
Appendix A. Request for Full Review 

If you believe that the proposed research requires full review by the IRB, complete the form below and submit an electronic copy to the IRB Chairperson. The IRB Committee will review the research proposal and determine if approval will be granted. If granted, the full review request will be returned to you and you may begin your project.  In some instances, you may be asked to provide additional information before beginning this project, and must wait until confirmation of receipt of this information before proceeding with the project. You must notify the IRB if the project is to change in any way, in order to assure that you are still functioning under federal ethical guidelines. If the committee cannot grant approval of the research, the IRB will provide a written explanation of their decision and the research must then be resubmitted based on these comments. Please direct questions to the IRB Chairperson before final submission. 

******************************************************************************

Primary Researcher:  _______________________________________________________

Additional Researchers: _____________________________________________________

Faculty Sponsor: ___________________________________________________________
Project Title:_______________________________________________________________

Study Dates: ______________________________________________________________

Please indicate the primary category that makes this project appropriate for full review (select from three options below):

_______ This project involves participants from a protected population, including individuals under 18, prisoners, pregnant women, mentally disabled persons, or economically or educationally disadvantaged persons.


**** If vulnerable participants will be included, provide justification of the need to use these participants in research below in Section 1.b.


_______ This project involves the collection of information that that could reasonably place the participants at risk of criminal or civil or be damaging to the participants’ financial standing, employability, or reputation.    

_______ This project involves the collection of information regarding sensitive aspects of the participant's behavior, such as drug or alcohol use, illegal conduct, or sexual behavior

_______ This project involves greater than minimal risk.

_______ This project is sponsored or funded by an agency or organization outside of Muhlenberg College.

Research Plan

1. Purpose and Background

a. State the aims and specific objectives of the research. Include relevant references which give background to the main questions the current study intends to address.

b. Describe the characteristics of the participant population, including the estimated number of participants, their age range, gender, and any other inclusion or exclusion criteria.  

2. Procedures and Data Security

a. State the procedures to be used to accomplish these aims. 

b. Describe the methods of identification and recruitment of prospective participants.  

c. What precautions will be taken to insure the privacy and anonymity of the participants?  (Please include the reporting of data.)

d. What specific measures will be taken to safeguard the data in your possession?

3. Risks and Benefits

a. Since there are always some risks in any study, even if minimal, describe in detail the possible physical, psychological, social, legal, economic, or other risks to the participants, either immediate or long range.  Explain any deception involved in the experiment and provide a justification for the deception.  Estimate the seriousness and extent of the risks.

b. Describe the procedures that will be used to reduce the risk.  If applicable, provide a brief description of your debriefing.  How effective do you think the procedures to reduce risk will be?

c. Assess the benefits of this research to both the participants of the study as well as society at large and explain how these benefits outweigh the risks involved.

4. Documentation

Provide all relevant documentation which will be used during data collection, including Informed Consent Forms, Surveys, Questionnaires, Interview Protocol. 

Signature of Researcher(s) ______________________________________________________

Date_______________________

******************************************************************************

For IRB use only:

( Research Approved 

( Research Approval pending (Please see comments below)

( Research Approval not granted (Please see comments below)

Signature of IRB Chairperson: _____________________________

Date: ______________

Appendix B. Request for Expedited Review

If you believe that the proposed research requires expedited review, complete the form below and submit an electronic copy to the IRB Chairperson. The IRB Chairperson or another designated member of IRB will review the research proposal and determine if approval will be granted. If granted, the expedited request will be returned to you, and you may begin your project.  In some instances, you may be asked to provide additional information before beginning this project and must wait until confirmation of receipt of this information before proceeding with the project. You must notify the IRB if the project changes in any way, because certain changes may require full committee review. If the expedited request cannot be granted, the IRB will conduct a full review of the proposal and may request that you provide additional materials.  Please direct questions about this form to the IRB Chairperson before final submission. 

******************************************************************************

Primary Researcher:  _________________________________________________________

Additional Researchers: ________________________________________________________
Faculty Sponsor: _____________________________________________________________
Project Title:_________________________________________________________________

Study Dates: ________________________________________________________________

Please indicate how this research is eligible for expedited review (choose one option below):

______ This project is presenting minor changes to a previously approved project (within one year or less of initial IRB approval).

______ This project involves the collection of information that may be damaging to an individual’s reputation or involves the collection of information regarding sensitive topics; however, this project also fulfills the qualifications of guaranteed subject anonymity, informing subjects of the sensitive nature of topics prior to participation, and the study does not exceed minimal risk.  (If this option is chosen please be sure to fully respond to questions posed under procedures and data security). 
______ This project will involve only minimal risk to the participants.


Research Plan

1. Purpose and Background

a. State the aims and specific objectives of the research. Include relevant references which give background to the main questions the current study intends to address.

b. Describe the characteristics of the participant population, including the estimated number of participants, their age range, gender, and any other inclusion or exclusion criteria.  

2. Procedures and Data Security

a. State the procedures to be used to accomplish these aims. 

b. Describe the methods of identification and recruitment of prospective participants.  

c. What precautions will be taken to insure the privacy and anonymity of the participants?  (Please include the reporting of data.)

d. What specific measures will be taken to safeguard the data in your possession?

3. Risks and Benefits

a. Since there are always some risks in any study, even if minimal, describe in detail the possible physical, psychological, social, legal, economic, or other risks to the participants, either immediate or long range.  Explain any deception involved in the experiment and provide a justification for the deception.  Estimate the seriousness and extent of the risks.


b. Describe the procedures that will be used to reduce the risk.  If applicable, provide a brief description of your debriefing.  How effective do you think the procedures to reduce risk will be?

c. Assess the benefits of this research to both the participants of the study as well as society at large and explain how these benefits outweigh the risks involved.

4. Documentation

Provide all relevant documentation which will be used during data collection, including Informed Consent Forms, Surveys, Questionnaires, and/or Interview Protocol. 

Signature of Researcher(s) ______________________________________________________

Date_______________________

******************************************************************************

For IRB use only:

( Research Approved 

( Research Approval pending (Please see comments below)

( Research Approval not granted (Please see comments below)

Signature of IRB Chairperson: _____________________________

Date: ______________

Appendix C. Request for Exemption

If you believe that your research might fall into one of the exempt categories, complete the form below and submit an electronic copy to the IRB Chairperson. The IRB Chairperson will review the research to determine if an exemption can be granted. If granted, the exemption request will be returned to you and you may begin your project.  Primary Researchers should still be aware of their responsibility to adhere to the ethical guidelines as outlined by Muhlenberg College Policy on Research with Human Subjects. You must notify the IRB if the project changes in any way, because the exemption may no longer apply. If the exemption request cannot be granted, the IRB Chairperson will provide a written explanation and the research must then be resubmitted based on these comments. Please direct questions about this form to the IRB Chairperson before final submission. 

******************************************************************************

Primary Researcher:  _________________________________________________________

Additional Researchers: ________________________________________________________

Project Title: __________________________________________________________________

Study Dates: _________________________________________________________________

Category which makes research eligible for exemption: ____________

(Choose 1 of the 4 categories explained in the Criteria for Exemption, Section VI. C. of the IRB Policies Document.)

Research Plan

State concisely the aims and specific objectives of the research and the procedures to be used to accomplish these aims. State why you believe the research involves no more than minimal risk.  Please attach any relevant documentation that supports why this research project should be considered exempt.

Signature of Researcher(s)____________________________________________________

Date_______________________

******************************************************************************

For IRB use only:

( Exemption allowed (Category ____)

( Exemption not allowed (Please see comments below)

Signature of Departmental Coordinator or IRB Chairperson:_____________________________

Date: ______________

Appendix D. Continuing Review Form

The IRB is required by the federal government to obtain the following information in order to conduct a continuing review of a research project being conducted at Muhlenberg College. Please submit this yearly progress report to the IRB Chairperson.
***************************************************************************

IRB Proposal #: 

Primary Researcher: 

Today’s Date:

Date of Project Approval:

Project Title:

******************************************************************************

1. What is the total number of participants enrolled since the study began?

2. Have there been any participants who withdrew from the study since the last IRB progress report? If so, please provide a brief summary of explanation.

3. Please provide a brief summary of any unanticipated problems or any adverse events, including complaints about the research project, which might have occurred since the last report.

4. Have there been any adjustments or revisions since the last IRB approval (if there are major revisions, researchers should use Appendix B for expedited review)? 

5. Is there any other relevant information, particularly about risks associated with the research, which would be important for the IRB to be aware of?

6. What are the preliminary findings or evaluations of the study to date?

Signature of Researcher(s) ______________________________________________________

Date_______________________

Appendix E. Informed Consent Form

The following appendix is designed to serve as a template for researchers to create their Informed Consent form.  General principles are listed on the left, with sample wording shown on the right. Please see Section V. for a full description of each category included. Some sections of this form might need to be altered depending on the discipline of research, but the general principles must be present in some way. For additional samples, visit the IRB website through the Provost’s office: 

http://www.muhlenberg.edu/main/aboutus/provost/committees/irb/departmental_review.html
	Title of Research Project


	What makes a good friend?: Children’s evaluations of friendship

	Names of Principle Investigator(s)
	Jane Smith, PhD and David Johnson

	Brief Description of Project


	The purpose of the research is to understand how children evaluate characteristics of friendships and make decisions about the qualities of a good relationship.  

The procedure involves a one-time, audiotape-recorded individually administered interview session, lasting approximately 30 minutes. The interview will take place in a quiet setting in the school.  Short stories about hypothetical child friendships along with illustrated picture cards will be presented to the child and simple, straightforward questions will be asked. Example questions include: Do you think John and Joe are good friends? What makes you think that this is the case?

	Potential Risks
	There are no greater than minimal risks involved in the participation of this study.

	Protection against Risks


	If children begin to show signs that they no longer feel comfortable completing the interview they will be returned to their classroom.

	Potential Benefits


	Pilot interviews have revealed that children enjoy talking about friendships and sharing their own stories with researchers. Knowing more about childhood friendships can help schools create more social skills programs.

	Compensation for Participation


	All children will receive a small gift after the return of their consent form and completion of the interview. 

	Alternatives to Participation


	Children’s participation in this study is completely voluntary. Children will be told that they may stop participating if they choose without penalty. Children will return to routine participation with their classmates.

	Information withheld


	There will be no information withheld from participants in this study. Children can ask questions about the interview at any time and the researchers will respond open and honestly.

	Confidentiality


	All information collected in the study is confidential.  Each child’s name will not be identifiable after the initial interview, as ID numbers will be subsequently be assigned.  All interview tapes will be stored in a locked cabinet in the researcher’s office and will only be accessible to trained research assistants.  At the completion of the study, approximately December, 2010, all tapes will be destroyed. 

	Contact information of Primary Researcher and the Departmental Coordinator or IRB Chairperson


	Jane Smith, PhD, Muhlenberg College, Psychology Department, 2400 Chew St, Allentown, Pa 18104; 484-664-9999, jsmith@muhlenberg.edu
Amy Hark, PhD, Muhlenberg College, IRB Chairperson, Biology Department, 2400 Chew St, Allentown, Pa 18104; 484-664-3747; hark@muhlenberg.edu 

	Signature of Parent or of Participant and Date
	


Appendix F. Template for Chair’s letter for reviewed research

Muhlenberg College Institutional Review Board 

Proposal ID: _______

Title of proposed research: ______

Faculty member or researcher(s): ________________


Decision:

_____
Your request to conduct research with human participants has been approved.

Please keep in mind that any protocol changes will require review and approval.
 
This research project is approved for the period of one year; if the project will be ongoing

after this point, please complete and submit Appendix D thirty (30) days prior to the end 

of the approval period.  

_____
Your proposal requires modifications outlined below to secure approval.  Please re- 

submit your modified proposal for IRB records within two weeks of the date of this 

notification.

_____
Your proposal, in its current form, is not approved.  You may re-submit your proposal, making sure to address the issues outlined below that led to this denial.

Comments:

Signed ___________________________


   Chair, IRB

Date _______________

Appendix G. Template for Chair’s letter for exemption

Muhlenberg College Institutional Review Board 

Request ID: _______

Faculty member or researcher(s): ________________

Decision:


_____
Your request for exemption from formal IRB review has been approved.  You are still responsible for adhering to the ethical guidelines in your work.  If the project changes in any way, please notify the IRB Chair, as exemption may no longer apply.
_____
Your request for exemption cannot be granted.  Please review the comments below and 

submit a proposal for IRB review.

Comments:

Signed ___________________________


   Chair, IRB

Date _______________

Appendix H. Record keeping template

The following information should be maintained for all proposals reviewed (Excel spreadsheet will be available for download on the IRB website).

	Primary researcher
	Other researchers
	Proposal ID
	Initial contact date
	Contact notes
	Submit date 
	Submission notes


	Type of review
	Date review complete
	Approved?
	Revision received
	Renewal needed
	Project active or completed?


Appendix I. Application for student membership on the Institutional Review Board

Name ___________________________________________

Class year/anticipated date of graduation _______________

Campus mailing address ____________________________

Email ___________________________________________

Phone __________________________________________

All research involving human subjects that is conducted under the auspices of Muhlenberg College, by its faculty, students, and staff, is subject to oversight by the College’s Institutional Review Board for the Protection of Human Subjects (IRB).  IRB is the body charged with reviewing, prior to its commencement, all research and experimental activities in which human beings participate as subjects.

1. Please describe below your interest and qualifications for serving on this committee.  You may wish to include information about research experiences (e.g. independent study), other committee work (e.g. service on Social or Academic Judicial Board), community activities, and/or your professional goals.  Please limit your comments to the front and back of this form.

2. Your application must be accompanied by a letter of recommendation from a faculty member; guidelines for recommenders are available in Appendix J of IRB policy.  

Please include the name of your recommender here ____________________________.

3. If selected, are you available to serve for the coming academic year (both semesters)? ________________________________  

Are you available to serve for two years?____________________________________

Please submit an electronic copy of this application to the IRB Chairperson no later than April 1.

Appendix J. Information about student members for the faculty

The IRB seeks your assistance in identifying students to serve on the College’s Institutional Review Board.  Students who may find this work especially interesting and rewarding are those who have engaged or plan to engage in research with human participants while at Muhlenberg or as part of their graduate school or professional career.  

To be selected, a student must be willing to serve for the entire coming academic year and consider serving for a second year.  In general, sophomores are ideal candidates.

If you know potential candidates for serving on the IRB, please encourage them to review and complete the attached application.  Please note that a recommendation from a faculty member is required.  A recommendation letter that speaks to the student’s integrity, respect for confidentiality, and ability to work well with faculty and members of the community is most valuable.

Your assistance in identifying and recommending students for this position is greatly appreciated.  If you have any questions, please contact the IRB Chairperson.

Appendix K. Suggested email to solicit applications from students

We are seeking students to serve on the College’s Institutional Review Board (IRB). All research involving human participants that is conducted under the auspices of Muhlenberg College, by its faculty, students, and staff, is subject to oversight by IRB, the committee charged with reviewing all such research and experimental activities prior to their commencement. The full committee is composed of three elected faculty members and a community representative in addition to the student member.

Students who may find this work especially interesting and rewarding are those who have engaged or plan to engage in research with human participants while at Muhlenberg, in graduate studies, or as part of their professional career.  Students will need to demonstrate integrity, a respect for confidentiality, and ability to work well with faculty and members of the community.  

A student member will typically be called upon to review up to five research proposals per semester and meet with the committee to discuss ethical considerations of the proposed research.  If selected, a student must be willing to serve for the entire coming academic year and consider serving for a second year; however, juniors may still apply.

If you are interested in the opportunity, please submit the attached application to the IRB Chairperson no later than April 1.  Please note that a recommendation from a faculty member is required as well.  If you have any questions or would like further information about the work of IRB, please contact the IRB Chairperson.
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