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the institute for family health

Institutional Review Board Application Checklist
Please email one (1) electronic copy of the following documents. Forms that require signature should be submitted as scanned versions in PDF. You may submit all documents as a single file or as separate files. If you are unable to submit a PDF, you may submit a hard-copy application. 

The Institutional Review Board is interested in prompt review of all research protocols it receives. To make sure your IRB submission is processed as efficiently as possible, please use this checklist as a guide.

The request form must be typed and have all questions answered completely. If you need additional pages, please make certain they are attached.

Include the following documents in your application packet:

 FORMCHECKBOX 
  IRB Application (Required)

 FORMCHECKBOX 
  HIPAA De-identification Certificate  (As needed—see form for requirements)
 FORMCHECKBOX 
  HIPAA Limited Data Set Certificate  (As needed—see form for requirements)

 FORMCHECKBOX 
 Curriculum Vitae (CV) for any non-Institute Co-PIs.

 FORMCHECKBOX 
 A copy of the certificate from the web-based course in the protection of human research subjects and financial conflict of interest if not already on file with the IRB.  
 FORMCHECKBOX 
 Any documents requiring language translation. Documents may be submitted in English and approved prior to translations. 
 FORMCHECKBOX 
 Informed consent documents (consent/assent forms, scripts, etc.) 

 FORMCHECKBOX 
 Instruments (survey, questionnaire, abstraction form, rating scale, etc.)
 FORMCHECKBOX 
 Approval letter from the Research Committee 
*Please note that it may be necessary to obtain permission and/or support from the practice administrator(s) and clinical staff if the protocol is based at a clinical site.
*Please note, should your protocol receive IRB approval, you will be required to present interim/final results to the Research Committee annually and/or until study is complete. 
Please submit all required forms at least two weeks prior to the next IRB meeting date. A full list of IRB meeting dates can be found here.
A signed and dated checklist is required with your IRB application. 
Signature ___________________________________
Date ____________
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the institute for family health

Institutional Review Board application form

Date Submitted:  ____________________           
IRB# ________________ (leave blank)

Contact Name: _______________________________  

Title: __________________________________________
Contact Phone Number: ____________________________

Contact E-Mail:___________________________

 FORMCHECKBOX 
 Check this box if you are submitting this application as a medical student. As a medical student, you must submit continuing review or a closure form 6 months from original approval to the IRB. 


Title of Project:

Summary of Project:

Expected duration of the Project: from: ______________ to:______________

Completed and signed applications must be submitted 2 weeks prior to the IRB meeting date at which you wish your application to be reviewed.  Submit all applications to:

	Saskia Shuman

Institute for Family Health

16 East 16th Street

New York, NY  10003

sshuman@institute2000.org
	Nandini Shroff

Institute for Family Health

16 East 16th Street

New York, NY  10003

nshroff@institute2000.org


Research may not begin until the application has been approved at all cooperating institutions.

I. RESEARCH REVIEW CATEGORY

Please choose the category of review you are requesting.  See criteria for each category below.


 FORMCHECKBOX 
 Exempt 


 FORMCHECKBOX 
 Expedited


 FORMCHECKBOX 
 Full Board Review
A. Exempt research.  Research involving protected populations, including pregnant women or fetuses, children and minors, cognitively impaired individuals, or prisoners, is not eligible for exempt status.  If you are requesting exemption for your research, please check the category of exemption you are requesting.

 FORMCHECKBOX 

Research involves the study of normal educational practices in commonly accepted educational settings.


 FORMCHECKBOX 

Research involves the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interviews procedures or observation of public behavior unless the information obtained is recorded in such a manner that human subjects can be identified directly or through identifiers linked to the subjects; and any disclosure of the human subjects’ responses outside the research could reasonably place the subjects at risk of criminal or civil liability or be damaging to the subjects’ financial standing, employability, or reputation.


 FORMCHECKBOX 

Research involves the use of educational tests, surveys, interviews, or observation of public behavior that is not exempt under the above category if: (a) subjects are elected or appointed public officials or candidates for public office or (b) federal statute(s) require(s), without exception, that the confidentiality of the personally identifiable information will be maintained throughout the research and thereafter.


 FORMCHECKBOX 

Research involves the collection or study of existing data, documents, records, pathological or diagnostic specimens, where publicly available or where the information is recorded by the investigator in such a manner that subjects cannot be identified directly or through identifiers linked to subjects.


 FORMCHECKBOX 

Research to examine current public benefit or service programs, or alternatives to existing programs.

B. Expedited review.  Research involving no more than minimal risk for participants and that meets one of the following criteria may receive expedited review.  If you are requesting an expedited review for your research, please check the category of research for which you are requesting this.


 FORMCHECKBOX 

Clinical studies of drugs and medical devices only when condition (a) or (b) is met. (a) Research on drugs for which an investigational new drug application (21 CFR Part 312) is not required. (Note: Research on marketed drugs that significantly increases the risks or decreases the acceptability of the risks associated with the use of the product is not eligible for expedited review.) OR (b) Research on medical devices for which (i) an investigational device exemption application (21 CFR Part 812) is not required; or (ii) the medical device is cleared/approved for marketing and the medical device is being used in accordance with its cleared/approved labeling.

 FORMCHECKBOX 

Collection of blood samples by finger stick, heel stick, ear stick, or venipuncture as follows: from healthy, non-pregnant adults who weigh at least 110 pounds. For these subjects, the amounts drawn may not exceed 550 ml in an 8 week period and collection may not occur more frequently than 2 times per week; OR from other adults and children2, considering the age, weight, and health of the subjects, the collection procedure, the amount of blood to be collected, and the frequency with which it will be collected. For these subjects, the amount drawn may not exceed the lesser of 50 ml or 3 ml per kg in an 8 week period and collection may not occur more frequently than 2 times per week.


 FORMCHECKBOX 

Prospective collection of biological specimens for research purposes by noninvasive means. For specific examples refer to following link:  http://www.hhs.gov/ohrp/humansubjects/guidance/expedited98.htm

 FORMCHECKBOX 

Collection of data through noninvasive procedures (not involving general anesthesia or sedation) routinely employed in clinical practice, excluding procedures involving x-rays or microwaves. Where medical devices are employed, they must be cleared/approved for marketing. (Studies intended to evaluate the safety and effectiveness of the medical device are not generally eligible for expedited review, including studies of cleared medical devices for new indications.) For specific examples refer to following link:  http://www.hhs.gov/ohrp/humansubjects/guidance/expedited98.htm

 FORMCHECKBOX 

Research involving materials (data, documents, records, or specimens) that have been collected, or will be collected solely for nonresearch purposes (such as medical treatment or diagnosis). (NOTE: Some research in this category may be exempt from the HHS regulations for the protection of human subjects. 45 CFR 46.101(b)(4). This listing refers only to research that is not exempt.)


 FORMCHECKBOX 

Collection of data from voice, video, digital, or image recordings made for research purposes.

 FORMCHECKBOX 

Research on individual or group characteristics or behavior (including, but not limited to, research on perception, cognition, motivation, identity, language, communication, cultural beliefs or practices, and social behavior) or research employing survey, interview, oral history, focus group, program evaluation, human factors evaluation, or quality assurance methodologies. (NOTE: Some research in this category may be exempt from the HHS regulations for the protection of human subjects. 45 CFR 46.101(b)(2) and (b)(3). This listing refers only to research that is not exempt.)


 FORMCHECKBOX 

Continuing review of research previously approved by the convened IRB as follows: where (i) the research is permanently closed to the enrollment of new subjects; (ii) all subjects have completed all research-related interventions; and (iii) the research remains active only for long-term follow-up of subjects; or  where no subjects have been enrolled and no additional risks have been identified; or where the remaining research activities are limited to data analysis.


 FORMCHECKBOX 

Continuing review of research, not conducted under an investigational new drug application or investigational device exemption where categories two (2) through eight (8) do not apply but the IRB has determined and documented at a convened meeting that the research involves no greater than minimal risk and no additional risks have been identified.

C. Full committee review is required for all other categories of research. 

II. RESEARCHERS

	Principal Investigator(
	Name:


	Phone:

	Status (check one):

 FORMCHECKBOX 
  Clinical/Administrative Staff

 FORMCHECKBOX 
  Resident 

 FORMCHECKBOX 
  Student

 FORMCHECKBOX 
  Other (please explain) 
___​________________________


	Department:


	Email:

	
	Address:


	Fax:

	
	Signature:
	Date:


	Co-Principal Investigator(

	Name:
	Phone:

	Status (check one):

 FORMCHECKBOX 
   Clinical/Administrative Staff

 FORMCHECKBOX 
   Resident

 FORMCHECKBOX 
   Student

 FORMCHECKBOX 
   Other (please explain) 
_________________________
	Department:


	Email:



	
	Address:


	Fax:

	
	Signature:
	Date:


( If not an Institute employee please provide a CV.  Either the PI or Co-PI must be an Institute employee.
Other key study personnel should be listed in Appendix A.  These are individuals who contribute in a substantive way to the scientific development or execution of the project on this project.  At minimum, include individuals who recruit or consent subjects or collect study data.
Education:

Have all investigators and key research personnel completed the required web-based course in the protection of human research subjects (please check one of the following)?
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No*


*If No, see http://phrp.nihtraining.com/users/login.php.  (Please note all educational requirements must be satisfied prior to submitting the application for IRB review.  A copy of course completion certificates must accompany this application if not already on file with IRB).
III. RESEARCH PROJECT INFORMATION
A. Expected Source of Funding (please check one of the following and provide source): 

 FORMCHECKBOX 
None    FORMCHECKBOX 
Grant: ________________   FORMCHECKBOX 
Sponsor :______________  FORMCHECKBOX 
Other: _________________

B. Do you, any of the PIs, Key Personnel, or members of immediate family have financial interests in this study?    FORMCHECKBOX 
Yes  
 FORMCHECKBOX 
No

 If yes, please provide an explanation as an attachment. 

  
C. Are other institutional approvals being sought for this research:   FORMCHECKBOX 
 Yes*
   FORMCHECKBOX 
 No
*If Yes, please list cooperating institution(s) below and attach documentation of IRB approval.  If IRB review is concurrent, provide approval documentation when the review is concluded. ___________________________________________________________________________________
D. Location of Project (please check all sites at which this research will take place):

Manhattan
      FORMCHECKBOX 
New York City Rescue

Mid-Hudson
 FORMCHECKBOX 
16 East 16th Street – Main
    Mission

 FORMCHECKBOX 
Family Practice Center of 
 FORMCHECKBOX 
East 13th Street Family Practice
 FORMCHECKBOX 
The Senate     
           Ellenville
 FORMCHECKBOX 
Sidney Hillman/Philips Family 
 FORMCHECKBOX 
Valley Lodge

 FORMCHECKBOX 
Family Practice Center of Hyde 
    Practice
 FORMCHECKBOX 
WeCare

    Park
 FORMCHECKBOX 
Amsterdam Center 
    

 FORMCHECKBOX 
Ob/Gyn Specialty Care Center  
 FORMCHECKBOX 
Family Health Center of Harlem 
Bronx

    of Kingston
 FORMCHECKBOX 
Washington Irving School-Based
 FORMCHECKBOX 
 IFH Center for Counseling

 FORMCHECKBOX 
Kingston Family Health Center

    Health Center 
    at Frisby

 FORMCHECKBOX 
Family Practice Center of Port 
 FORMCHECKBOX 
PS 57 School-Based Health Center 
 FORMCHECKBOX 
Mt. Hope Family Practice
    Ewen
 FORMCHECKBOX 
High School of Fashion Industries
 FORMCHECKBOX 
Urban Horizons Family
 FORMCHECKBOX 
New Paltz Family Health Center
    School-Based Health Center

  Health Center


 FORMCHECKBOX 
Pine Grove   
 FORMCHECKBOX 
IFH Center for Counseling at ASC
 FORMCHECKBOX 
Walton Family Health

 FORMCHECKBOX 
Other, please specify: ________
 FORMCHECKBOX 
All Angels Church 

   Center and Center for



 FORMCHECKBOX 
Ali Forney Center

   Counseling
 FORMCHECKBOX 
Broadway Presbyterian Church
 FORMCHECKBOX 
Stevenson Family Health
 FORMCHECKBOX 
George Daly House

   Center
E. Please identify project risk categories included in your research protocol (check all that apply):

 FORMCHECKBOX 
Deception (research in which the subject is purposely lead to have false beliefs or assumptions)    
 FORMCHECKBOX 
More than minimal risk to subjects

 FORMCHECKBOX 
Investigational new drug (if you provide IND/IDE/510(k) information in this application)

 FORMCHECKBOX 
Patient interviewing   
 FORMCHECKBOX 
Research involving the patient
 FORMCHECKBOX 
Research involving patient data
Does this study involve risk to subjects that is greater than that incurred in ordinary life or tasks? 
 FORMCHECKBOX 
Yes  
 FORMCHECKBOX 
No 
F. Does this study involve the need to translate documents (i.e., surveys, informed consent forms) into a language other than English?   FORMCHECKBOX 
Yes  
 FORMCHECKBOX 
No 
If yes, documents requiring language translation must be submitted for review with this application.  Translated documents must be submitted for administrative review after the project’s initial IRB review.  
G. Does this study involve online surveys and/or questionnaires?  FORMCHECKBOX 
Yes  
 FORMCHECKBOX 
No 

If yes, the Institute provides HIPAA compliant resources. Please contact IRB administrators listed on page 2 for further information. 
IV. STUDY DESCRIPTION

Please provide a complete description of your study. Record the information requested under each heading below, using the amount of space necessary to describe your study.  

The IRB considers the quality of the study design in its review.  Your research description should be written in terms that are comprehensible to non-experts, as the IRB is composed of individuals from many disciplines.
I. Study Objective and Specific Aims:

Indicate primary overall objective for the study and specify research objectives/aims with hypothesis (as applicable).  Clearly state the questions that will be answered by this research.

	


II. Background and Significance: 

a. Background – should include relevance of project in the context of the field of study with enough information to justify the specific aims and the potential risks to subjects exposed.  Pertinent references should be cited.

	


b. Preliminary Studies – When applicable, give background or related work conducted by investigators; otherwise write “not applicable”.
	


c. Significance – Describe the overall significance or the research proposed and its potential findings to the field of study and how this contributes to the mission of IFH and the improved care of its patients.

	


III. Research Design and Methods

a. Drug/Device Information (If no drug, supplement, or device is to be studied then write “not applicable.”) If a drug, supplement, or device is to be used in the study for interventional purposes specify the following:

· Whether the drug, etc. will be used for an FDA approved indication.

· If the drug, etc. will be used for an off-label indication.

· If the drug, etc. has not yet received FDA approval for marketing

*If choices 2 or 3 apply above the study will likely require an investigational new drug (IND) number from the FDA.
	


b. Type of Study - Describe overall study design, e.g. observational cohort study, cross-sectional study, retrospective record review, randomized, double-blinded control trial, case-control study, qualitative semi-structured interview, qualitative focus group study, etc.  If using an existing data set, please identify and briefly describe.
	


c. Study Procedures - Describe all study procedures that will occur following enrollment in the study.  Clarify which procedures are part of routine clinical care and which are specific to this research study. If using survey procedures or interviews, please estimate the time it will take subjects to complete these instruments and if using existing clinical data (e.g. retrospective chart review) specify the variables to be collected. If applicable, include copies of questionnaires and/or interview protocol, or a sufficiently detailed description of the measures to allow the IRB to understand the nature of subjects’ involvement. 
	


d. Data Collection - Specify in detail how data will be collected, entered, and analyzed.  If a de-identified data set is to be used, please complete a Data De-identification Certificate. 
	


e. Analysis Plan - This should match the specific aims stated above and should include power calculations, including the assumptions behind them when applicable.  For qualitative studies, the qualitative analysis plan should be described here.
	


IV. Human Subjects
a. General Characteristics - Provide inclusion/exclusion criteria and describe how this determination will be made.  Include a general description of the subjects who will be recruited for the study including how many, over what period of time, and the source for recruiting subjects.
	


b. Inclusion of Vulnerable Subjects and Special Populations - Specify whether pregnant women, children, or people with mental illnesses will be recruited and included in the study and justify their inclusion. 
	


c. Recruitment Procedures - Describe how subjects will be recruited into the study.  Include any recruitment materials as an attachment.
	


d. Enrollment - Describe how subjects will be enrolled in the study and any screening procedures that will occur, including informed consent and/or HIPAA authorization. How will subjects be informed, prior to the study, about its purposes and about what the subjects will be asked to do if they agree to participate? (Attach a copy of the verbal and/or written statement to be used.) 
Attach copies of all consent forms to be used to obtain informed consent from adult subjects(s) in non-protected populations or, if subjects are under 18 years of age or institutionalized mentally disabled, from legally authorized representatives. (See Appendix B for a list of the elements that must be included in a consent form) 
	


Upon approval of the study, the consent document will be stamped with an expiration date.  Only this document may be used when enrolling subjects.  Studies extending beyond the expiration date must be submitted for a continuation review.  Any changes in the consent form must be approved by the IRB.

e. Risk/Benefit Ratio - Describe any potential harms to or benefits to be derived by subjects, with a discussion of the risk/benefit ratio.  For approval of any study with more than minimal risk, the benefits must clearly be shown to outweigh the risk.  Describe how the study may expose participants to stress, physical, psychological or interpersonal hazard, including the possibility of pain, injury disease, discomfort, embarrassment, worry or anxiety.

	


f. Costs and Payments - Describe payments or other material benefits to be made to subjects for their participation in the study.  Also describe costs that subjects may/will incur as a result of their participation in this study.

	


g. Data and Safety Management - Describe how study data will be stored and how confidentiality will be protected. For studies involving more than minimal risk, please also include description of Data and Safety Monitoring Board (DSMB).

	


All applicants 
I agree to use procedures with respect to safeguarding human subjects in this activity that conform to Institute policy.  If significant change in investigative procedure involving human subjects is called for during the activity covered by this application, I shall seek prior approval for such change from the IRB and agree to follow the advice of the IRB.  The faculty sponsor’s signature indicates that s/he has reviewed this application and accepts the responsibility of insuring that the procedures approved by the IRB are followed.

PI Signature __________________________________

Date _____________________

Co-PI Signature _______________________________

Date  _____________________

Faculty Advisor Signature _______________________
Date  _____________________

(required for student research)

Appendix A – Key Study Personnel

Name:






Organization/Department:
Job Title:

Role in study:
Name:






Organization/Department:

Job Title:

Role in study:

Name:






Organization/Department:

Job Title:

Role in study:
Name:






Organization/Department:

Job Title:

Role in study:

Appendix B - Informed Consent

Describe the oral and written consent processes and attach all consent documents, including scripts for oral consent and assent form for research involving minors under the age of 12.  When the consent form to be used will be in a language other than English, an English translation must be provided.  Unless one or more of the required elements described below is explicitly waived by the IRB, informed consent documents should contain:

A.) A fair explanation of the procedures to be followed and their purposes, including any                                  procedures that are experimental.

B.) A description of any possible attendant discomforts and risks reasonably expected.

C.) A description of any benefits reasonably expected.

D.) A disclosure of any appropriate alternative procedures.

E.) An offer to answer any inquiries concerning the goals of the research or the research   procedures and to provide a summary of results upon request.  A contact person and phone number should be provided.

F.) An instruction that the subject is free to withdraw or discontinue participation at any time without prejudice.

G.) A statement that the data are confidential and that the subject will not be identified by name in writing or orally.

H.) Provisions for parent or guardian approval for participation of minors or for subjects from vulnerable populations when appropriate.
Appendix C – Disclosure of Financial Conflict of Interest
Principal Investigator Certification
All investigators with responsibility for research design, conduct and reporting activities must engage in training on institution-specific policies and federal regulations regarding financial conflicts of interest. Investigators also must disclose to their institution all significant financial interests that would reasonably appear to be related to their Institutional Responsibilities and to their research activities. See table to identify what constitutes significant financial interests. 

Principal Investigators in the Institute for Family Health use the Principal Investigator Certification form to declare the names of Investigators involved in their project, to affirm that the training has been accomplished and related documents submitted, to affirm that conflict of interest disclosures have been submitted for each Investigator, and to provide basic status information to the Institutional Review Board (IRB).

Submit completed form to: 

Saskia Shuman: sshuman@institute2000.org or 
Nandini Shroff: nshroff@institute2000.org 

All five sections of this certification must be completed by the Principal Investigator at the time of application for human subject research to the IRB or at other times as indicated in Institutional policy referenced below. 

1. Principal Investigator and Project Identification

Principal Investigator’s Name: _________________________________

Title of Proposal/Project: ___________________________________________________________________________

2. Support/Sponsor Status (Check One)

A. Is there any funding for this project from any non-IFH source?

 FORMCHECKBOX 
   Yes
         FORMCHECKBOX 
   No

If yes, indicate sponsor name: _______________________________________

B. Is the sponsor providing any medication or device at no cost to IFH?

 FORMCHECKBOX 
   Yes
         FORMCHECKBOX 
   No         FORMCHECKBOX 
   Not Applicable

C. Will IFH provide the sponsor with study data?

 FORMCHECKBOX 
   Yes
         FORMCHECKBOX 
   No         FORMCHECKBOX 
   Not Applicable

D. Are all study-related (non-routine) costs covered by the sponsor?

 FORMCHECKBOX 
   Yes
         FORMCHECKBOX 
   No         FORMCHECKBOX 
   Not Applicable

E. Is the sponsor using wire transfer, mailing payment to IFH, or using another method?

 FORMCHECKBOX 
   Yes
         FORMCHECKBOX 
   No         FORMCHECKBOX 
   Not Applicable

3. Are there other investigators? (Check either A or B)

 FORMCHECKBOX 
  A. No other individuals associated with this project bear responsibility for the design, conduct or reporting of the proposed or on-going research; OR

 FORMCHECKBOX 
  B. In addition to the Principal Investigator, the following individuals (attach additional page if needed) may be responsible for design, conduct or reporting activities. I have confirmed completion of on-line NIH Conflict of Interest training for each Investigator. I have obtained confirmation from the IRB or from each Investigator that s/he has submitted a Disclosure of Significant Financial Interests statement to the IRB administrators via email within the past twelve months, and the Investigator indicates that s/he does not have undisclosed new interests. 
	All Investigators Including Principal Investigator (Name & Role)
	Training 
	Disclosure 

	
	 FORMCHECKBOX 
  NIH FCOI Online Tutorial
	Disclosure for Significant Financial Interests  Form
 FORMCHECKBOX 
  Attached

 FORMCHECKBOX 
  Previously Submitted

           Date: __________



	
	 FORMCHECKBOX 
  NIH FCOI Online Tutorial
	Disclosure for Significant Financial Interests  Form

 FORMCHECKBOX 
  Attached

 FORMCHECKBOX 
  Previously Submitted

           Date: __________



	
	 FORMCHECKBOX 
  NIH FCOI Online Tutorial
	Disclosure for Significant Financial Interests  Form

 FORMCHECKBOX 
  Attached

 FORMCHECKBOX 
  Previously Submitted

           Date: __________




4. Does any Significant Financial Interest (SFI)—as defined by the regulations—disclosed by you or by any Investigator listed above represent a real or potential conflict of interest with this submission?
 FORMCHECKBOX 
   Yes
         FORMCHECKBOX 
   No

If yes, please provide details: 
5. Principal Investigator Certification

Enter your name in the space below and check yes to complete certification.

Do you certify that you and all Investigators associated with the proposed project have complied with Federal and Institutional requirements for conflict of interest training, and for disclosure of significant financial interests as defined in the referenced policy?

 FORMCHECKBOX 
   Yes
         FORMCHECKBOX 
   No

Principal Investigator’s Name: ________________________________


Date: __________________

References: Institutional Review Board Policies and Procedures
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