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 American University
IRB Application for Approval to use Human Participants in Research
Research ethics training source:
Anticipated Funding source/agency (if applicable):
Relationship to University:
Type of Student Research:
Projected data collection dates:
Note: Data Collection cannot begin before IRB approval is received.
 
II.   Research Staff  
 Training Source:
         Required for students or post-doctoral research projects.
Name
Role
Department
(if applicable)
  Research Ethics Training
Email
Please include copies of ethics training certification for all other staff.
 
III.   Research Description  
1.   Please describe the major research questions of the proposed study in language that can be understood by an individual who is not a specialist in the field (maximum 700 characters).
2.   What are the major procedures you will use to collect data?  How will you carry them out and how will participants be involved?  Please include separate information for each different procedure that you plan to use.
3.   Check ALL the different procedures planned for this study: 
4.   Data Collection
      NOTE.  Please attach data collection information separately for each major phase, research strategy, tool, involved population, etc. that you plan to use.  It will help the review committee if you present the materials in the same order that you present them in this application and if you label each clearly in terms of the research activity so the committee knows which questions, scales, etc. go with which research activity.
      ·  Attach copies of all questionnaires, surveys, interview questions, etc.  If a draft of one of these documents is      attached, it should be clearly labeled as such and a final version must be submitted before data collection   begins.
     ·  If the research involves interviews that could evolve as the research progresses, include a list of discussion topics and any “starter” questions for each topic that can reasonably be expected to be covered.
5.    Outline the planned timing and sequence of the research activities: 
6.    If there is more than one researcher involved, explain the division of tasks among research staff. What will  
  be the roles and responsibilities?
 
IV.    Research Setting  
1.    Describe the settings in which research will be carried out (e.g., school, clinic, home, lab, etc.):
2.    List all AU sites where the research will be carried out.  For each site, explain how the Investigator has access   
  to  a population that would allow recruitment of participants.
3.    List all non-AU sites where the research will be carried out, including contact information where applicable.  
  For each site, explain how the Investigator has access to a population that would allow recruitment of   
  participants.  What kind of permission is necessary to carry out research at this site? Has the researcher  
  received permission?  If so, please attach a copy of the permission.
4.    Do any of the other sites have an IRB?  If so, describe the communication with the relevant IRB(s).  What date  
  was permission given?
 
V.     Participant Population  
1.    The research involves the following (check all that apply):
2.    In the chart below, please indicate the number of participants per category.  If there is more than one  
 research activity or phase, please break down for each phase/activity of the research.  Please add additional  
 information in a clearly labeled appendix.
Total
Children
Adults
Total
Female
Male
3.    Please provide a rationale for use of special groups or participants whose ability to give voluntary informed  
 consent may be in question (e.g., cognitively impaired).
4.    Will any groups or categories of participants be excluded from this research?
 
VI.    Participant Recruitment  
1.    Describe how participants will be recruited for participation in this study.
    Attach copies of any proposed flyers, posters, pamphlets, print advertisements, etc. and any scripts for on air      advertisements or phone calls.  All recruitment material must be approved by the IRB prior to use. 
2.    Recruitment Information  Which of the following recruitment methods will be used?
Recruitment Activity
Yes/No
Explanation
Paper files (e.g., school or medical records)
Electronic files (e.g., school or medical records)
Other records
Databases
Flyers / brochures
Web postings
Advertising 
company
Letters
Any other method
Please specify in detail below:
3.    Will participants be offered compensation for participating in the research?
      Are the terms of the participation agreement and the amount of payment specified in the informed consent
form?
 
VII.     Description of Risks and Plans to Mitigate/Address Them
 1a.     Describe any physical risks that may be faced by participants in this research. If there will be physical risks, 
      answer 1b. Otherwise, go on to question 2a.
 1b.     Describe how you will inform participants of the physical risks and what you will do to mitigate these   
      risks or their effects.  Describe availability of medical services that may be required as a consequence of  
      research participation.  If none are available, what provisions are made when necessary?
 2. a    Describe any psychological risks that may be faced by participants in this research. If there will be 
      psychological risks, answer 2b.  Otherwise, go on to question 3a.
 2b.     Describe how you will inform participants of the psychological risks and what you will do to mitigate 
      these risks or their effects.  Describe availability of any psychological services, including counseling, that 
      may be required as a consequence of research participation.  If none are available, what provisions are 
      made when necessary?
 3a.     Describe any social risks that may be faced by participants in this research. If there will be social risks, 
      answer 3b.
 3b.     Describe how you will inform participants of the social risks and what you will do to mitigate these risks 
      or their effects.  Describe availability of social services, including support services that may be required as 
      a consequence of research participation.  If none are available, what provisions are made when 
      necessary?
  4.      Explain provisions to protect privacy interests of participants.  This refers to how investigators will contact
      participants and/or access private information from or about participants during and after their  
      involvement in the research (e.g., time, place, etc. of research procedures) and the participants' 
     expectations of privacy in the situation.
  5.  Will data that identifies individual participants be published or in any way be disclosed to third parties other  than project personnel?
  6.  Will the data collected in the course of the study be considered sensitive data, e.g. mental health, HIV status,  
  social security number, etc.?
If yes, could any of this data, if disclosed, have adverse consequences for subjects or damage their financial standing, employability, insurability, or reputation?  If yes, make sure that answers to VI 1b, 2b and 3b discuss clearly how you will disclose this information and what you will do to mitigate the possibility of adverse consequences.
  7.   Describe any other resources needed for the protection of participants in the conduct of this research (e.g.,   participant communication needs, language translation services.)
  8.   Do you believe that this research is minimal risk? 
  NOTE:  According to Department of Health and Human Services regulations minimal risk means "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."
 
VIII.              Precautions in Projects of More than Minimal Risk
 
  1.  If the classification is greater than minimal risk, describe all possible harms (including non-physical harms) in 
  detail, assess their seriousness and estimate the probability of the harms occurring.  
  2.  Describe other alternative and accepted procedures, if any, which were considered that might involve less  
  risk and why they will not be used.  
  3.  For all research involving more than minimal risk, describe the data and safety monitoring plan (DSMP). The  DSMP should address the following statements.
·       A description of the plan to monitor research progress and participant reactions, including who will do the monitoring and how monitoring will be accomplished.
·       A plan for dealing with adverse events and unanticipated problems involving risk to participants or others.
·       A description of the plan to assure compliance with reporting of adverse events and/or unanticipatedproblems involving risks to participants or others.
·       A description of the plan to assure data accuracy and protocol compliance.
Please attach this document as an appendix.
 
IX.              Benefits
 
  1.   Assess the potential benefits to science and/or society which may accrue as a result of this research. 
  2.  Are there any benefits (other than the compensation described in VI. 3. above) which may accrue to the
  individual participants in this research?
  3.  If the risk in this study is more than minimal, explain how the risks are reasonable in relation to the benefits.
 
X.              Informed Consent
 
Unless waived by the IRB, informed consent is necessary for all research involving human participants and must be documented in some manner.  The investigator may determine which method would best serve the interest of the participant population, but the IRB reserves the right to require alternative or more stringent means of securing consent. 
Note:  Involvement of participants unable to give personal consent for reasons of age, mental state, legal or other such status, requires that parental permission or consent from a legally authorized representative (surrogate consent) be obtained.  In this case, complete the following for parental permission or surrogate consent and complete Supplement F for research involving children or Supplement K for research involving cognitively impaired participants.  Information regarding assent of participants will be requested in those sections.
If this project has different phases, activities, or participant populations, you may want to use several different forms of consent.  If so, describe clearly which forms of consent will be used for which phases, activities, or participant populations. 
  1.  Which of the following apply to this research?
  2.  Informed Consent.  
Please see the Informed Consent Checklist for the basic required elements of informed consent that should be included in informed consent.  It is recommended that you use the informed consent template on the AU IRB website (http://american.edu/irb/IRB-Forms.cfm).
  a.   How will the participants' informed consent be documented?  Please indicate all the ways in which consent  
  is documented.
  b.   Describe how the required information is being presented to participants (consent form, orally, information    sheet, etc.).  You must provide copies of all written consent forms. If you will be presenting information    orally, present a “script” of the information being presented to participants.
  c.   Describe the circumstances under which consent will be obtained, including where the process will take  
   place.
  d.   Who will obtain consent?  Describe their experience in obtaining consent from participants.
  e.   How will it be determined that the participants or the participants' authorized representatives understand 
  the information presented?  
  f.    If non-English speaking participants will be included, describe how translation of consent forms will be   provided. All translated consent forms must be submitted to the IRB.
  g.   If participants cannot read the consent form, due to literacy or language problems, how will consent be     documented?
  h.   Will any participants be cognitively impaired so that they may not have the capacity to give consent?
 
XI.              Conflict of Interest
 
  1.   Do any members of the research team or any of their immediate family members have any financial 
   interest in the sponsor of this research and/or in the results of this research?
 
XII.              Checklist
 
Please check all the categories that apply to this research.  For those checked, please complete the supplements indicated.  You do not need to complete any supplements which do not apply.Supplemental forms are available from the same source as this form.  Visit http://american.edu/irb/IRB-Forms.cfm
         List of Forms:
XIII.              Signatures
 
Please submit a signed application along with initialled supplements to the IRB office.  Applications can be sent from a valid AU e-mail address in lieu of a physical signature.   If you are a student, we must receive a signature or an e-mail from your faculty advisor from her or his AU e-mail address stating that the advisor has read and approved the contents of the submission.  Student research will not be reviewed without faculty advisor approval.
PRINCIPAL INVESTIGATOR:  I will conduct the study identified above in the manner described.  If I decide to make any changes in the procedure, or if a participant is injured, or if any problems occur which involve risk or the possibility of risk to participants or others, I will immediately report such occurrences or contemplated changes to the AU Institutional Review Board.
FACULTY ADVISOR (IF THE INVESTIGATOR IS A STUDENT, A FACULTY ADVISOR MUST SIGN BELOW):  I have read and approve of this protocol.  I believe this is research as defined by the Department if Health and Human Services (i.e., a systematic investigation designed to develop or contribute to generalizable knowledge) and that the student is competent to conduct the activity as described herein.
Please save a copy of the form for your records and submit the final form electronically to irb@american.edu
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