Walsh University

APPLICATION FOR APPROVAL TO USE HUMAN SUBJECTS IN RESEARCH

	Principal Investigator
	Co-Investigator *

	Name:  
	Name:  

	Department: 
	Department:  

	Address**:  
	Address**:  

	Phone: 
	Phone:  

	Fax:     
	Fax:      

	Email:  
	Email:   

	Position:

· Faculty

· Graduate student

· Undergraduate student

· Other
	Position:

· Faculty

· Graduate student

· Undergraduate student

· Other

	Type of project:

· Faculty Research

· Student Research

· Thesis/Dissertation

· Funding Status   

· Pending  

· Awarded 

· Non-applicable

           Externally Funded

Agency: ____________________

· Other

Specify: ____________________
	*Submit the names of additional co-investigators on a separate piece of paper, including all the information requested above.

**For address, include your preferred contact address.


If the Principle Investigator is a student include the following:

Faculty Advisor:  _____________________________  Department:  _______________

Office Address:  __________________________  Phone/email: ___________________

Project Title:   
Duration of Project:  Start Date: ____________          End Date: ___

Preliminary Review:  (Please type)
Summarize proposed project and procedures to which human subjects will be subjected.  Please include any special instruments.   Do not write “See Attached”

1.  Primary Objective(s), purpose(s), hypothesis (es), and significance(s) of the research: 

2. Identify the basic research design of the study:  (i.e., experimental, quasi-experimental, single-case, single-factor, multiple-factor designs or non-experimental, retrospective, prospective designs).

3.  Description of Subjects (include age range, selection criteria, recruitment procedures,   anticipated and desired sample size)

4.  Research Procedures (to which human subjects will be subjected) including each variable, measurement instruments and their reliability and validity:

5.  Risks and Benefits:  Identify/Describe benefits and risks/or discomforts that will be experienced by the subjects.  Include the risks and benefits in the informed consent form.

6.  Include a copy of the following:

 ___  Statement of Informed Consent and/or Cover Letter   

 ___  Assent forms, if needed
 ___  Copies of material given to the subjects and parents/guardians

 ____ Data collection forms including demographic data, questionnaires, surveys,

 interview questions, and so on.  Copyrighted material that cannot be copied need

 not be submitted.  The Committee may request to review the material.

____  Scripts of verbal instructions and project information

	7.  PLEASE ANSWER THE FOLLOWING:
	
	
	
	
	

	1
	Yes
	No
	N/A
	Will subjects be identifiable either through records, responses, pictures, or identifiers (labels, numbers) linked to the subjects?

	2
	Yes
	No
	N/A
	Will subjects be at risk of criminal or civil liability, changes in conditions of employment, undue damage to financial standing, or undue embarrassment if others than the project director know the responses?

	3
	Yes
	No
	N/A
	Does research deal with sensitive aspects of subject's behavior such as illegal conduct, drug use, sexual behavior, use of alcohol, beliefs or values, and could present a possible invasion of privacy?

	4
	Yes
	No
	N/A
	Does research involve the collection or study of existing data (documents, records, pathological specimens or diagnostic specimens) from sources not publicly available?

	5
	Yes
	No
	N/A
	Will the subject be video/audio taped?

	6
	Yes
	No
	N/A
	Are subjects free to withdraw at any time without penalty?

	7
	Yes
	No
	N/A
	Does the research involve deception?  

	8
	Yes
	No
	N/A
	Does the research deal with special populations in addition to minors under 18 years of age?  Indicate the special populations included in the research: 

· Minors (under 18 years of age)

· Pregnant women                          (  Prisoners/arrestees

· Economically disadvantaged        (   Cognitively/mentally

                                                              impaired

· Institutionalized                           (   Patients

	9
	Yes
	No
	N/A
	Are some or all of the subjects likely to be vulnerable to coercion or undue influence through means other than #8


8. If you answered yes to question number 7, describe the rationale for deception involved in the study, its necessity, and any debriefing procedures that are to be done at the end of the study.  

9. If you answered yes to number 8 or 9, include how you will provide special protections to these groups.  (They are entitled to special consideration under federal regulations:  45 CFR Subparts B (pregnant women), C (prisoners), and D (children).

I certify that the research procedures stated and the method of obtaining consent (if any), as approved by the Human Subjects Review Board, will be followed during the period covered by this research project.  Any future changes will be submitted for Board review and approval prior to implementation.

___________________________________


_______________________________________

Project Director 


Co-director
________________




________________

Date

	Date received:  ____________

_____ Recommended for exemption from review (Level 1 No Risk)    

 _____ Recommended for expedited review (Level II Minimal Risk)             

_____  Recommended for full board review (Level III High Risk)

_____ Revisions not required.  Approval and comments are addressed in a separate memorandum to the primary investigator.

_____ Revisions required. Comments and contingencies are addressed in a separate memorandum to the primary investigator.

Final Approval           Date: _______

Denial                       Date: _______

HSR Approval expires on ________________.  If the duration of the project takes more than 12 months, continuation of approval will require a renewal application.  

Signature HSR Chair _______________________________  Date  _____________________
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