

Follow-up

Analysis

IRB Approval 
Date
Additional Comments:      



	3.2
Indicate the expected percentage of enrollment at each applicable site, and place an X in the appropriate cell to indicate which institution, based on the preponderance of the expected enrollment, you are requesting serve as the IRB of record or that independent IRB approval will be sought from each applicable site.  

Institution’s Name

% to be Enrolled/Consented

Requested IRB of Record

Independent IRB Review

SFHMC


	Information on multi-center trials

	3.3
Is this a multi-center trial? (If no, skip to section 4, if yes proceed to  3.4)      ( Yes      ( No
  

	3.4
Will SFHMC serve as the lead institution?       ( Yes      ( No
 

	3.5
Describe the plans for communication among sites in terms of protocol modifications, unanticipated problems and interim results:   

 

	Section 4 – Project Characteristics, Summary and Design

	4.0
Provide the anticipated time frame during which the study will be conducted:
Expected Start Date (mm/dd/yyyy):    

Expected Completion Date (mm/dd/yyyy):     


	4.1
Provide the general therapeutic area and sub-area(s) that best describe your study (e.g., cancer, gastrointestinal, pancreatic or psychiatry, addictive behaviors, gambling).
Primary Area  

Sub- Area  

2nd Sub- Area



	4.2
Place an X after the applicable study phase:

Phase I
Phase II
Phase III
Phase IV (Post Marketing)
Not a clinical trial

 

	4.3
For post-marketing trials, describe any post-marketing requirements imposed on the use of this drug by 
the FDA.  



	4.4
Place an X after all characteristics that are applicable to the study design:

Pilot Study

Case-Control Study

Randomization

Observational Study

Double-blind

Placebo

Cross-Sectional Study

Chart review

Normal Controls

Survey
Focus Group
Other (specify):      



	4.5
Provide 2 or 3 sentences describing your project in lay terms.     


	4.6 Provide a summary description of this project.   (Responses 4.7, 4.8 and 4.9 combined should not exceed the equivalent of five pages.)  
Hypotheses, Objectives and Aims:         

Scientific Background and Significance:         

Preliminary Studies:         

Please attach a copy of the full protocol if available.  


	4.7 Provide an outline of the experimental design addressing the following:  time line of the study from initiation through data analysis, procedures including a time sequence of when those procedures that involve human subjects will be performed and how they will be monitored.
Description of sample size:          

Estimated enrollment per year:        

Primary and secondary outcomes and endpoints:            



	4.8
Describe methods of analysis, sample size supported by appropriate power calculations.   



	4.9
List specific clinical eligibility requirements for subjects, and clinical criteria that would exclude otherwise acceptable subjects.  
Inclusion Criteria

Exclusion Criteria

a.

b.

c.



	4.10
Provide the age range or age description of subjects and justification for the age selection:   



	4.11
Are there any non-clinical factors that will exclude subjects, e.g. race/ethnicity, gender, language?   If so, justify why the exclusion is necessary. 
 

	Section 5 –Protection Against and Minimization of Risks (45 CFR 46.111(a)(1))


	5.0
List all procedures to be performed on human subjects.  Also list alternative therapies or procedures that may be advantageous to the subject.  Discuss the risks and benefit of any alternative therapy.

Non-Experimental Procedures:    

Experimental Procedures:          

Alternative Options:            

Risks and Benefits of Alternatives:            



	5.1 Describe the potential risks associated with the proposed research, the procedures to protect against or minimize potential risks and assess the likelihood of the risk occurring and if it were to occur the seriousness to the subject.

Physical Risks: 

Procedures to Protect Against / Minimize Risks

Likelihood of 

Occurrence

Seriousness to Subject if 

Risk Occurs

Psychological Risks: 

Procedures to Protect Against / Minimize Risks

Likelihood of 

Occurrence

Seriousness to Subject if 

Risk Occurs

Economical Risks: 

Procedures to Protect Against / Minimize Risks

Likelihood of 

Occurrence

Seriousness to Subject if 

Risk Occurs

Social Risks: 

Procedures to Protect Against / Minimize Risks

Likelihood of 

Occurrence

Seriousness to Subject if 

Risk Occurs

Legal Risks: 

Procedures to Protect Against / Minimize Risks

Likelihood of 

Occurrence

Seriousness to Subject if 

Risk Occurs

Other Risks:
Procedures to Protect Against / Minimize Risks

Likelihood of 

Occurrence

Seriousness to Subject if 

Risk Occurs



	5.2
Describe any costs related to the research activities that are not part of standard of care and indicate who will be responsible for payment, e.g. subject, sponsor, dept. funds. 

Research Activity (including medication) Beyond Standard of Care

Party Responsible for Payment



	5.3
Describe any other costs that may be incurred by the subject due to participation in this study, e.g. travel costs, lodging, care for research related injury etc.             



	Additional Approvals for Drug Usage Required to Ensure Risks are Minimized and Compliance with IND Regulations

	5.4
Will the study involve the use of drugs?  (If no skip to 5.11, if yes complete 5.5 – 5.10.)        ( Yes      ( No


	5.5
Identify all drugs that will be administered as part of the research study.  For studies involving INDs also attach 1) confirmation from the manufacturer of compliance with federal regulations and Good Manufacturing Practices, 2) the 1572 form and 3) if the IND # is not provided, a letter from the sponsor confirming IND approval.  When possible submit IND safety reports.
Drug Name

Dosage, 

Frequency &

Duration

Method of

Administration 

IND # if

Available 

Manufacturer of IND 

Sponsor of IND

Supporting Documents Attached



	5.6    Provide the following information relating to the storage, inventory and dispensing of drugs used in this study. Investigational drugs must be stored in the hospital Pharmacy unless the investigator ensures that storage, dispensing, accountability, and security comply with institutional policy and federal and state laws.  The Director of Pharmacy, or delegated pharmacy staff, must approve plans for control of investigational drugs maintained outside of the pharmacy.  Investigators who choose to store investigational drugs outside the Pharmacy will be subject to regular auditing by the Pharmacy.  
Where will drugs be stored? 

Describe the storage area and how it meets the required storage conditions for the drug:  

Describe the security measures in place for inventory control and monitoring of the drug inventory:
How and by whom will drugs be dispensed?         

Describe how the disposition of unused drugs will be handled:   

Drug costs, when applicable, and other Pharmacy expenses associated with the study will be charged to the investigator and must be properly allocated for in the research contract or study budget and reimbursed to the Pharmacy.   A department budget or special fund account will need to be provided to the Pharmacy from which the following fees will be drawn:
1. Study initiation (one time fee)

2. Randomization (per subject enrolled)

3. Drug preparation and dispensing (per dose)

4. Drug cost (for non-sponsored studies)

5. Inventory and record keeping (monthly fee which includes quality assurance measures, monitor site visits, and drug storage)

6. Study closure (one time fee which includes destruction of remaining drug, copying and archiving study related information)

*Note that even if the Pharmacy is not storing or dispensing study drugs, study initiation fees will be charged to cover the costs of protocol review and to ensure that drugs not handled by the Pharmacy are in accordance with regulatory standards. 



	Additional Information Regarding an Investigational New Drug Application. (If yes to 5.8, 5.9 or 5.10 an IND is needed). 

	5.7
Has an IND already been obtained for the drug(s) used within the study?  (If no, answer 5.8 – 5.10.  If yes, be sure information requested in 5.5 is provided and skip to 5.11)   ( Yes      ( No      



	5.8
Is the proposed investigation intended to be reported to the FDA in support of a new indication or to support any other significant change in the labeling for the drug?    ( Yes      ( No    



	5.9
Is the investigation intended to support a significant change in the advertising for the product? 
          ( Yes     ( No    

	5.10
Does the investigation involve a route of administration or dosage level, or use in a patient population or other factor that significantly increases the risks (or decreases the acceptability of the risks) associated with the use of the drug product?    ( Yes      ( No         



	Additional Information for Investigational Devices 


	5.11
Will the study involve the use of an investigational device? (If no skip to 5.15, if yes complete 5.12 -5.14) 
( Yes      ( No 

	5.12
Provide Name, IDE number and manufacturer. For studies involving IDEs also attach confirmation from the manufacturer of compliance with federal regulations and Good Manufacturing Practices and of IDE approval from the sponsor.  
Device Name

IDE Number

Manufacturer 

of IDE

Sponsor 

of IDE

Confirmation of 

GMP Attached

Confirmation of IDE Approval Attached



	5.13 Is the device considered a significant risk or non-significant risk (NSR) device?   ( Yes      ( No         
For NSR devices, attach the sponsor’s description of the device, reports of prior investigations with the device, the proposed investigational plan, a description of patient selection criteria and monitoring procedures.  The sponsor must also inform the IRB if other IRBs have reviewed the proposed study and what determination was made by those IRBs.


	5.14 Describe plans for maintaining inventory of the investigational device.  

Where will the device be stored? 

Describe measures in place for inventory control:  
Describe measures for monitoring / tracking of the device: 
How and by whom will the device be used?
Describe plans for return of unused devices to the sponsor:



	Additional Approvals Required from the Institutional Biosafety Committee

	5.15 Does the project involve the use of recombinant DNA?         ( Yes      ( No         
If yes provide proof of approval for the study from the Institutional Biosafety Committee.   (Approval from the Institutional Biosafety Committee must be obtained prior to seeking IRB approval for all studies that deal with recombinant DNA.)  

	Section 6 –Reasonableness of Risks in Relation to Benefits, if any (45 CFR 46.111(a)(2))

	6.0 Place an X after the level of overall risk that, in the opinion of the PI, is associated with this study. Comments may also be provided to justify the assessed risk level. 
Risk Level

X to select

Comments

None 

Minimal

Slight Increase Over Minimal

Moderate

High



	6.1
What benefit, if any, may be gained by the subject and/or society?  Discuss why the risks to subjects are reasonable in relation to the anticipated benefits to subjects and others.               


	6.2
Discuss the importance of the knowledge that may be gained as a result of the proposed research. Discuss why the risks to subjects are reasonable in relation to the importance of the knowledge that may result.                   


	6.3
For studies requiring full board review, describe the scientific review process that the study has undergone, or indicate that review by the Research Committee or Nursing Research Committee is being requested. (For exempt and expedited review, Research Committee approval is not required.)  


	Section 7 – Subject Selection / Recruitment Data (45 CFR 46.111(a)(3) &(a)(7)(b))

	7.0
Place an x after the type(s) of human subjects that are likely to be recruited for this study.   SFHMC does not review/approve research involving prisoners.
Pregnant Women or Fetuses 
Children/Adolescents 

Inpatients
Decisionally Impaired (for non-interventional studies only)
Viable Neonates
Outpatients
SFMHC Employees 
Educationally Disadvantaged 
Terminally Ill
Students, Residents, or Fellows
Economically Disadvantaged 
Physically Disabled
Other (describe)

Provide any additional comments to describe subject populations:     



	7.1
Explain why the inclusion of any vulnerable populations identified in 7.0 is necessary (vulnerable populations include pregnant women or fetuses, neonates, and children): 


	7.2
What is the maximum number of subjects to be enrolled at SFHMC? 


	7.3
Explain on what basis it is reasonable to expect that recruitment goals will be met.    



	7.4
If applicable what is the national expectation for enrollment? 



	Data Collection and Recruitment Methods

	7.5
Place an x after the source(s) from which information will be collected.    

Medical interventions

Labs results

Existing directly identifiable specimens 

Identifiable Waste material

Existing coded specimens  

De-identified Waste material
Existing de-identified specimens

Excess material
Interviews

Medical records 

Focus groups 

Research registry *
Surveys
Other sources of information (provide description):  

*Provide the name and IRB number of the registry that will be used:


	7.6
Place an X after all methods and materials that will be used to recruit subjects and describe how recruitment strategies will be implemented.  (Note:  All materials for and methods of recruitment must receive IRB approval prior to use, including final versions of recorded ads for which a script is provided.  It is acceptable to identify a recruitment method and note that IRB approval will be sought when the material is developed.)  

Methods/Materials

X to Select

Description of Implementation

Radio spots

Newspapers

Magazines

Broadcast messages

Purchased mailing lists

Patient base

Flyers

Phone Calls

Web postings

Other methods, materials and strategies that will be used for subject recruitment(provide description):          

Describe any outreach programs for recruiting women and minorities into clinical research trials:   

*Note:  Listing an approved and active clinical trial on the web does not require IRB approval when the posting is limited to the following elements: title; purpose of the study; protocol summary; basic eligibility criteria; study site location(s); and how to contact the site for further information.  IRB review and approval must be sought if any additional information is to be posted.  The IRB may conduct random audits of web postings to ensure compliance with these terms. 


	7.7
Describe any financial or other compensation that will be paid to the subjects and the disbursement schedule for such compensation.                



	Section 8 – Informed Consent Process (45 CFR 46.111(a)(4))

	8.0 Have you requested exempt status or a waiver of the requirement to obtain consent ?        ( Yes      ( No     (If yes, skip to section 10.  If no and study is open to new enrollment complete all items in this section. ) 
 

	8.1
Provide the version reference of consent form submitted for review and approval and submit a completed informed consent checklist.         



	8.2
Who will be authorized to obtain consent/assent/authorization?  
Name of individual(s) authorized:
Fluent in Language(s):


	8.3 Are non-English speaking subjects likely to be consented?            ( Yes      ( No         
If so describe plans for ensuring that information is presented in a language understandable to the subject/Legally Authorized Representative (LAR) If not, explain why.  (Translation must be performed by an official translation agency or individual certified to provide translation.  Please include translation documentation with the application.)


	8.4 Who will provide consent/permission (e.g. the subject, parent, LAR)?  Note:  LARs can consent only for non-interventional studies.                                 



	8.5 If consent will be obtained from LARs, describe the process for ensuring that the LAR is in fact the court-appointed conservator or guardian, or individual designated as having power of attorney for health care, or individuals designated as a health care representative.  Consent from next-of-kin is not acceptable absent one of the prior designations.   Note:  LARs can consent only for non-interventional studies.                                 


	8.6
Will anyone other than the subject/LAR be a part of the consent process (e.g. witness)?   ( Yes      ( No     


	8.7 How will the privacy of the subjects/LARs be maintained throughout the consent process?


	8.8 Describe in detail the process for obtaining consent, including steps that will occur, the estimated length of the discussion, and how will it be ensured that subjects / LARs have had enough time to consider their decision regarding participation.  Note:  the consenting process needs to be documented in the research record for each subject.


	8.9   How will on-going consent of the subjects /LARs be obtained throughout the conduct of the study?    



	8.10
Will any screening activity occur prior to consent / authorization being obtained?      ( Yes      ( No              



	8.11   Describe the process of obtaining assent from children or decisionally impaired adults.  
           

	8.12
Provide any additional comments regarding the consent process.              



	Ensuring There Is No Undue Influence Within the Consent Process

	8.13
Describe plans to minimize the possibility of coercion or undue influence during the consent process: 

 

	8.14
What benefit, if any, is to be gained by the research personnel for subject recruitment into the study, e.g. payment for enrollment?  If applicable, disclose the value of the benefit and explain how it is justified.        

 

	Section 9– Informed Consent Documentation (45 CFR 46.111(a)(5) and .117(c))

	9.0 Will consent be documented via use of a consent form?           ( Yes      ( No              

If a consent document will not be used, a waiver of authorization for disclosure of protected health information must be submitted with the application. 



	9.1
Would the consent form be the only record linking the subject to the research study?     ( Yes      ( No          

	9.2 Is the principal risk that of potential harm caused if there were a breach of confidentiality?   ( Yes      ( No  If yes, describe.          



	9.3 Does the research present more than minimal risk?       ( Yes      ( No         
If no, explain the rationale for this assessment.           



	9.4
Does the research involve any procedures for which written consent is normally required outside of the research context?      ( Yes      ( No                   



	Section 10 - Protection of Privacy of Subjects & Confidentiality of Data (45 CFR 46.111(a)(7) & HIPAA)

	10.0
How will the privacy interest of subjects be maintained throughout the conduct of the study (note, privacy pertains to the individual not to the data)?



	10.1
What information, if any, will be sought from the subject about other living individuals?


	10.2 Describe the procedures to protect the confidentiality of data during the conduct of the study by addressing each element noted below (note, confidentiality pertains to the data, not the individual). 
Who will own the data (SFHMC or the PI)?   
Describe plans for storage and security of information on hard copy, including how research records will be labeled and if applicable, how information will be protected during transportation from external sites and from SFHMC.    
Will lab results be posted to medical records or research records?  

Will other study related information, e.g. the informed consent document, survey tools, be posted to the medical record or research record?   

Describe plans for storage and security of identifiable/coded samples.
Describe plans for storage and security of electronic data.     
Describe the security measures that are in place for the equipment that houses identifiable data.      

Who will have access to hardcopy, samples, and / or electronic data?   

How will access be managed?  

Describe the plans for storage or destruction of identifiable data for screened failures.  


	10.3
Describe procedures to continue to protect confidentiality after study closure by addressing each element noted below.   

How long will information continue to be stored?             

Describe plans for on-going storage and security of hard copy data.               

Describe plans for on-going storage and security of identifiable samples.               
Describe plans for on-going storage and security of electronic records.         

Who will have access to hardcopy, samples and/or electronic data?      
How will access be managed?       
Describe the plans for the destruction of identifiable data.   



	Section 11 –Safety Monitoring (45 CFR 46.111(a)(6))

	11.0   Place an X after the entity responsible for safety monitoring of the study and after the type(s) of safety monitoring in place for this study.  For multi-center trials, or trials with external monitoring, submit the monitoring plan; and when applicable the DSMB charter, describing details of membership, frequency of meeting etc., and when possible summaries of DSMB meetings or findings that have already occurred.
Entity responsible for monitoring:
If applicable describe other entities below.

Monitoring internal to SFHMC
If yes, indicate name and contact information of Data Safety Monitor/Officer:
Monitoring by sponsor

Monitoring by other entity (describe)

Data Safety Plan

Independent Monitor

Data Safety Board

Other (describe)



	11.1
Describe plans for communicating significant findings to subjects, in particular those findings that may impact the subject’s willingness to continue to participate or that relate to the safety or medical care of the subjects.                       



	11.2 Provide a brief description of the resources available to conduct this study, including the accessibility/availability of such resources.  If a certain type of resource is not needed, explain why. 

Resource

Description of available resource

Accessibility /Availability

Financial resources (internal and external) 

Staff (e.g. for medical/professional intervention)
Equipment (e.g. crash carts, shielding, resuscitation equipment, etc.)     

Supplies

Laboratory space 

Bed space  

Services (e.g. counseling, ancillary care)  

Other Resources      

General Comments      


	Section 12– Additional Information Pertaining to Genetic Research

	12.0
Does the study involve genetic research?    ( Yes      ( No              
If no skip to section 13.  If yes, respond to the remaining questions in this section.

	12.1
Will findings related to the study be disclosed to the subject?         ( Yes      ( No              
(If yes, answer 12.2 – 12.7.  If no, skip to 12.8.  Note that if the researchers plan to release findings the subjects must also be given the opportunity to decline receiving information.)

	12.2
Describe what information will be provided.        


	12.3
Describe who will provide the information to the subject.   


	12.4
Describe at what point in the study the information will be provided.  



	12.5
Describe by what means it will be provided.       


	12.6
Describe the reliability of information provided.    



	12.7
Explain the basis upon which the disclosure decision was made.     



	12.8
Will unexpected and/or unrelated findings be disclosed?       


	12.9
If findings will be published, explain how the subject’s confidentiality will be ensured.   



	Section 13 – Signature of Principal Investigator and Date

	13.0
Indicate if this protocol, or one similar to it, has previously been denied approval by any IRB panel.  If it has previously been denied approval, also provide details regarding the IRB that denied approval, for what reasons approval was denied, when it was denied and how the concerns have been addressed.               

	13.1
Signature of Principal Investigator.  The undersigned assures that all key study personnel 1) have completed the required human subjects training, 2) are knowledgeable of the protocol and the institutions policy for reporting unanticipated problems, non-compliance (protocol deviations/violations) and adverse events, 3) commit to conducting the study in accordance with the protocol as approved by the IRB, state law, federal regulations, SFHMC policies and with the ethical principles of respect for persons, beneficence and justice as set forth in the Belmont Report.  The undersigned also accepts primary responsibility for all aspects of the management of this study.

Signature..............................................................................                                             Date...................................




INFORMED CONSENT AND HIPAA AUTHORIZATION REQUIREMENTS CHECKLIST

 MUST BE COMPLETED WHEN USING A CONSENT FORM

The following checklist covers the required elements of informed consent.  If a submission does not address each of the required elements, it may be returned to the investigator for revision, possibly resulting in delay of the review process.  Assistance in preparation of the informed consent form is available by calling the IRB Office at (860) 714-4068.  

Consent form templates are available and their use is encouraged but not required.  The IRB offers four consent form templates which cover five study designs:  

1. interventional drug or device trial

2. social or behavioral research

3. establishment of a research registry

4. case report or case series and prospective record review.

Retrospective collection of data may qualify for a waiver of authorization of consent.  In this instance, and whenever appropriate, investigators may request a waiver of consent by completing the waiver of individual authorization for disclosure of health information questionnaire.

 FORMCHECKBOX 

1.
   Wording is understandable to the subject population; does not include statements which may be considered coercive (unduly encourage subjects to participate).  

 FORMCHECKBOX 

2.   Wording is not in the first person and there is a consistent use of person and tense throughout the document.

 FORMCHECKBOX 

3.
   At the beginning of the consent form: 1) state that the study involves research; b) purpose of the research; and c) expected duration of the subject’s participation.

 FORMCHECKBOX 

4.
   If appropriate/applicable, describe anticipated circumstances under which the subject’s participation may be terminated by the investigator without regard to the subject’s consent.

 FORMCHECKBOX 

5.   Procedures to be followed

 FORMCHECKBOX 

6.
   Procedures which are experimental

 FORMCHECKBOX 

7.
   If there are any procedures/components of the main study that are optional (i.e. substudies), subjects have the opportunity to opt-out of participation either via an opt-out provision in the main consent or via use of a separate consent form.

 FORMCHECKBOX 

8.
   If appropriate, describe whether the subject will be informed of the name of the study drug or placebo they received during the study, and when notification will occur.  

 FORMCHECKBOX 

9.  If appropriate, indicate the approximate number of subjects involved in the study at this facility compared to overall subject population.

 FORMCHECKBOX 


 FORMCHECKBOX 

10.  Statement that the subject my discontinue participation at any time.

 FORMCHECKBOX 

11.  Risks, discomforts, and side effects

 FORMCHECKBOX 


 FORMCHECKBOX 

12. If appropriate/applicable, a statement that the particular treatment or procedure may involve currently unforeseeable risks to the subject (or to the embryo or fetus) if subject is or may become pregnant.  If pregnancy is to be avoided, the method utilized needs to be an approved method by the Catholic Church.

 FORMCHECKBOX 

13.  Safeguards to be used to protect the subject

 FORMCHECKBOX 

14.  Benefits to the subject or to others which may reasonably be expected

 FORMCHECKBOX 

15. Alternate procedures or courses of treatment available, if any, that might be advantageous to the subject, (i.e.  the subject has to know what is available to him/her if the choice is made not to participate).  If there are no alternatives, this should be stated.

 FORMCHECKBOX 

16. State the terms of subject compensation for participation, if any.  When possible, the payment schedule should be prorated such that subjects are not required to complete the entire study in order to receive any payment.  If no compensation provided, this should be stated.

 FORMCHECKBOX 


 FORMCHECKBOX 

17. State clearly what costs the subject will incur by participating in the study, and what will be paid for as part of the study and by whom.

 FORMCHECKBOX 


 FORMCHECKBOX 

18. For research involving more than minimal risk*, provide an explanation as to whether any compensation and an explanation as to whether any medical treatments are available if injury occurs and, if so, what they consist of, and where further information may be obtained.

 FORMCHECKBOX 

19. If applicable, include the following policy statement regarding compensation in the event of a research-related injury for projects involving more than minimal risk:  “I understand that if I sustain injuries from my participation in this research project, I may not be automatically compensated by Saint Francis Hospital and Medical Center”.

 FORMCHECKBOX 

20. If applicable, a statement describing whether subjects are/are not intended to share in any financial gains if a commercially viable product is developed.  This element is required when the study results may lead to the development of a product or technique that will provide financial benefit to SFHMC, the PI, or the sponsor.

 FORMCHECKBOX 


 FORMCHECKBOX 

21.
Statement that participation is voluntary.  Refusal to participate will involve no penalty or loss of benefits to which the subject is otherwise entitled.

 FORMCHECKBOX 

22. If appropriate/applicable state consequences of a subject’s decision to withdraw from the research and procedures for orderly termination of participation by the subject (i.e. removal of a device or discontinuation of a study drug).

 FORMCHECKBOX 

23. If appropriate, describe whether the subject will be informed of any adverse events that occur either on site or at another site. 

 FORMCHECKBOX 


 FORMCHECKBOX 

24. If appropriate/applicable, a statement that significant new findings developed during the course of research which may related to the subject’s willingness to continue participation will be provided to the subject.

 FORMCHECKBOX 

25. Name and phone number of Principal Investigator, Co-Investigator, or Study Coordinator to contact with questions or concerns about the research or procedures.

 FORMCHECKBOX 

26. Name and phone number of person to contact if subject experiences an adverse event or a research-related injury. 
 FORMCHECKBOX 


 FORMCHECKBOX 

27. Statement that subjects who have questions about their rights as a research participant, may contact the Institutional Review Board, Saint Francis Hospital and Medical Center, 114 Woodland Street, Hartford, CT  06105-1299; (860) 714-4068

 FORMCHECKBOX 


 FORMCHECKBOX 

28. Name/phone number that the research participant may contact to discuss problems, concerns, and questions and obtain information or offer input with an informed individual unaffiliated with the specific research protocol (may be the IRB). 
 FORMCHECKBOX 

29. Include a statement that the subject has received a copy of the consent form.

 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 

30.  If applicable, disclosure of benefits to investigators involved in the study.  

*Minimal risk means that the probability and magnitude of harm or discomfort anticipated in the research are not greater in and of themselves than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests [45 CFR 46.102(2)(i)].

 FORMCHECKBOX 

31. Include a statement of consent to participate in the study; e.g. “By signing this form you are acknowledging that you have read or have had read to you this informed consent document, have been given the opportunity to ask questions and have them answered, and voluntarily consent to participate in this study as described in this document.”

 FORMCHECKBOX 


 FORMCHECKBOX 

32. Include a signature and date line for each of the following:  subject, witness or person obtaining consent, and if applicable, legally authorized representative.

 FORMCHECKBOX 
     33.  If applicable, include an assent statement if enrolling subjects under the age of 18.

 FORMCHECKBOX 

34. For projects involving subjects under the age of 18 years, research must fall under one of the following categories:





a.   Research not involving greater than minimal risk.


b.   Research involving greater than minimal risk but presenting the prospect of direct benefit to the individual subjects.


c.  Research involving greater than minimal risk and no prospect of direct benefit to individual subjects, but likely to yield generalizable knowledge about the subject’s disorder or condition.


d.   Research not otherwise approvable which presents an opportunity to understand, prevent, or alleviate a serious problem affecting the health or welfare of children.

AND Include a signature and date line for at least one parent*

*For protocols that fall into categories (a) and (b) above, the IRB shall determine if the permissions of both parents are required unless one parent is deceased, unknown, incompetent, or not reasonably available, or when only one parent has legal responsibility for the care and custody of the child; or the permission of one parent is sufficient even if the other parent is alive, known, competent, reasonably available, and shares legal responsibility for the care and custody of the child.

The IRB shall determine that adequate provisions are made for soliciting the assent of the children, when in the judgment of the IRB the children are capable of providing assent.  In determining whether children are capable of assenting, the IRB shall take into account the ages, maturity, and psychological state of the children involved.  Even where the IRB determines that the subjects are capable of assenting, the IRB may still waive the assent requirement under circumstances in which consent may be waived.  If the IRB determines that a research protocol is designed for conditions or for a subject population for which parental or guardian permission is not a reasonable requirement to protect the subjects (for example, neglected or abused children), it may waive the consent requirements provided an appropriate mechanism for protecting the children who will participate as subjects in the research is substituted, and provided further that the waiver is not inconsistent with federal, state, or local law.  The choice of an appropriate mechanism would depend upon the nature and purpose of the activities described in the protocol, the risk and anticipated benefit to the research subjects, and their age, maturity, status, and condition.

HIPAA AUTHORIZATION REQUIREMENTS CHECKLIST- MUST BE COMPLETED

An entity may not use or disclose protected health information without a valid authorization.  A valid authorization may be combined with the informed consent document and must have the following elements:
 FORMCHECKBOX 

1.  Include a statement that every effort will be made to maintain confidentiality, however confidentiality cannot be guaranteed, explain if and how individual identifiers will be used in maintaining research records, and subjects will not be directly identified in any presentations or publications based on results of the research study.  

 FORMCHECKBOX 

2.  A description that identifies the protected health information created for the research study and how it will be used.

 FORMCHECKBOX 

3.   A list of the categories of people with access to the PHI and a list of agencies the PHI may be disclosed to.

 FORMCHECKBOX 


 FORMCHECKBOX 

4.   List organizations that may inspect and/or copy records for quality assurance and data analysis (i.e. study sponsor, FDA, IRB).  In research involving FDA regulated products, the consent form must contain a statement that the FDA and drug company may inspect the subject’s medical records.

 FORMCHECKBOX 

5.  A statement of the individual’s right to revoke the authorization in writing and the exceptions to the right to revoke (if any).

 FORMCHECKBOX 

6.
   A statement that information used may be subject to redisclosure by the recipient and no longer be protected by this rule.
 FORMCHECKBOX 


 FORMCHECKBOX 

7.   A statement that there is no expiration date/expiration event related to the purpose of the use or disclosure of the protected health information for the creation or maintenance of a research database or repository; for all other studies, a statement that the use or disclosure of the protected health information will conclude at the end of the study.
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