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Institutional Review Board
APPLICATION CHECKLIST FOR HUMAN RESEARCH
INSTRUCTIONS:  This checklist cover page is provided as a reference to help investigators ensure a complete research proposal submission for IRB review.  Use the checklist to help compile the required sections of the submission.

Required Documents:
 FORMCHECKBOX 
   1.  Application Form:    Submit the Application Form for Human Research for exempt, expedited and full review research.
 FORMCHECKBOX 
   2.  Application Addenda:  Submit the Application Addenda that apply to the research (e.g. questionnaires, recruitment materials)
 FORMCHECKBOX 
   3.  Protocol Summary Abstract:  Submit the Protocol Summary Abstract.
 FORMCHECKBOX 
   4.  Consent Documents:  (See Appendix C of Elizabethtown IRB Guidelines)
 FORMCHECKBOX 
  Consent for Research:  Required if enrolling adult subjects.
 FORMCHECKBOX 
  Notice of Participation: Include if research includes adult patients for whom surrogate consent is given.
 FORMCHECKBOX 
  Parental Permission for Research: Required if enrolling subjects who meet the definition of “child.”
 FORMCHECKBOX 
  Child’s Assent wording: Include this wording if enrolling children 7 years or older.
 FORMCHECKBOX 
  Written summary or verbal script: Include summary or script if obtaining verbal or implied consent.
After acquiring the appropriate authorized signatures, send the original application to the Office of Research and Planning to the attention of Debra Sheesley.  In addition, send an email to Debra Sheesley at sheesleyd@etown.edu and attach this application along with a copy of your proposal/survey.  Allow 5-7 business days for exempt studies, 2 weeks for expedited review, and 4 weeks for full review. Incomplete applications and those requiring clarification or corrections will require additional review time. Additional time may also be required if review period falls during holiday or summer breaks.
IRB Use Only
IRB Protocol #       
Approved As:   FORMCHECKBOX 
   Exempt
 FORMCHECKBOX 
    Expedited        FORMCHECKBOX 
  Full
Approval Date:       
Re-approval Date:        
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Name of Principal Reviewer:       
Signature:                                                             
Remarks:

     

Elizabethtown College
 Institutional Review Board
Application for Review of Research Involving Human Participants
The Institutional Review Board (IRB) reviews research involving human participants. Researchers are responsible for obtaining IRB approval before recruiting human participants for research.
Date of Application:        FORMTEXT 

     



 
Anticipated Project Start Date:  
Project Title:      
Principal Investigator:      

 FORMCHECKBOX 
Faculty

 FORMCHECKBOX 
Student

 FORMCHECKBOX 
Administrator

Contact Information:       
     
     

(Campus Mailing Address)
(Phone)

(Email)

Faculty Advisor (for students):       
Funding Source (if applicable):       
 FORMDROPDOWN 
   
No cost study?
 FORMDROPDOWN 

Is this project federally funded?
 FORMDROPDOWN 

External Funding?
 FORMDROPDOWN 

Internal Funding?
If yes, provide the name and address of individual to whom notification (HHS form 596) should be sent:
     
Key research personnel involved in the research study:
	Name
	Department
	Role
	Qualifications

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     


Conflict of Interest: Do any investigators or key research personnel have any financial or business interest related to the research?
 FORMDROPDOWN 

If yes, list each below and indicate:       

SECTION A:  ASSURANCES

Principal Investigator:
1. I (we) certify that the proposed research includes only those activities described in this application and agree to report any significant changes in the research proposal to the IRB.

2. I (we) confirm that I have read and understand the Elizabethtown College IRB Guidelines for
Human Participants Research.
3. I (we) certify that the research will not be initiated until written approval is received from the IRB.

4. I (we) agree to report any significant and relevant changes in the research proposal to the IRB.
Signature(s)
Date

Faculty Sponsor (for students):
1. I have carefully examined the proposal. I take overall responsibility for the content of this proposal and the conduct of this research.

2. I agree to report any significant and relevant changes in the research proposal to the IRB.

3. I have read and understand the Elizabethtown College IRB Guidelines for Human Participants
Research.
Signature(s)
Date

Department Chair (of principal investigator or faculty sponsor):
The IRB must determine that all research involving human participants is scientifically sound, so as not to expose participants to unnecessary risks or burdens. Confirmation of this at the department level facilitates IRB review, since IRB members may not be familiar with research methods employed by specific disciplines.

1. I have examined the proposal and find that the research is scientifically sound.

2. The investigator/sponsor(s) are members of my department and are qualified to perform the roles proposed for them in this application. Students from my department will be supervised by qualified investigators.

Signature(s)
Date

SECTION  B:  Criteria for Exemption
Certain categories of research are exempt from further IRB review if they pose a minimal risk to participants. According to federal guidelines (45 CFR 46.102), “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.”
 FORMDROPDOWN 

1.  Your research meets the above definition of minimal risk.

 FORMDROPDOWN 

2.  Your research is limited to the following categories (indicate below).  

 FORMCHECKBOX 
   Research conducted in established or commonly accepted educational settings, involving normal educational practices, such as (i) research on regular and special education instructional strategies, or (ii) research on the effectiveness of or the comparison among instructional techniques, curricula, or classroom management methods.

 FORMCHECKBOX 
  Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures or observation of public behavior, unless: (i) information obtained is recorded in such a manner that human participants can be identified, directly or through identifiers linked to the participants; and (ii) any disclosure of the human participants' responses outside the research could reasonably place the participants at risk of criminal or civil liability or be damaging to the participants' financial standing, employability, or reputation.
 FORMCHECKBOX 
  Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures, or observation of public behavior, if: (i) the human participants are elected or appointed public officials or candidates for public office; or (ii) 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 involving the collection or study of existing data, documents, records, pathological specimens, or diagnostic specimens, if these sources are publicly available or if the information is recorded by the investigator in such a manner that participants cannot be identified, directly or through identifiers linked to the participants.
 FORMCHECKBOX 
  Research and demonstration projects which are conducted by or participant to the approval of department or agency heads, and which are designed to study, evaluate, or otherwise examine: (i) Public benefit or service programs; (ii) procedures for obtaining benefits or services under those programs; (iii) possible changes in or alternatives to those programs or procedures; or (iv) possible changes in methods or levels of payment for benefits under those programs.
 FORMCHECKBOX 
  Taste and food quality evaluation and consumer acceptance studies, (i) if wholesome foods without additives are consumed or (ii) if a food is consumed that contains a food ingredient at or below the level and for a use found to be safe, or agricultural chemical or environmental contaminant at or below the level found to be safe, by the Food and Drug Administration or approved by the Environmental Protection Agency or the Food Safety and Inspection Service of the U.S. Department of Agriculture.
 FORMDROPDOWN 
 3. Your research does NOT involve protected participants (e.g., children, prisoners, fetuses, pregnant women, cognitively impaired persons, institutionalized persons).

 FORMDROPDOWN 
 4. Your research does NOT deal with sensitive aspects of the participant’s behavior (e.g., drug use, illegal activity, sexual behavior).

 FORMDROPDOWN 
  5. Data is recorded in a manner that makes it impossible to determine the identity of the participants.
If you answered “True” to all  of the above, complete Section C: Application  for Exemption.   If you answered “False” to any of the above, complete Section D: Application for Expedited  or Full Review and Section E: Informed Consent Documentation.
Section C: Application for Exemption
1.  What is the purpose of this study? Clearly identify your research question.

     
2.  How will you conduct the research? Describe all procedures that will involve participants and estimate how long each procedure will take. Attach surveys, interview questions, focus group questions, or other instruments that you will use in your research.

     
3. Specifically explain how your research meets the requirements for exemption in Section B, questions

1-5.

     
Section D:  Application for Expedited or Full Review*
*Studies that pose no apparent risk to participants and do not involve protected classes of participants (e.g., children, prisoners, mentally infirmed participants) will be reviewed under expedited review procedures. Studies that pose minimal risk and/or involve special classes of participants will be reviewed by the full IRB.

1. What is the purpose of this study? Clearly identify your research question.

     
2.  Where will the study take place?

     
3.  How will you conduct the research? Describe all procedures that will involve participants and estimate how long each procedure will take. Attach surveys, interview questions, focus group questions, or other instruments that you will use in your research.

     
4.  Describe the participant population, including age ranges and other special classifications. How many people will participate in the study? What types of people will be involved (e.g., high school students, employees of an organization, nurses, residents of a town)?

Subject Population:
# of participants
     

Age range of participants       
Category of Participants:

 FORMCHECKBOX 
  Health Volunteers
 FORMCHECKBOX 
  Adults with decisional impairment


 FORMCHECKBOX 
  Patients
 FORMCHECKBOX 
  Institutionalized individuals


 FORMCHECKBOX 
  Pregnant Women
 FORMCHECKBOX 
  Prisoners


Patients
 

 FORMCHECKBOX 
  Children (under the age of 18)



Patients
 

 FORMCHECKBOX 
  Other (please list):       
5.  How will participants be recruited for the study?  Are there any screening questions to determine eligibility for the study?  Will participants be compensated or provided with other incentives for participation?  Attach copies of recruitment materials, advertisements, or verbal scripts. Will the participants have any costs which are not part of standard of care?

     
6.  Risk Classification  FORMDROPDOWN 

Describe any risks (physical or psychological) to participants and the steps that will be taken to minimize the risks.

     
6A.  FORMDROPDOWN 
  Will the participants be withdrawn from or denied standard care for any condition in order to participate in the study?

 FORMDROPDOWN 
   Is it possible that as a result of the study procedures, you will discover a participant’s previously unknown condition (disease, suicidal thoughts, etc.)?

 FORMDROPDOWN 
   Is it possible that as a result of the study procedures, you will discover a participant is engaged in illegal activity (drug use, underage drinking, neglect, domestic violence)?

 FORMDROPDOWN 
    If greater than minimal risk, will continuous emergency medical care or psychological care be available?
7.  Will participants be deceived in any way?  If so, please provide a justification for the use of deception and explain how participants will be debriefed.

     
8.  Explain the steps that will be taken to protect the privacy of participants and the confidentiality of data.

Will the data be anonymous (no identifiers between the participant and the data) or confidential (you will be able to link data/responses to specific individuals but will not reveal this information to anyone outside the project)? Where will data be stored? Who will have access to the data? What will happen

to the data once the research has been completed? Indicate the identifiers which will be recorded for the research.

     
9.  How will your research findings be disseminated (e.g., classroom presentation, conference, publication)?

     
Section E:  Informed Consent Documentation
Provide copies of all consent documents. In some cases, researchers may request a waiver of full, signed consent. See Appendix C of Elizabethtown’s IRB Guidelines for details.

Informed consent forms must include the following:

(1) A statement that the study involves research, an explanation of the purposes of the research and the expected duration of the participant's participation, a description of the procedures to be followed, and identification of any procedures which are experimental;

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

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

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

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

(6) For research involving more than minimal risk, 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, or where further information may be obtained;

(7) An explanation of whom to contact for answers to pertinent questions about the research and research participants' rights, and whom to contact in the event of a research-related injury to the participant; and

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

(9) A signature line for the participant and a signature line for the researcher.

Additionally, researchers must:

Use simple language targeted at a 6th-8th grade reading level.

Use font size 12 point or larger and no more than 6 lines per inch. Include parental consent forms if participants are children.

Obtain participant’s assent for children over 7 years of age. Avoid scientific/technical terms or discipline-specific language.

Provide participants with a copy of the consent form.
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