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Date of Reques FILLIN  \* MERGEFORMAT t      Type of review requested:
Full  FORMCHECKBOX 
     Expedited  FORMCHECKBOX 
   Limited  FORMCHECKBOX 

If expedited review is requested, indicate the category of research:

 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).  (category 7a)

 FORMCHECKBOX 
 Research employing survey, interview, oral history, focus group, program evaluation, human factors evaluation, or quality assurance methodologies. (category 7b)

 FORMCHECKBOX 
 Other category; please specify (see appendix B of Haverford IRB procedures):       


Many research studies in categories 7a and 7b may qualify for exemption from IRB oversight; to determine if your study might be exempt, consult the exemption form and submit that form instead if you believe your study is exempt.

Limited reviews are possible under very particular circumstances.

If limited review is requested, indicate the category of research:

 FORMCHECKBOX 
 Research that only includes interactions involving educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures, or observation of public behavior:
         (a) but the research is not exempt because:

              (1) the information is obtained or recorded in such a manner that the identity of the human subjects can be readily ascertained directly or through identifiers linked to the subjects; and
              (2) any disclosure of the human subjects’ responses would reasonably place them at risk of criminal or civil liability or be damaging to their financial standing, employability, educational advancement, or reputation.

In this case, following 45 CFR 46.104(d)(2)(iii) the limited review will be of adequate provisions to protect the privacy of subjects and the confidentiality of data per 45 CFR 46.111(a)(7).

Please consult the IRB Chair for further information.

 FORMCHECKBOX 
 Research involving benign behavioral interventions in conjunction with the collection of information from an adult subject through verbal or written responses or audiovisual recording: 

         (a) if the subject prospectively agrees to the intervention and information collection;

         (b) but the research is not exempt because:
              (1) the information is obtained or recorded in such a manner that the identity of the human subjects can be readily ascertained directly or through identifiers linked to the subjects; and
              (2) any disclosure of the human subjects’ responses would reasonably place them at risk of criminal or civil liability or be damaging to their financial standing, employability, educational advancement, or reputation.

In this case, following 45 CFR 46.104(d)(3)(i)(C) the limited review will be of adequate provisions to protect the privacy of subjects and the confidentiality of data per 45 CFR 46.111(a)(7).

Please consult the IRB Chair for further information.

 FORMCHECKBOX 
 Storage or maintenance of identifiable private information or identifiable biospecimens for potential secondary research use on future projects. 
In this case, following 45 CFR 46.104(d)(7) the limited review will be:  that broad consent is appropriately obtained; that it is appropriately documented or such requirement is waived; and that proper measures are taken to protect the privacy of subjects and the confidentiality of data if changes are made to how data is stored or maintained, per 45 CFR 46.111(a)(8).

Please consult the IRB Chair for further information
 FORMCHECKBOX 
 Secondary research use of identifiable private information or identifiable biospecimens that were previously obtained.
In this case, following 45 CFR 46.104(d)(8) the limited review will be: that broad consent was appropriately obtained; that it was appropriately documented or such requirement is waived; that there are adequate provisions to protect the privacy of subjects and the confidentiality of data per 45 CFR 46.111(a)(7); that the research is within the scope of the broad consent obtained; and that the investigator does not include returning individual research results to subjects as part of the study plan.
Please consult the IRB Chair for further information

Part 1. RESEARCH AND INVESTIGATOR INFORMATION
PROPOSER (FACULTY/STAFF INVESTIGATOR OR SPONSOR)
Name:      
Department:       
Phone:      
 e-mail.      
Address (if not at Haverford College):      
Below, list student and co-investigators, & training in responsible human subject research
	Name of co-investigators (for students, include graduation class; for others, include address if not at Haverford)
	Check if senior thesis project for this investigator.
	Description and approximate date of training in responsible conduct of research with human subjects (for example:

	
	
	“Hum. part. prot. course at cme.nci.nih.gov, 5/2005”)

	PROPOSER (named above)
	---
	      (training information must be listed for proposer)

	     
	 FORMCHECKBOX 

	     

	     
	 FORMCHECKBOX 

	     

	     
	 FORMCHECKBOX 

	     

	     
	 FORMCHECKBOX 

	     

	     
	 FORMCHECKBOX 

	     

	     
	 FORMCHECKBOX 

	     


Project Title:      
Project start date:          Anticipated end date:      
Note: IRB approval under a full review is always for one year (or less).  If your proposal undergoes a full review and you need more time, you will need to submit a request for continuation of approval. 
A continuation request is not required if your proposal undergoes an expedited or limited review.
Is this research funded by (or an application to) an external funding agency? Yes  FORMCHECKBOX 
No  FORMCHECKBOX 

If yes, complete the following:
            


Funding Source:       


Grant Title if different from Project Title:      

Date of Award (or proposed date):      
Where is the study being conducted?:      
This document is a protected WORD form document.  If necessary to reformat, you may unprotect the document using WORD’s tools menu.  Also, hyperlinks only work if you first  unprotect the document.
Part 2. DESCRIPTION OF PROJECT: 
Briefly describe the project (in language understandable to the lay reader) and the procedures to be used in the research. Indicate whether any of these procedures or measures have been approved by Haverford College’s IRB in the past.  If the project is being carried out in the context of a course, briefly describe the educational objective of the research exercise.  Attach any questionnaires, consent forms or other relevant materials used in the study to this application form.

	1. PROBLEM ABSTRACT: Briefly state the rationale and research questions. 

     

	2. RESEARCH DESIGN and METHODS:  Describe procedures to be used in the current study. 

     

	3. HUMAN SUBJECT SELECTION CRITERIA AND EXCLUSIONS.   Describe how human subjects will be recruited and selected for this study.  Indicate if you will be applying selection criteria in choosing or advertising for participants, and justify any exclusions of sub-groups. For instance, if you will be selecting only right-handed women, this should be stated and justified. 

     

	4. DECEPTION:  Deception can be necessary for some kinds of human subject research. However, deception has the potential to cause harm to individuals or to a sense of community, and its overuse can adversely impact subjects’ participation in future experiments.  If deception is used in your study, please justify why the deception is needed.  Has this type of deception been used before in a published study?  What efforts will be made to minimize potential harm from the deception (debriefing, etc.)?  Under no circumstances may informed consent include false statements for the purpose of deception.  
     


Part 3. HUMAN SUBJECT INFORMATION
	Number of subjects expected to participate:      

	Describe any foreseeable risks or discomforts and discuss attempts to minimize such risk to subjects:  FILLIN   \* MERGEFORMAT       

	How and where will recruitment of subjects take place?
     

	Does the project preserve subject confidentiality?
Yes: FORMCHECKBOX 
   No: FORMCHECKBOX 


If applicable, describe procedures used to maintain confidentiality of responses:      

	Is data collection anonymous?
Yes: FORMCHECKBOX 
   No: FORMCHECKBOX 


If applicable, describe procedures used to protect anonymity of data:      

	Are data analysis and storage anonymous?
Yes: FORMCHECKBOX 
   No: FORMCHECKBOX 


If applicable, describe procedures used to protect anonymity of data:      
Are any vulnerable populations to be recruited for this project?  (Check all that apply.)


 FORMCHECKBOX 
Children    FORMCHECKBOX 
Prisoners
   FORMCHECKBOX 
Pregnant Women
 FORMCHECKBOX 
 Elderly
 FORMCHECKBOX 
others


If "others", please explain:      

	Will subjects be compensated, and if so how?      

	Is Investigator requesting authorization for use and disclosure of Protected
Health Information (PHI) (45 CFR 160.103)?
Yes: FORMCHECKBOX 
   No: FORMCHECKBOX 


If yes, is Investigator requesting waiver of authorization for use and 

disclosure of PHI?
Yes: FORMCHECKBOX 
   No:  FORMCHECKBOX 




Part 4.  INFORMED CONSENT
	In most cases, federal regulations require that informed consent be obtained from all human subjects.  There are a number of specific informational elements required for the informed consent process; these are outlined on the consent form checklists on the next pages.

Will informed consent be obtained?  


 FORMCHECKBOX 
 Yes.  In the space below, please explain briefly and attach consent forms, information sheets or scripts that will be used to ensure that informed consent is obtained. Then please proceed to part 5.
    FORMCHECKBOX 
 Yes, but it will only be broad consent for the storage, maintenance, or secondary research use of identifiable private information or identifiable biospecimens in future projects. This is much less frequent, applying only to the third and fourth limited review categories above, concerning: (a) the storage or maintenance of identifiable private information or identifiable biospecimens for potential secondary research use in future projects; or (b) such secondary research using this kind of data that was previously obtained. In the space below, please explain briefly and attach consent forms, information sheets or scripts that will be used to ensure that broad consent is obtained. Then please skip to part 6.

 FORMCHECKBOX 
 No. In the space below, please justify this request by describing how it is consistent with federal regulations (in particular, those of 45 CFR 46.116(f)(3)).  Then please skip to part 7.


     



Part 5.  FULL INFORMED CONSENT CHECKLIST (based on requirements of 45 CFR 46.116(a-c))
This checklist will be used in the great majority of cases, except for the third and fourth limited review categories above, covering: (a) the storage or maintenance of identifiable private information or identifiable biospecimens for potential secondary research use in future projects; or (b) such secondary research using this kind of data that was previously obtained.
	 FORMCHECKBOX 

	Check the box at left to certify that informed consent forms or other information given to subjects do not include any exculpatory language through which the subject (or subject’s representative) is made to waive or appears to waive any of the subject’s legal rights, or releases or appears to release the investigator, the sponsor, the institution or its agents from liability for negligence. 


Check boxes below to certify that each element of informed consent is contained in the consent form (or information form or oral consent briefing, if a waiver of documentation is requested). The text in the right column (except that in brackets) comes directly from the federal regulation.  If any basic elements (part a) are missing, leave unchecked and request (in part 4) a waiver of the informed consent element.
	 (a) General requirements for full informed consent. [Please confirm that the informed consent form meets the following conditions.]

	 FORMCHECKBOX 

	(1) Is informed consent sought only under circumstances that provide the prospective subject or legally authorized representative sufficient opportunity to discuss and consider whether or not to participate, and that minimize the possibility of coercion or undue influence?

	 FORMCHECKBOX 

	(2) Is the information given to the subject or the legally authorized representative in a language understandable to the subject or the legally authorized representative?

	 FORMCHECKBOX 

	(3) Is the prospective subject or the legally authorized representative provided with the information that a reasonable person would want to have in order to make an informed decision about whether or not to participate, and an opportunity to discuss that information? 

	 FORMCHECKBOX 

	(4) Does informed consent begin with a concise and focused presentation of the key information that is most likely to assist a prospective subject or legally authorized representative in understanding the reasons why one might or might not want to participate in the research?

	 FORMCHECKBOX 

	(5) Is the initial presentation of key information organized in a way that facilitates comprehension?

	 FORMCHECKBOX 

	(6) Does informed consent as a whole present information in sufficient detail relating to the research, and in a way that facilitates the prospective subject’s or legally authorized representative’s understanding of the reasons why one might or might not want to participate?

	 (b) Basic elements of full informed consent. [Please check items that are provided on the consent form.]

	 FORMCHECKBOX 

	(1) A statement that the study involves research, 

	 FORMCHECKBOX 

	
an explanation of the purposes of the research and 

	 FORMCHECKBOX 

	
the expected duration of the subject’s participation, 

	 FORMCHECKBOX 

	
a description of the procedures to be followed, and identification of any procedures which are experimental (e.g., techniques or procedures that are not yet established or finalized)

	 FORMCHECKBOX 

	(2) A description of any reasonably foreseeable risks or discomforts to the subject;

	 FORMCHECKBOX 

	(3) A description of any benefits to the subject or to others which may reasonably be expected from the research; 

	 FORMCHECKBOX 
*
	(4) A disclosure of appropriate alternative procedures or courses of treatment, if any, that might be advantageous to the subject; 

	 FORMCHECKBOX 

	(5) A statement describing the extent, if any, to which confidentiality of records identifying the subject will be maintained; 

	 FORMCHECKBOX 
*
	(6) For research involving more than minimal risk, an explanation as to whether any com​pen​sation and an explanation as to whether any medical treatments are available if injury occurs and, if so, what they consist of, or where further information may be obtained;

	 FORMCHECKBOX 

	(7) An explanation of whom to contact for answers to pertinent questions about the research and research subjects’ rights,  [Suggested text: If you have further questions about the research or your rights as a research participant, please contact (your name and contact information). You may also address any concerns to the chairperson of Haverford College's IRB (a committee with oversight over human subject research) via <hc-irb@haverford.edu>.]

	 FORMCHECKBOX 
*
	    and whom to contact in the event of a research-related injury to the subject; and

	 FORMCHECKBOX 

	(8) A statement that participation is voluntary, refusal to participate will involve no penalty or loss of benefits to which the subject is otherwise entitled, and the subject may discontinue participation at any time without penalty or loss of benefits to which the subject is otherwise entitled.

	 FORMCHECKBOX 
*
	(9) Only if the research involves the collection of identifiable private information or identifiable biospecimens, one of the following must be included:
 FORMCHECKBOX 
 A statement that identifiers might be removed from the identifiable private information or identifiable biospecimens and that, after such removal, the information or biospecimens could be used for future research studies or distributed to another investigator for future research studies without additional informed consent from the subject or the legally authorized representative, if this might be a possibility; or
 FORMCHECKBOX 
 A statement that the subject’s information or biospecimens collected as part of the research, even if identifiers are removed, will not be used or distributed for future research studies.

	(b) Additional elements of full informed consent.  When appropriate, one or more of the following elements of information shall also be provided to each subject.  [Please check items that are provided.]

	 FORMCHECKBOX 

	(1) A statement that the particular treatment or procedure may involve risks to the subject (or to the embryo or fetus, if the subject is or may become pregnant) that are currently unforeseeable;

	 FORMCHECKBOX 

	(2) Anticipated circumstances under which the subject’s participation may be terminated by the investigator without regard to the subject’s or the legally authorized representative’s consent;

	 FORMCHECKBOX 

	(3) Any additional costs to the subject that may result from participation in the research;

	 FORMCHECKBOX 

	(4) The consequences of a subject’s decision to withdraw from the research and procedures for orderly termination of participation by the subject;

	 FORMCHECKBOX 

	(5) A statement that significant new findings developed during the course of the research that  may relate to the subject’s willingness to continue participation will be provided to the subject;

	 FORMCHECKBOX 

	(6) The approximate number of subjects involved in the study.

	 FORMCHECKBOX 

	(7) A statement that the subject’s biospecimens (even if identifiers are removed) may be used for commercial profit and whether the subject will or will not share in this commercial profit;

	 FORMCHECKBOX 

	(8) A statement regarding whether clinically relevant research results, including individual research results, will be disclosed to subjects, and if so, under what conditions;

	 FORMCHECKBOX 

	(9) For research involving biospecimens, whether the research will (if known) or might include whole genome sequencing (i.e., sequencing of a human germline or somatic specimen with the intent to generate the genome or exome sequence of that specimen).


* - Specific waiver request checkboxes are provided below for elements 4, 6, 7 (second half), and 9.

Is Investigator requesting waiver of any of the elements of informed 
consent  (from check list above)
Yes: FORMCHECKBOX 
   No: FORMCHECKBOX 

If yes, check appropriate boxes for waiver requested


 FORMCHECKBOX 
 (#4) Because this investigation does not involve treatment, there are no “alternative procedures or 
         courses of  treatments” to disclose.



 FORMCHECKBOX 
 (#6) This proposal does NOT involve more than minimal risk, so basic element #6 does not apply.


 FORMCHECKBOX 
 (#7, second half) Because there is no conceivable chance of a research-related injury, a waiver is requested from the requirement that the consent form specify a contact person “in the event of a research-related injury”
    FORMCHECKBOX 

(#9) The research does not involve the collection of identifiable private information or identifiable biospecimens.

 FORMCHECKBOX 
 Other waiver requested (explained below).  Federal regulations allow such waivers only when there is no more than minimal risk AND the research would be negatively impacted if carried out without such a waiver. Explain and justify:
     
In many cases, federal regulations require that informed consent be documented, generally by use of consent forms that the human subject must sign prior to participation.  The subject is given a copy of the form. (Some studies use computerized equivalents of paper forms).  The documentation must be securely stored for three years after the conclusion of the study.  Will informed consent be documented according to these requirements?

 FORMCHECKBOX 
 Yes. 
    FORMCHECKBOX 
  Yes, but because of the nature of my research subjects I would like to obtain informed consent via an oral presentation with a witness present, and a short form signed by the subject or their legally authorized representative. Please ask the IRB Chair to help you apply the requirements at 45 CFR 117(b)(2). The IRB will have to approve a written summary of the oral presentation, and the oral presentation will still need to meet the requirements of the checklist above. The short form will be signed by the subject or their legally authorized representative, as well as by a witness; a copy of the summary will be signed by the witness, as well as by the person actually obtaining consent. A copy of both the short form and the summary will be given to the subject or their legally authorized representative.    

 FORMCHECKBOX 
 No –waiver requested by 45 CFR 46.117(c)(1)(i): “the only record linking the subject and the research would be the informed consent form and the principal risk would be potential harm resulting from a breach of confidentiality. Each subject (or legally authorized representative) will be asked whether the subject wants documentation linking the subject with the research, and the subject's wishes will govern.”

 FORMCHECKBOX 
 No –waiver requested by 45 CFR 46.117(c)(1)(ii): “the research presents no more than minimal risk of harm to subjects and involves no procedures for which written consent is normally required outside of the research context.”

 FORMCHECKBOX 
 No –waiver requested by 45 CFR 46.117(c)(1)(iii): “the subjects or legally authorized representatives are members of a distinct cultural group or community in which signing forms is not the norm, [...] the research presents no more than minimal risk of harm to subjects and [...] there is an appropriate alternative mechanism for documenting that informed consent was obtained.”
However, “in some cases in which the documentation requirement is waived, the IRB may require the investigator to provide subjects or legally authorized representatives with a written statement regarding the research” (45 CFR 46.117(c)(2)).

Please skip to part 7.

Part 6.  BROAD INFORMED CONSENT CHECKLIST (based on requirements of 45 CFR 46.116(d))
This checklist should only be used in the highly specific cases of the third and fourth limited review categories above, covering: (a) the storage or maintenance of identifiable private information or identifiable biospecimens for potential secondary research use in future projects; or (b) such secondary research using this kind of data that was previously obtained.
	 FORMCHECKBOX 

	Check the box at left to certify that informed consent forms or other information given to subjects do not include any exculpatory language through which the subject (or subject’s representative) is made to waive or appears to waive any of the subject’s legal rights, or releases or appears to release the investigator, the sponsor, the institution or its agents from liability for negligence. 


Check boxes below to certify that each element of informed consent is contained in the consent form (or information form or oral consent briefing, if a waiver of documentation is requested). The text in the right column (except that in brackets) comes directly from the federal regulation.  If any basic elements (part a) are missing, leave unchecked and request (in part 4) a waiver of the informed consent element.
	 (a) General requirements for broad informed consent. [Please confirm that the informed consent form meets the following conditions.]

	 FORMCHECKBOX 

	(1) Is informed consent sought only under circumstances that provide the prospective subject or legally authorized representative sufficient opportunity to discuss and consider whether or not to participate, and that minimize the possibility of coercion or undue influence?

	 FORMCHECKBOX 

	(2) Is the information given to the subject or the legally authorized representative in a language understandable to the subject or the legally authorized representative?

	 FORMCHECKBOX 

	(3) Is the prospective subject or the legally authorized representative provided with the information that a reasonable person would want to have in order to make an informed decision about whether or not to participate, and an opportunity to discuss that information? 

	 (b) Basic elements of broad informed consent. [Please check items that are provided on the consent form.]

	 FORMCHECKBOX 

	(1) A general description of the types of research that may be conducted with the identifiable private information or identifiable biospecimens, including sufficient information such that a reasonable person would expect that the broad consent would permit the the types of research conducted;

	 FORMCHECKBOX 

	(2) A description of the identifiable private information or identifiable biospecimens that might be used in research;

	 FORMCHECKBOX 

	(3) whether sharing of identifiable private information or identifiable biospecimens might occur;

	 FORMCHECKBOX 

	(4) and the types of institutions or researchers that might conduct research with the identifiable private information or identifiable biospecimens.

	 FORMCHECKBOX 

	(5) A description of the period of time that the identifiable private information or identifiable biospecimens may be stored and maintained (which period of time could be indefinite);

	 FORMCHECKBOX 

	(6) and a description of the period of time that the identifiable private information or identifiable biospecimens may be used for research purposes (which period of time could be indefinite).

	 FORMCHECKBOX 

	(7) A description of any reasonably foreseeable risks or discomforts to the subject;

	 FORMCHECKBOX 

	(8) A description of any benefits to the subject or to others which may reasonably be expected from the research; 

	 FORMCHECKBOX 

	(9) A statement describing the extent, if any, to which confidentiality of records identifying the subject will be maintained; 

	 FORMCHECKBOX 

	(10) A statement that participation is voluntary, refusal to participate will involve no penalty or loss of benefits to which the subject is otherwise entitled, and the subject may discontinue participation at any time without penalty or loss of benefits to which the subject is otherwise entitled.

	 FORMCHECKBOX 

	(11) An explanation of whom to contact for answers to questions about the subject’s rights and about storage and use of the subject’s identifiable private information or identifiable biospecimens, and whom to contact in the event of a research-related harm.

	 FORMCHECKBOX 

	(12) Unless the subject or legally authorized representative will be provided details about specific research studies, a statement that they will not be informed of the details of any specific research studies that might be conducted using the subject’s identifiable private information or identifiable biospecimens, including the purposes of the research, and that they might have chosen not to consent to some of those specific research studies.

	 FORMCHECKBOX 

	(13) Unless it is known that clinically relevant research results, including individual research results, will be disclosed to the subject in all circumstances, a statement that such results may not be disclosed to the subject.

	(b) Additional elements of broad informed consent.  When appropriate, one or more of the following elements of information shall also be provided to each subject.  [Please check items that are provided.]

	 FORMCHECKBOX 

	(1) A statement that the subject’s biospecimens (even if identifiers are removed) may be used for commercial profit and whether the subject will or will not share in this commercial profit;

	 FORMCHECKBOX 

	(2) For research involving biospecimens, whether the research will (if known) or might include whole genome sequencing (i.e., sequencing of a human germline or somatic specimen with the intent to generate the genome or exome sequence of that specimen).


In many cases, federal regulations require that informed consent be documented, generally by use of consent forms that the human subject must sign prior to participation.  The subject is given a copy of the form. (Some studies use computerized equivalents of paper forms).  The documentation must be securely stored for three years after the conclusion of the study.  Will informed consent be documented according to these requirements?

 FORMCHECKBOX 
 Yes. 
    FORMCHECKBOX 
  Yes, but because of the nature of my research subjects I would like to obtain informed consent via an oral presentation with a witness present, and a short form signed by the subject or their legally authorized representative. Please ask the IRB Chair to help you apply the requirements at 45 CFR 117(b)(2). The IRB will have to approve a written summary of the oral presentation, and the oral presentation will still need to meet the requirements of the checklist above. The short form will be signed by the subject or their legally authorized representative, as well as by a witness; a copy of the summary will be signed by the witness, as well as by the person actually obtaining consent. A copy of both the short form and of the summary will be given to the subject or their legally authorized representative.     

 FORMCHECKBOX 
 No –waiver requested 45 CFR 46.117(c)(1)(i):: “the only record linking the subject and the research would be the informed consent formand the principal risk would be potential harm resulting from a breach of confidentiality. Each subject (or legally authorized representative) will be asked whether the subject wants documentation linking the subject with the research, and the subject's wishes will govern.”

 FORMCHECKBOX 
 No –waiver requested by 45 CFR 46.117(c)(1)(ii):: “the research presents no more than minimal risk of harm to subjects and involves no procedures for which written consent is normally required outside of the research context.”

 FORMCHECKBOX 
 No –waiver requested by 45 CFR 46.117(c)(1)(iii):: “the subjects or legally authorized representatives are members of a distinct cultural group or community in which signing forms is not the norm, [...] the research presents no more than minimal risk of harm to subjects and [...] there is an appropriate alternative mechanism for documenting that informed consent was obtained.”
However, “in some cases in which the documentation requirement is waived, the IRB may require the investigator to provide subjects or legally authorized representatives with a written statement regarding the research” (45 CFR 46.117(c)(2)).
Part 7. ASSURANCES
List all collaborating agencies. If the research involves a cooperating agency, institution, school district, etc., a letter of agreement to participate in the research (on letterhead) is required.   
Any institution located in the United States that is engaged in cooperative research must rely upon approval by a single IRB for that portion of the research that is conducted in the United States, unless otherwise required by law or determined and documented by a federal department or agency supporting or conducting the research. 

     
List all collaborating independent investigators not listed on page 1.
     
Haverford College

ASSURANCE STATEMENT
I CERTIFY as follows concerning the above named research proposal 

The rights and welfare of the subjects will be adequately protected.

Risks or discomfort (if any) to subject(s) have been clearly indicated and it has been shown how they are outweighed by potential benefits to the subject or by the importance of the knowledge to be gained.

The informed consent of subjects will be obtained by appropriate methods that meet the requirements of the College’s general assurance procedures.

Any proposed changes in research activity that would introduce additional risk will be reported to the IRB.   Those changes may not be initiated without IRB review and approval except where necessary to eliminate apparent immediate hazard to the subjects.

Any unanticipated problems involving risks to human subjects or others will be reported to the IRB immediately.

Signature:      
date:      
Faculty/Staff Investigator or Sponsor 
 Signature:      
date:      
Student or co-investigator (if applicable)

 Signature:      
date:      
Student or co-investigator (if applicable)

 Signature:      
date:      
Student or co-investigator (if applicable)

Download form from http://www.haverford.edu/provost/IRB
form revised Nov. 2009

Download form from http://www.haverford.edu/provost/IRB
form revised 2017

