SECTION FOUR:  APPENDIXES

Appendix A
Application for IRB Review and Certification of Compliance:
Exempt Application Form Checklist
Exempt Review (Level 1) Application
No or Minimal Risk

(This level of application is reserved for research projects using archived data where there is no researcher-participant interaction.)
To the Principal Investigator of a research project:
1. Please review the documents listed below that pertain to your research project. In the event that your project does require the use of any of the listed documents, attach a copy of that document to the application submitted for IRB review. 
2. If you are conducting a research project in another institution (e.g., a hospital or school), you must attach a signed permission letter from a supervisor/administrator who is in a position to grant you permission to conduct the research at that site. The letter must be on institutional letterhead and must have an original signature.
3. If that institution also has a Human Subjects Review Committee--often referred to as the Institutional Review Board (IRB)--then written permission from the participating institution’s IRB must be attached to your IRB application.
4. If you are conducting  research outside of the United States, attach a letter of assurance that you will abide by the laws and regulations of the governing bodies that preside over the location where the research is being conducted.
Please check:  The attached Application for Certification of Compliance contains
 FORMCHECKBOX 

Institutional Permission Letter (where research is taking place)
 FORMCHECKBOX 

Assurance of Adherence to Governmental Regulations concerning Human Subjects/Participants (if research project is conducted outside the US)
 FORMCHECKBOX 

Letter(s) of Informed Consent
 FORMCHECKBOX 

Data-gathering instruments (s): Observation, Interview, Survey
 FORMCHECKBOX 

Conflict of Interest Disclosure Statement
Also required on your application:
 FORMCHECKBOX 

CRP or Dissertation Chair person/Research Supervisor’s signature 
 FORMCHECKBOX 

Principal Investigator’s signature (2 places)
 FORMCHECKBOX 

Packet reviewed by CRP or Dissertation Chair person/Research Supervisor:  Initialed ____
Appendix B

Application for IRB Review and Certification of Compliance
Exempt Cover Sheet
IRB#  ________
Date Logged: _______
Exempt Review (Level 1) Application, No or Minimal Risk
(Review by one or more IRB Members —
May lead to Level 2 or 3 Review)
Principal Investigator/Researcher’s Name: ______                 Student ID Number: ______
Type of Research Project (CRP, Dissertation, describe other)  ______                    
Title of Research Project: ______
Principal Investigator/Researcher’s Address: ______
Telephone Number: ______

 FORMTEXT 

Research Supervisor/CRP/Dissertation Committee Chair’s Name: ______ 

College:                         BUS
 FORMCHECKBOX 

PBS
 FORMCHECKBOX 
        EDUC
 FORMCHECKBOX 

                                        HS
 FORMCHECKBOX 
                 OTHER  FORMCHECKBOX 

Program of Study: ______                              Degree:  ______
Project Proposed Start Date: ______
Project Proposed Completion Date: ______
Signature of Principal Investigator/Researcher __________________________/_______










        Date
Signature of Research Supervisor/CRP/Dissertation Committee Chair: 
                                            
____________________________________________________/_____________










Date
IRB Certification Signatures:


__________________________________________________________/_____________
                                                                                                                                                                                    Date
The above named research project is certified for compliance with Argosy University’s requirements for the protection of human research participants with the following conditions:
1. Research must be conducted according to the research project that was certified by the IRB;
2. Any changes to the research project, such as procedures, consent or assent forms, addition of participants, or study design must be reported to and certified by the IRB;
3. Any adverse events or reactions must be reported to the IRB immediately;
4. The research project is certified for the specific time period noted in this application; any collection of data from human participants after this time period is in violation of IRB policy.
5. When the study is complete, the investigator must complete a Completion of Research form.
6. Any future correspondence should be through the principal investigator’s research supervisor and include the assigned IRB research project number and the project title.
******************************************************************************
NOTES:
· Please complete this cover and the Application in detail. Every question must be answered. Please type your answers.
· Attach the appropriate documents and submit the entire application materials under the cover of a completed Application Checklist to the CRP or Dissertation Chair person.
· Do not proceed with any research work with participants until IRB certification is obtained. 
· If any change occurs in the procedure, sample size, research focus, or other element of the project impacts participants, the IRB must be notified in writing with the appropriate form (see ancillary forms).
· Please allow 30 days for processing.
· DO NOT COLLECT DATA PRIOR TO RECEIVING IRB CERTIFICATION
Appendix C
Application for IRB Review and Certification of Compliance
Exempt Application
Exempt Review (Level 1) Application, No or Minimal Risk
(Review by the designated IRB member or the IRB Chair).
(This level of application is generally reserved for research projects using
archived data where there is no researcher-participant interaction.)
In addition, the following conditions apply. Read and complete the following statements: If you answer “yes” to any of the statements, your research does NOT qualify for Exempt status. (If your project does NOT qualify for Exempt status, complete an Expedited Level 2 or Full Level 3, based on risk/benefit ratio to participants).  
a. Any research with minors or students, except where it only involves the observation of public behavior when investigator(s) do(es) not participate in the activities being observed.
 FORMCHECKBOX 
Y
 FORMCHECKBOX 
N
b. Research involving prisoners, fetuses, pregnant women, in vitro fertilization, or any protected (or in therapy) groups.
 FORMCHECKBOX 
Y
 FORMCHECKBOX 
N
c. Research involving intellectually, mentally, or physically challenged members of protected groups.     FORMCHECKBOX 
Y      FORMCHECKBOX 
N
d. Research involving deception of any kind.
 FORMCHECKBOX 
Y
 FORMCHECKBOX 
N
Note: Exempt status must be Certified by the campus IRB and does NOT mean exempt from use of informed consent.
Please completely answer the requested information (NA is not acceptable for any question). Begin typing in the gray boxes.

1. Identify Study Site: ______
2.
Brief but detailed summary of the project, including methodology: ______ 
3.
Describe the nature of the involvement of human participants in the project. 

______
4.
Describe the nature of required institutional approvals or other approvals (parental approval as necessary according to institutional policy).

______
5.
Describe how confidentiality will be maintained: Be specific, including the use of secondary documents, audio/video tapes, etc. Describe procedures for the safekeeping and disposal of information stored electronically.

______
6.
Describe why this project fits the Exempt category.

______
7.
Describe review by institutions outside of Argosy University. (Attach copies of permission letters, IRB certifications, and any other relevant documents).

______
8. As the principal investigator, I attest that all of the information on this form is accurate, and that every effort has been made to provide the reviewers with complete information related to the nature and procedures to be followed in the research project. Additional forms will be immediately filed with the IRB to report any change in subject(s), selection process, change of principal investigator, change in faculty dissertation chair, adverse incidents, or final completion date of project. I also attest to treat human participants ethically and in compliance with all applicable state and federal rules and regulations that apply to this study, particularly as they apply to research work conducted in countries other than the United States.


/


Signature of Principal Investigator






Date
Attach any other forms, tests, institutional permission slips, etc, related to this study. Failure to do so will result in delayed processing of the application.
Appendix D
Application for IRB Review and Certification of Compliance:
Expedited Application Form Checklist
Expedited Review (Level 2) Application, Moderate Risk
(Review by the designated IRB member or the IRB Chair).
Application Form Checklist

To the Principal Investigator of a research project:
1. Please review the documents listed below that pertain to your research project. In the event that your project does require the use of any of the listed documents, attach a copy of that document to the application submitted for IRB review. 
2. Please be advised that research projects involving interaction with human participants must have an Informed Consent Form(s) attached. If a minor or incapacitated individual of any age is involved, parent/guardian permission must be included. 
3. Parental permission does not negate the child’s right to chose to not participate.
4. If you are conducting a research project in another institution (e.g., a hospital or school), you must attach a signed permission letter from a supervisor/administrator who is in a position to grant you permission to conduct the research at that site. The letter must be on institutional letterhead and must have an original signature.
5. If that institution also has a Human Subjects Review Committee--often referred to as the Institutional Review Board (IRB)-- then written permission from the participating institution’s IRB must be attached to your IRB application.
6. If you are conducting the research outside of the United States, attach a letter of assurance that where the research is being conducted.
Please check:  The attached Application for Certification of Compliance contains
 FORMCHECKBOX 

Institutional Permission Letter (where research is taking place)
 FORMCHECKBOX 

Assurance of Adherence to Governmental Regulations concerning Human Subjects (if research project is conducted outside the US)
 FORMCHECKBOX 

Letter(s) of Informed Consent
 FORMCHECKBOX 

Parent/guardian Permission Letter (must have provision for written signature)
 FORMCHECKBOX 

Oral statement of Assurance (used with minors)
 FORMCHECKBOX 

Data-gathering instruments (s): Observation, Interview, Survey
 FORMCHECKBOX 

Conflict of Interest Disclosure Statement
Also required on your application:
 FORMCHECKBOX 

CRP or Dissertation Chairperson/Research Supervisor’s signature 
 FORMCHECKBOX 

Principal Investigator’s signature (2 places)
 FORMCHECKBOX 

Packet reviewed by CRP or Dissertation Chairperson/Research Supervisor  Initials ______

Appendix E

Application for IRB Review and Certification of Compliance
Expedited Cover Sheet
IRB#  ________        
                                                                     Date Logged: _______
Expedited  Review (Level 2) Application, Moderate Risk
(Review by one or more IRB Members—May lead to Full IRB Review)
Principal Investigator/Researcher’s Name: ______                 Student ID Number: ______
Type of Research Project (CRP, Dissertation, describe other)  ______                    
Title of Research Project: ______
Principal Investigator/Researcher’s Address: ______
Telephone Number: ______

 FORMTEXT 

Research Supervisor/CRP or Dissertation Committee Chair’s Name: ______ 

College:                         BUS
 FORMCHECKBOX 

PBS
 FORMCHECKBOX 
        EDUC
 FORMCHECKBOX 

                                        HS
 FORMCHECKBOX 
                 OTHER  FORMCHECKBOX 

Program of Study: ______                              Degree:  ______
Project Proposed Start Date: ______
Project Proposed Completion Date: ______
Signature of Principal Investigator/Researcher __________________________/_______










        Date
Signature of Research Supervisor/CRP or Dissertation Committee Chair: 
                                            
____________________________________________________/_____________










Date
IRB Certification Signatures:


__________________________________________________________/_____________
                                                                                                                                                                                    Date
The above named research project is certified for compliance with Argosy University’s requirements for the protection of human research participants with the following conditions:
1. Research must be conducted according to the research project that was certified by the IRB.
2. Any changes to the research project, such as procedures, consent or assent forms, addition of participants, or study design must be reported to and certified by the IRB.
3. Any adverse events or reactions must be reported to the IRB immediately.
4. The research project is certified for the specific time period noted in this application; any collection of data from human participants after this time period is in violation of IRB policy.
5. When the study is complete, the investigator must complete a Completion of Research form.
6. Any future correspondence should be through the principal investigator’s research supervisor and include the assigned IRB research project number and the project title.
******************************************************************************
NOTES:
· Please complete this cover and the Petition in detail. Every question must be answered. Please type your answers.
· Attach the appropriate documents and submit the entire application materials under the cover of a completed Application Checklist to the CRP or Dissertation Chairperson.
· Do not proceed with any research work with participants until IRB Certification is obtained. 
· If any change occurs in the procedure, sample size, research focus, or other element of the project impacts participants, the IRB must be notified in writing with the appropriate form (see ancillary forms).
· Please allow 30 days for processing.
· DO NOT COLLECT DATA PRIOR TO RECEIVING IRB CERTIFICATION
Appendix F
Application for IRB Certification of Compliance
Expedited Application
Expedited Review (Level 2) Application, Moderate Risk
(Review by one or more IRB Members—
May lead to Full Review)
Research with minors, prisoners, mentally/emotionally/physically challenged persons, pregnant women, fetuses, in vitro fertilization, and/or individual or group studies where the investigator manipulates the participants/ behavior or the subject is exposed to stressful or invasive experiences do(es) not qualify for Expedited status.
Please completely answer the requested information (NA is not acceptable for any question). Begin typing in the gray boxes.
1. Purpose of the Study: ______
2. Summary of the Study. Methodology (Be Specific--attach extra page if needed).

______
3. Subject/participant Demographics:
a.
Anticipated Sample Size:
     






b.
Special Ethnic Groups (describe):
     





c. 
Institutionalized Y N Protected Group (describe):
     



d.
Age group:      








e.
General State of Health:      






f.
Other details to describe sample group.      
____________

4. 
Will deception be used in the study? Y N (please describe)  ______
5.
Will audio or videotapes be used in the study? Y N (please explain)  ______
6. 
Confidentiality protection issues (pertains to audio and video as well as written documents.)
a.
What precautions will be taken to insure the privacy and anonymity of the participants? (i.e. closed doors, private rooms, handling of materials where subject’s identify could be discovered, etc.).  ______
b.
What specific precautions will be taken to safeguard and protect subject’s confidentiality while handling the data (audio/video/paper) both in researcher’s possession and in reporting the findings? (i.e., coding, removal of identifying data).  ______
c.
Describe procedures where confidentiality may be broken by law (e.g., child abuse, suicidal intent).  ______
7.
Review by institutions outside of Argosy University/XX Y N (Attach copies of permission letters, IRB certifications, and any other relevant documents).  ______
8.
Informed Consent and Assent (Attach copies of all relevant forms). If consent is not necessary (e.g., anonymous interview), describe how you will inform all participants of the elements of consent (see instructions).  ______
9. If written or oral informed consent is required, describe the manner in which consent and/or assent was obtained for each category).
(a) Adult Participants (18 years and older – written consent required).  ______
(b) Child Participants (under 18 – parent/guardian permission and participant 
assent required).  ______
(c) Institutionalized participants (parent/guardian/conservator permission with 
appropriate participant assent).  ______
10. Describe any possible physical, psychological, social, legal, economic or other risks to participants (Attach another page if needed). ______
a. Describe the precautions taken to minimize risk to participants. ______
b. Describe procedures implemented for correcting harm caused by participating in the study (e.g., follow up calls, referral to appropriate agencies). ______
11. Potential benefit of the study:
a. Assess the potential benefit(s) of the study for the participants: ______
b. Assess the potential benefits(s) to the professional audience in the study: ______
As the principal investigator, I attest that all of the information on this form is accurate, and that every effort has been made to provide the reviewers with complete information related to the nature and procedures to be followed in the research project. Additional forms will be immediately filed with the IRB to report any change in participant(s), selection process, principal investigator, or faculty dissertation chair, as well as notification of any adverse incidents and final completion date of project. I also attest to treat human participants ethically and in compliance with all applicable state and federal rules and regulations that apply to this study, particularly as they apply to research work conducted in countries other than the United States.
Signature Principal Investigator






Date
Signature of Research Supervisor/Committee Chair




Date
Attach any other forms, tests, institutional permission slips, etc., relative to this study. Failure to do so will result in delayed processing of the certification form.

Appendix G
Application for IRB Review and Certification of Compliance
Full Application Form Checklist
Full IRB Review (Level 3) Application, High Risk
(Full Board Review)

Application Form Checklist

To the Principal Investigator of a research project:
1. Please review the documents listed below that pertain to your research project. In the event that your project does require the use of any of the listed documents, attach a copy of that document to the application submitted for IRB review. 
2. Please be advised that research projects involving interaction with human participants must have an Informed Consent Form(s) attached. If a minor or incapacitated individual of any age is involved, parent/guardian permission must be noted and included. 
3. Parental permission does not negate the child’s right to chose to not participate.
4. If you are conducting a research project in another institution (e.g., a hospital or school), you must attach a signed permission letter from a supervisor/administrator who is in a position to grant you permission to conduct the research at that site. The letter must be on institutional letterhead and must have an original signature.
5. If that institution also has a Human Subjects Review Committee--often referred to as the Institutional Review Board (IRB) -- then written permission from the participating institution’s IRB must be attached to your IRB application.
6. If you are conducting the research outside of the United States, attach a letter of assurance that you will abide by the laws and regulations of the governing bodies that preside over the location where the research is being conducted.
Please check:  The attached Application for Certification of Compliance contains
 FORMCHECKBOX 

Institutional Permission Letter (where research is taking place)
 FORMCHECKBOX 

Assurance of Adherence to Governmental Regulations concerning Human Subjects/Participants (if research project is conducted outside the US)
 FORMCHECKBOX 

Letter(s) of Informed Consent
 FORMCHECKBOX 

Parent/guardian Permission Letter (must have provision for written signature)
 FORMCHECKBOX 

Oral statement of Assurance (used with minors)
 FORMCHECKBOX 

Data-gathering instruments (s): Observation, Interview, Survey
 FORMCHECKBOX 

Conflict of Interest Disclosure Statement
Also required on your application:
 FORMCHECKBOX 

CRP or Dissertation Chairperson/Research Supervisor’s signature 
 FORMCHECKBOX 

Principal Investigator’s signature (2 places)
 FORMCHECKBOX 

Packet reviewed by CRP or Dissertation Chairperson/Research Supervisor:  Initialed _____
Appendix H

Application for IRB Review and Certification of Compliance:
Full Cover Letter
Full IRB Review (Level 3) Application, High Risk
(Full Board Review)
IRB#  ________        
Date Logged: _______
Principal Investigator/Researcher’s Name: ______                 Student ID Number: ______
Type of Research Project (CRP, Dissertation, describe other)  ______                    
Title of Research Project: ______
Principal Investigator/Researcher’s Address: ______
Telephone Number: ______

 FORMTEXT 

Research Supervisor/CRP/Dissertation Committee Chair’s Name: ______ 

College:                         BUS
 FORMCHECKBOX 

PBS
 FORMCHECKBOX 
        EDUC
 FORMCHECKBOX 

                                        HS
 FORMCHECKBOX 
                 OTHER  FORMCHECKBOX 

Program of Study: ______                              Degree:  ______
Project Proposed Start Date: ______
Project Proposed Completion Date: ______
Signature of Principal Investigator/Researcher __________________________/_______










        Date
Signature of Research Supervisor/CRP/Dissertation Committee Chair: 
                                            
____________________________________________________/_____________










Date
IRB Certification Signatures:


__________________________________________________________/_____________
                                                                                                                                                                                    Date
The above named research project is certified for compliance with Argosy University’s requirements for the protection of human research participants with the following conditions:
1. Research must be conducted according to the research project that was certified by the IRB.
2. Any changes to the research project, such as procedures, consent or assent forms, addition of participants, or study design must be reported to and certified by the IRB.
3. Any adverse events or reactions must be reported to the IRB immediately.
4. The research project is certified for the specific time period noted in this application; any collection of data from human participants after this time period is in violation of IRB policy.
5. When the study is complete, the investigator must complete a Completion of Research form.
6. Any future correspondence should be through the principal investigator’s research supervisor and include the assigned IRB research project number and the project title.
******************************************************************************
NOTES:
· Please complete this cover and the Application in detail. Every question must be answered. Please type your answers.
· Attach the appropriate documents and submit the entire application materials under the cover of a completed Application Checklist to the CRP/Dissertation Chairperson.
· Do not proceed with any research work with participants until IRB certification is obtained. 
· If any change occurs in the procedure, sample size, research focus, or other element of the project impacts participants, the IRB must be notified in writing with the appropriate form (see ancillary forms).
· Please allow 30 days for processing.
· DO NOT COLLECT DATA PRIOR TO RECEIVING IRB CERTIFICATION
Appendix I
Application for IRB Certification of Compliance:
Full Application
Full IRB Review (Level 3) Application, High Risk
(Full IRB Review)
Please completely answer the requested information (NA in not acceptable for any question). Begin typing in the gray box.
1. Purpose of the Study:  ______
2. Brief but detailed summary of the project, including methodology. ______
3. Subject/participant Demographics:
a. Anticipated Sample Size: ______
b. Special Ethnic Groups (describe): ______
c. Institutionalized  FORMCHECKBOX 
 Y   FORMCHECKBOX 
 N   Protected Group (describe): ______
d. Age group: ______
e. General State of Health: ______
f. Other details to describe sample group: ______
4. Will deception be used in the study?  FORMCHECKBOX 
 Y   FORMCHECKBOX 
 N (please describe)
​​​​​​​​​​​​​​​                         ______
5. Will audio or videotapes be used in the study?  FORMCHECKBOX 
 Y   FORMCHECKBOX 
 N (please explain)


  ______​​​​​​​​​​​​​​​ ​
6. Confidentiality protection issues (pertains to audio and video as well as written documents.)
a. What precautions will be taken to insure the privacy and anonymity of the participants? (i.e., closed doors, private rooms, handling of materials where a participant’s identify could be discovered, etc.).


______
b. What specific precautions will be taken to safeguard and protect subject’s confidentiality while handling the data (audio/video/paper) both in researcher or principal investigator’s possession and in reporting the findings? (i.e., coding, removal of identifying data). Describe procedures for the safekeeping and disposal of information stored electronically. ______ 
c. Describe procedures where confidentiality may be broken by law (e.g., child abuse, suicidal intent).



______
7. Review by institutions outside of Argosy University/name of the campus. (Attach copies of permission letters, IRB certifications, and any other relevant documents).



______
8. Informed Consent and Assent (Attach copies of all relevant forms). If consent is not necessary (e.g., anonymous interview), describe how you will inform all participants of the elements of consent. 


______
9. If written or oral informed consent is required, describe the manner in which consent and/or assent was obtained for each category).
(d) Adult Participants (18 years and older – written consent required).  ______
(e) Child Participants (under 18 – parent/guardian consent and participant 
assent required).  ______
(f) Institutionalized participants (parent/guardian/conservator consent with 
appropriate participant assent).  ______
10. Describe any possible physical, psychological, social, legal, economic or other risks to participants (Attach another page if needed).

______ 
a. Describe the precautions taken to minimize risk to participants.

______

b. Describe procedures implemented for correcting harm caused by participating in the study (e.g., follow up calls, referral to appropriate agencies).

______
11. Potential benefit of the study:  

______
a. Assess the potential benefit(s) of the study for the participants:

______ 
b. Assess the potential benefits(s) to the professional audience in the study: 

______
As the principal investigator, I attest that all of the information on this form is accurate, and that every effort has been made to provide the reviewers with complete information related to the nature and procedures to be followed in the research project. Additional forms will be immediately filed with the IRB to report any change in participant(s), selection process, principal investigator or faculty dissertation chair, as well as reporting any adverse incidents, or final completion date of project. I also attest to treat human participants ethically and in compliance with all applicable and state and federal rules and regulations that apply to this study, particularly as they apply to research work conducted in countries other than the United States.
Signature of Principal Investigator
Date
Attach any other forms, tests, institutional permission slips, etc., relative to this study. Failure to do so will result in delayed processing of the application.
Appendix J
Federal Rules for Informed Consent
§46.116 General requirements for informed consent.
Except as provided elsewhere in this policy, no investigator may involve a human being as a subject in research covered by this policy unless the investigator has obtained the legally effective informed consent of the subject or the subject's legally authorized representative. An investigator shall seek such consent only under circumstances that provide the prospective subject or the representative sufficient opportunity to consider whether or not to participate and that minimize the possibility of coercion or undue influence. The information that is given to the subject or the representative shall be in language understandable to the subject or the representative. No informed consent, whether oral or written, may include any exculpatory language through which the subject or the representative is made to waive or appear 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.
(a) Basic elements of informed consent. Except as provided in paragraph (c) or (d) of this section, in seeking informed consent the following information shall be provided to each subject:
(1) a statement that the study involves research, an explanation of the purposes of the research and the expected duration of the subject'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 subject;
(3) a description of any benefits to the subject 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 subject;
(5) a statement describing the extent, if any, to which confidentiality of records identifying the subject 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 subject; and
(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.
(b) Additional elements of informed consent. When appropriate, one or more of the following elements of information shall also be provided to each subject:


(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) which are currently unforeseeable;
(2) anticipated circumstances under which the subject's participation may be terminated by the investigator without regard to the subject's consent;
(3) any additional costs to the subject that may result from participation in the research;
(4) the consequences of a subject's decision to withdraw from the research and procedures for orderly termination of participation by the subject;
(5) A statement that significant new findings developed during the course of the research which may relate to the subject's willingness to continue participation will be provided to the subject; and
(6) the approximate number of participants involved in the study.
(c) An IRB may certify a consent procedure which does not include, or which alters, some or all of the elements of informed consent set forth above, or waive the requirement to obtain informed consent provided the IRB finds and documents that:
(1) the research or demonstration project is to be conducted by or subject to the Certification of state or local government officials and is 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 or services under those programs; and
(2) the research could not practicably be carried out without the waiver or alteration.
(d) An IRB may certify a consent procedure which does not include, or which alters, some or all of the elements of informed consent set forth in this section, or waive the requirements to obtain informed consent provided the IRB finds and documents that:
(1) the research involves no more than minimal risk to the participants;
(2) the waiver or alteration will not adversely affect the rights and welfare of the participants;
(3) the research could not practicably be carried out without the waiver or alteration; and
(4) whenever appropriate, the participants will be provided with additional pertinent information after participation.
(e) The informed consent requirements in this policy are not intended to preempt any applicable Federal, State, or local laws which require additional information to be disclosed in order for informed consent to be legally effective.
(f) Nothing in this policy is intended to limit the authority of a physician to provide emergency medical care, to the extent the physician is permitted to do so under applicable Federal, State, or local law.
(Certified by the Office of Management and Budget under Control Number 9999-0020.)
§46.117 Documentation of informed consent.
(a) Except as provided in paragraph (c) of this section, informed consent shall be documented by the use of a written consent form Certified by the IRB and signed by the subject or the subject's legally authorized representative. A copy shall be given to the person signing the form.
(b) Except as provided in paragraph (c) of this section, the consent form may be either of the following:
(1) A written consent document that embodies the elements of informed consent required by §46.116. This form may be read to the subject or the subject's legally authorized representative, but in any event, the investigator shall give either the subject or the representative adequate opportunity to read it before it is signed; or
(2) A short form written consent document stating that the elements of informed consent required by §46.116 have been presented orally to the subject or the subject's legally authorized representative. When this method is used, there shall be a witness to the oral presentation. Also, the IRB shall approve a written summary of what is to be said to the subject or the representative. Only the short form itself is to be signed by the subject or the representative. However, the witness shall sign both the short form and a copy of the summary, and the person actually obtaining consent shall sign a copy of the summary. A copy of the summary shall be given to the subject or the representative, in addition to a copy of the short form.
(c) An IRB may waive the requirement for the investigator to obtain a signed consent form for some or all participants if it finds either:
(1) That the only record linking the subject and the research would be the consent document and the principal risk would be potential harm resulting from a breach of confidentiality. Each subject will be asked whether the subject wants documentation linking the subject with the research, and the subject's wishes will govern; or
(2) That the research presents no more than minimal risk of harm to participants and involves no procedures for which written consent is normally required outside of the research context.
In cases in which the documentation requirement is waived, the IRB may require the investigator to provide participants with a written statement regarding the research.
(Certified by the Office of Management and Budget under Control Number 9999-0020.)
Appendix K

Sample Basic Consent Form
CONSENT FORM

(Insert Title of Study)


I have been asked to participate in a research study (Insert general statement about study, including if it is a degree requirement). I was asked to be a possible participant because (Explain how subject was identified). A total of (Insert number of test subjects) people have been asked to participate in this study. The purpose of this study is (Explain research question and purpose in lay language).

If I agree to be in this study, I will be asked to (Explain tasks and procedures: Subjects should be told about video or audio taping, if participation will be affected if subject does not want to be video or audio taped, and assignment to study groups where applicable) This study will only take (Insert length of time for participation, frequency of procedures, etc.) The risks associated with this study are (Risk must be explained, including the likelihood of the risk). The benefits of participation are (Insert benefit(s), if no benefits, state that fact here.)

I will receive (Insert payment or reimbursement information, if no monetary compensation, state that fact here.) If subjects receive class points or some other token, include that information here and alternative task in case subject does not want to participate in study but wants to obtain class points. Explain when disbursement will occur and conditions of payment. For example, if monetary benefits will be prorated due to early withdrawl.) This study is (anonymous or confidential cannot be both and describe how this will be accomplished). The records of this study will be kept private. No words linking me to the study will be included in any sort of report that might be published. Research records will be stored securely and only (Insert names of individuals who will have access to this data) will have access to the records. (If tape recording or videotapes are made, explain who will have access, if they will be used for education purposes, and when they will be erased.) I have the right to get a summary of the results of this research if I would like to have them.

I understand that my participation is strictly voluntary. My decision regarding my participation will not affect my current or future relations with Argosy University (include any other cooperating institutions, insert names here). If I decide to participate, I am free to refuse to answer any of the questions that may make me uncomfortable. I can withdraw at any time without my relations with the university, job, benefits, etc., being affected. I can contact (Insert your name and contact information and advisors name and contact information) with any questions about this study.

I understand that this research study has been reviewed and Certified by the Institutional Review Board, Argosy University – (Insert location). For research-related problems or questions regarding participants' rights, I can contact the Institutional Board at (Insert contact info).

I have read and understand the explanation provided to me. I have had all my questions answered to my satisfaction, and I voluntarily agree to participate in this study. I have been given a copy of this consent form. By signing this document, I consent to participate in the study.
Name of Participant (printed) ____________________________________________
Signature: __________________________________    Date: __________________
Signature of Principal Investigator: ______________________   
Date: __________________
Information to identify and contact investigator (address, telephone, etc.)
Add if seeking consent for a minor (under age 18) to participate

If giving consent for a Minor Child to participate, print child’s name:



Relationship to Child
(please identify the relationship)

Legal Guardian (appointed by)






Note:
All informed consent statements should be designed to meet the needs of each individual research project and l or sample group and are therefore subject to change as needed.
Approval by parents does not sign away or negate the right of children to refuse to participate.

Each child’s assent form must contain the above elements, state that participation is voluntary, and permit the child to refuse to participate.

Appendix L

Alternative Consent Form

Use these as model statements for survey/interview cover sheets or as introductory statements (according to your chairperson)
Dear ___________,


You are cordially invited to participate in a research study. The purpose of this research study is to (briefly describe the purpose of your study, including that the research study is a degree requirement). If you participate in this research, you will be asked to (describe what your participants will be asked to do, what information they will be asked to provide--demographic, attitudinal, test scores, physical measures, etc., and describe any potential risks or discomforts to the subject):

Your participation will take approximately (insert approx. length of time needed to participate and/or duration of the project itself).

Your participation in this research is strictly voluntary. You may refuse to participate at all, or choose to stop your participation at any point in the research, without fear of penalty or negative consequences of any kind.

The information/data you provide for this research will be treated confidentially, and all raw data will be kept in a secured file by the researcher. Results of the research will be reported as aggregate summary data only, and no individually identifiable information will be presented. (Note - These statements must be true. If you cannot abide by these procedures for assuring confidentiality, you must describe the procedures you will follow.)

You also have the right to review the results of the research if you wish to do so. A copy of the results may be obtained by contacting the researcher at the address below:


(Insert your name and mailing address here.)

There will be no direct or immediate personal benefits from your participation in this research. (Describe any benefits to the subject personally, if any exist. Otherwise, insert the “No direct or immediate" statement. 
Or use: the results of the research may contribute (Describe any potential benefits practical or theoretical) to the field, the profession, or to society as a whole.

I have read and understand the information explaining the purpose of this research and my rights and responsibilities as a participant. My signature below designates my consent to participate in this research study, according to the terms and conditions outlined above.
Signature





Date





Print Name:





(The participant should retain one of the two copies of the consent letter provided by the researcher.)

If giving permission for your minor child to participate in the research study, please print the child’s name here:






Relationship to Child
(circle)

Male Parent

Female Parent



Male Grandparent
Female Grandparent

Other Male Relative


Other Female Relative



(specify)



(specify)



Legal Guardian (appointed by)







Please note that children under 18 years of age must have parental permission to participate in a research study and that a separate assent (agreement) form or statement  is required for the child’s  participation. That statement may be included in this form or attached as a separate document. 
Note:
All informed consent statements should be designed to meet the need of each individual research project and/or sample group and are, therefore, subject to change as needed.
Model Oral Instructions to Participants Involved in Survey Research
Note: The following statement (because it is included in the letter of consent) may be included on the first page of a paper survey. This statement must be included in online surveys.
The purpose of this research study is to (fill in the blank - e.g., "compare opinions, examine perceptions, etc.'). By completing and turning in this survey, you are giving your consent for the researcher or principal investigator to include your responses in his/her data analysis. Your participation in this research study is strictly voluntary, and you may choose not to participate without fear of penalty or any negative consequences. Individual responses will be treated confidentially. No individually identifiable information will be disclosed or published, and all results will be presented as aggregate, summary data. If you wish, you may request a copy of the results of this research study by writing to the researcher or principal investigator at (fill in your name and address here).
Appendix M

EDMC Code of Business Ethics and Conduct

Conflicts of Interest

EDMC’s directors and employees must be free of conflicting interests that might influence, or be perceived to influence, their decisions when representing EDMC. Consequently, you must not maintain any interest that conflicts with the interests of EDMC, and should make every effort to avoid even the appearance of any such conflict.

A “conflict of interest” occurs when your private interest interferes in any way, or even appears to interfere, with EDMC’s interests as a whole. A conflict of interest can arise when:

a. you take actions or have interests that may make it difficult to perform your work on behalf of EDMC objectively and effectively;

b. you, or a member of your family, receive any improper personal benefits as a result of your position with EDMC.

Employees who believe that they may have a potential conflict of interest must report their concerns to the General Counsel immediately. Directors or executive officers who believe that they may have a potential conflict of interest must report their concerns to the Chairman of the Board, who will consult with the Nominating and Corporate Governance Committee to resolve the situation.

Following are guidelines that will help you recognize and avoid potential conflicts of interest. Please

remember that conflicts of interest are not restricted to these guidelines.

a. Your dealings with students, employers of our graduates, suppliers, contractors and others should be based solely on what is in EDMC’s best interest, without favor or preference to any third party, including close relatives.

b. If you deal with, or influence decisions of, individuals or organizations seeking to do business with EDMC, you must not own interests in, or have other personal stakes in, those organizations that might affect your decision-making process and/or objectivity.

c. You must not do business with close relatives on behalf of EDMC unless you have disclosed the relationship and received written authorization.

d. Personal loans, or any guarantee of such loans, by EDMC to you or to members of your families are strictly prohibited.

e. Unless you have received approval in writing from your supervisor, you must not accept or attempt to accept costly entertainment or gifts from third parties with whom EDMC directly or indirectly does, has, or is seeking to do business. The following direct and indirect forms of compensation are strictly prohibited:

- separate individual payment or commission arrangements;

- personal loans or services;

- excessive entertainment and travel;

- gifts of more than nominal value.

If such a gift is unavoidable because of local custom, you must report the gift to the General Counsel, who may consult with the Nominating and Corporate Governance Committee, for a determination whether, or the extent to which, the gift may properly be considered your personal property.

Appendix N

Letter to Correct IRB Application Deficiencies
IRB MEMORANDUM

Argosy University

Date:        

To:  Research Supervisor/ Dissertation Chair       

 For:  Researcher or principal Investigator       
From:       
                      IRB Member 
Re:  Incomplete Application for IRB Certification
Please return this application to the researcher or principal investigator to be completed and/or revised for the following reasons:
 FORMCHECKBOX 
  Original Institutional Permission Letter missing or unsigned (required on letterhead)
Comments:       
 FORMCHECKBOX 
  Letter of Informed Consent missing or needs revision
Comments:       
 FORMCHECKBOX 
Missing signatures
 FORMCHECKBOX 
Question(s) not answered/ not complete or unclear
Comments:       
 FORMCHECKBOX 
Missing attachment (Interview/Survey)
Other:      
When the revised application is returned to you and you deem it complete, please sign/initial, and date as appropriate return it to the School Administrative Assistant/clerk for logging.


Appendix O

Letter to Other Institutions Which Have Requested Argosy Certification First
Chair, Institutional Review Board
XXXXX University
XXXXXX, XXX
Dear IRB Chairperson:
XXXXX is a graduate student at Argosy University/ XXXXXX working on his dissertation under the supervision of Dr. XXXXXX, his chairperson.
A requirement to proceed with his studies is his dissertation committee’s approval of his proposal, which is predicated on his ability to conduct his research. In addition, one factor of that ability to conduct research is the approval of the institution where the research will be conducted. Our IRB would not presume that the study meets that standards of the supervising institution and, therefore, has required that students secure local institutional approval first as part of our review.
Thank you for your consideration.
Sincerely,
Note:  On a rare occasion, the full IRB may issue a “Conditional Certification” pending receipt of approval/certification from the researcher or principal investigator’s institution. This letter may be modified to provide for that condition.
Appendix P
Continuing Certification of Compliance
IRB Research project #:     
Date of Original Certification:      
Date Submitted:      
Request for Continuing Certification of Compliance
(Submit to the Institutional Review Board, including all requested materials.)
Please provide the following information regarding your study. Each item must be filled in or indicated as non-applicable:
(PLEASE TYPE)

Principal Investigator:       
Research Supervisor:       
Title of Project:       
Please check the following items as they may apply to your project during the period following IRB review:
1. The study was not initiated and has been cancelled (please indicate here and return the form with a completed signature page):      
2. A renewal of the research project is requested:
a.  FORMCHECKBOX 
 Renewal of proposal or research project with no changes. The research project has not yet been begun but will be carried out as previously certified.
   b.  FORMCHECKBOX 
 The research is in progress and no changes in research project have been made   regarding human participants.
c.  FORMCHECKBOX 
 The research project was modified during the project. (Any changes to the research project must be reviewed and Certified by the IRB before being initiated.) Please attach certified amendment forms.

3. Have there been any adverse events regarding human participants in your investigation?   
Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 

Explain      
I/We certify that the above statements and attachments concerning this research are true.
_____________________________
_______________​​​​​​_____
_     _______
Principal Investigator



Signature


Date
_____________________________________________​​​​​​___           __     _______
Research Supervisor 



Signature


Date

Appendix Q

Project Completion Report (use for notification of completion for research projects certified by an Argosy IRB)
Type all answers
1.
General Information
Researcher or principal Investigator:      

Address:      

College:      



Telephone/Fax:      

Signature of Research Supervisor/Dissertation Committee Chair/Date   


_________________________________________________________________

2.
Title of Project:      
3.
Date of Completion       
4.
Summary of Outcome:      
Appendix R

Amendment to Original IRB Certification
IRB Research project #:     
Date of Original Certification:      
Date Submitted:      
 (Submit to the Institutional Review Board, including all requested materials.)
Please provide the following information regarding your study. Each item must be filled in or indicated as non-applicable:
(PLEASE TYPE)

Principal Investigator:       
Research Supervisor:       
Title of Project:       
1. Description of Changes to the research project (check all that apply):
a. Revision to research project      
b. Revision to consent documents      
c. Other (specify)       
2. Describe the specific changes being requested:      
3. How have the requested changes impacted the level of risk involved for participants?      
4. Attach revised research project and or consent documents as applicable (make sure all changes are highlighted and or in bold type)
I/We certify that the above statements and attachments concerning this research are true.
________________________________
_______________​​​​​​_____     _______
Principle Investigator



Signature


Date
________________________________
_______________​​​​​​_____     _______
Research Supervisor 



Signature


Date

Appendix S

Adverse Event Report
IRB Research project #:     
Date of Original Certification:      
Date Submitted:      
Adverse event refers to any event, circumstance or occurrence that was not anticipated or accounted for in the original IRB application and that may have a negative impact on the research project as a whole.
(Submit to the Institutional Review Board, including all requested materials.)
(PLEASE TYPE)

Principal Investigator:       
Research Supervisor:       
Title of Project:       
1. Date of Event:      
2. Describe the Adverse Event      
3. Attach a summary of all circumstances related to this event. All hospitalization and/or medical treatment must be reported. Include all notifications, correspondence, and other related materials of this adverse event from the study sponsor or study sites. Include a statement regarding this adverse event and its relation to the study at Argosy University.
I/We certify that the above statements and attachments concerning this research are true.
________________________________
_______________​​​​​​_____     _______
Principal Investigator



Signature


Date
________________________________
_______________​​​​​​_____     _______ 
Research Supervisor 
            

Signature


Date
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Appendix T

Change in Procedure Application (Use for Minor Change)
IRB#        
Date Received      
 (Submit 3.7 Amendment to Original Certification for a Major Change)
Please type all answers




______________________________________________
NOT TO BE USED TO CHANGE PRINCIPAL INVESTIGATOR
Date of last IRB review:      
Was additional institutional approval originally obtained? (e.g., from School, Hospital, etc.)
Y  FORMCHECKBOX 

N  FORMCHECKBOX 

(If Yes, please attach).
Please check appropriate changes: 
 FORMCHECKBOX 

Addition





 FORMCHECKBOX 

Revision





 FORMCHECKBOX 

New Title





 FORMCHECKBOX 

Revised Informed Consent





 FORMCHECKBOX 

Other      
(Attach a complete copy of the original application with all additions/revisions/changes highlighted.)
1.
General Information

Researcher or principal Investigator:     

Address:      

Telephone/Fax #:      

Dept. /College      

Committee Members      

2.
Project Information

Title of Project:      
3.
Amendment Information - Please Complete Entire Section

a.
Describe the proposed additions/revisions in appropriate detail:      
b.
Describe any significant change in the risk/benefits for the participants from these additions/revisions:      
c. Have you revised the Informed Consent to include any of the additions/revisions? 
Y FORMCHECKBOX 
 N FORMCHECKBOX 
 If yes, please attach a copy of the revised consent form and highlight all revisions.
4.
Change in Dissertation Committee Membership
Your acknowledgment is requested to assure the Argosy University/XXXX Institutional Review Board that you are aware of the existence and status of this research activity and that you agree to the statements made in the original IRB application including the “Statement of Assurance.”

Signature of Research Supervisor/
Signature

Date
Dissertation Committee Chair 
 (Print Name)


     










Committee Member (Print Name)
Committee Member Signature
Date

     










Committee Member (Print Name)
Committee Member Signature
Date
5.
Principal Investigator Statement of Assurance
“I understand that I cannot initiate any changes in my Certified protocol/research project before I have received Certification and/or complied with all contingencies made in connection with that approval.”
Signature of Researcher or principal Investigator


Date
Please return this application and any attachments to:
Attn: Institutional Review Board Argosy University ___________
Appendix U

Application for IRB Certification of Faculty Research and Assigned
 Course Research Projects
	    Date Logged In:      
	Date Certified:     
	Date Certification Expires:      
	IRB Number:      
	


Application Status: (Check one.)

Exempt       (Minimal Risk: one IRB Member signature required for certification)
Expedited       (Moderate Risk: one IRB Member signature required for certification)
Full IRB Review       Course projects requiring a Full Review must be approved for each individual student.

	Name of Instructor:      
Note: In the context of projects associated with university courses, the course instructor is the research coordinator and, as such, has ultimate responsibility for that research project.

	Course Number and Title:      


	College and Department:      


	IRB Certification Signature and Date:     



Note: Certification for assigned course projects extends for one year from initial certification date. 
DO NOT DISTRIBUTE THIS PROJECT TO STUDENTS 
WITHOUT WRITTEN IRB CERTIFICATION
As the research coordinator (course instructor), I attest that all of the information on the attached form is accurate, and that every effort has been made to provide the reviewers with complete and accurate information related to the nature and procedures to be followed in this research project. Additional forms will be immediately filed with the IRB to report any change in participant(s), participant selection process, change of research coordinator (course instructor), adverse incidents, and/or final completion of projects. I agree to file a Progress Report with the IRB at the end of each term in which this project has been implemented. I also agree to abide by all governmental regulations and institutional policies that apply to this study, including those applicable to research work conducted in countries other than the United States.
	Course Instructor’s Signature:
	Date:      



Attach any other forms, tests, institutional permission slips, etc., relative to this study. Failure to do so may result in delayed processing of the application.
Important Notice:
· Please complete this form in detail, sign it, then submit the form to your departmental IRB representative with attachments relevant to this project.

· Do not distribute this assignment to students until IRB certification is obtained. 

· If any change occurs in any element of the project, the IRB must be notified in writing with the appropriate form.

· Please allow 30 days for processing.

· Certification is for one year.

Attach the appropriate Application for IRB Review and Certification of Compliance.
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