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HUMAN SUBJECTS RESEARCH PROTOCOL This Research Protocol Approval Form must be completed for all MSMC faculty and student research that involves human subjects. Additional material(s), as described below, must be attached to this form at the time it is submitted to the Human Subjects Committee.
 
In ALL cases, RESEARCH MAY NOT PROCEED until authorized by the Committee.  You will be notified of the action of the Committee following the receipt of an electronic copy and one original hard copy of this form and all required supplementary information (see below).  ALL SIGNATURES MUST BE OBTAINED PRIOR TO SUBMISSION.

ONLY TYPEWRITTEN FORMS WILL BE ACCEPTED.

APPROVAL FORM




[bookmark: Text1]1.	Title of research	     
		

[bookmark: Text2][bookmark: Text4]2.	Name of researcher(s)	     	Department     


[bookmark: Text5][bookmark: Text6]3.	Address	     	Home phone	     
[bookmark: Text7][bookmark: Text22]	     	Email Address	     


[bookmark: Text8][bookmark: Text9]4.	Name of Faculty Advisor(s)         Faculty Advisor ext.       


[bookmark: Text10][bookmark: Text11]5.	Duration of Project:         From        To       


[bookmark: Check1][bookmark: Check2][bookmark: Check3][bookmark: Text12]6.	Check one:	|_| Faculty Research	|_|  Student thesis	|_|  Other (specify)       

[bookmark: Text13][bookmark: Text14]	Course prefix and number       Course title       


[bookmark: Check4][bookmark: Check5][bookmark: Text15]7.	Check one:	|_| Unfunded	|_|  Funded         
If funded, provide the name of the funding agency and the date that it was or will be submitted.

Funding Agency:    	
Date:   	



[bookmark: Check6][bookmark: Check7]8.	History of Protocol:         |_|  New Application     |_|  Renewal of Previously Approved Application
	
[bookmark: Text17]	If this is a renewal, indicate the initial Approval Date       





9. 	Does this protocol contain modification(s) from a previously approved protocol?

[bookmark: Check9][bookmark: Check10][bookmark: Check11]	|_| Yes (explain below)           |_| No           |_|N/A



10.  Is a Subject Bill of Rights (see appendix A) attached?	|_| Yes  |_| No, if you indicate “no” you must explain why.
	


[bookmark: Check19][bookmark: Check20]11.   Are copies of any questionnaire(s), survey instrument(s) and/or interview schedule(s) referred to in this protocol statement attached?	|_| Yes	|_| No




[bookmark: Check21][bookmark: Check22]12.   Is a draft of the Informed Consent Form(s) attached?	|_| Yes	|_| No, if you indicate “no” you must explain why.	
	
Informed Consent Information

Describe the procedures that will be used to obtain informed consent and attach a copy of the consent form, which must comply with the six elements of informed consent that are required by Federal regulations (see Appendices B-F).  Please also read the Human Subjects Committee’s statement on requirements for parent consent of minors in Appendix E. A sample of a consent form is in Appendix F that can be adapted to use with any population.

Please note that subjects in all research studies, both risk and minimal/ risk, must be informed of their participation in a study and of their rights as outlined in Appendix A. Therefore, all Principal Investigators must submit an informed consent letter to the Human Subjects Committee for review. 

Written informed consent must be obtained for all non-exempt research.  The fundamental requirements of informed consent are that participants be made aware that they would be involved in research, what the purposes of the research are, the expected duration of the participation, the description of the procedures to be followed, benefits, risks, and the contact information for our office with questions about their rights as research subjects and contact information for the faculty researcher or advisor with questions about the study.  Research involving minors (persons under the age of 18) requires written consent of a parent or guardian.  A sample parental consent form is attached to the back of this packet.  If your project does not involve minors (persons under the age of 18) change the language as necessary.  The sample consent form has been provided for your use--please follow the sample format as closely as possible.  All elements MUST BE INCLUDED except: 1) Those items marked as optional; and/or 2) Statements regarding video/audio taping, if not applicable.

A Consent Form should include:
•   A description of any foreseeable risks or discomforts to subjects
•   A description of any benefits to the subjects or to others which may be expected as a result of the research
•   A statement regarding protection of subjects' confidentiality & final disposition of data
•   Contact information for questions regarding the research and subjects' rights
•   A statement that participation is voluntary, that there will be no penalty due to refusal to participate, and that the subject may discontinue participation at any time without penalty
•   A statement requesting permission for video/audio taping or photographing to be conducted, if applicable 
ALL PAGES OF CONSENT FORM MUST INCLUDE PAGE NUMBERS IN THE FOLLOWING FORMAT: 
“PAGE X OF X”

Consent forms must be translated to the primary language of the reader.





































13. Is a letter of permission attached? 

If you are using a facility other than MSMC to conduct your project or recruit your subjects (church, hospital, school, etc.), you must obtain a letter of permission on letterhead from that facility. The letter must be signed by someone who can authorize these activities, e.g., a principal, director, etc. See attached sample in Appendix G.

	|_| Yes	|_| No	|_|N/A








14.   SIGNATURES: If you are a student, you must obtain the signature of your faculty advisor and you must sign the Protocol Approval Form prior to submission to the committee.  If you are a faculty member, please sign the line indicating the signature of Faculty Researcher or Student Advisor.

Faculty signature on this Protocol Approval Form indicates that:
	•   You are familiar with the requirements for human subject research.
	•   You have reviewed this Protocol Approval Form and accompanying documentation.
	•   You approve of the manner in which human subjects will be involved in this study.



Student Investigator's Signature (specify grad. or undergrad.)


_________________________________________________Date___________




Signature of Faculty Researcher or Student Research 
Advisor


_________________________________________         Date____________    








PROJECT INFORMATION

TYPE THIS FORM ON YOUR COMPUTER (HANDWRITTEN FORMS WILL NOT BE ACCEPTED).

· In the spaces below (boxes will expand as needed), please provide a detailed description of your project, including a clear statement of your hypothesis and all procedures and methodology. 

· In addition to the abstract, the PI must attach any assessment or measurement tool (e.g., survey, interview protocol, tests) that will be given to subjects to collect data. The only exceptions to this are educational measurement tools (such as state mandated achievement tests) that are part of the normal classroom evaluation of subjects.

1. State the problem and purpose of your study/ aims and objectives.
	[bookmark: Text23]     



2. Give a detailed description of the method you will employ / how will the research be conducted?
    Be very clear regarding what participants will be asked to do. How long will they be involved in the study? 
    How long will interview sessions take?    
. 
	     




3.	Describe the projected outcomes and how they relate to your hypothesis.
	[bookmark: Text24]     



4.	Describe the significance of your project to your discipline, department, school, university, community, etc.. What are the potential benefits of the study?
	[bookmark: Text26]     




5.  Online Tutorial

All Principal Investigators must take the online tutorial for the protection of human subjects at http://phrp.nihtraining.com/users/login.php and include the certificate of completion with this application. The HSC will not begin review of applications without this certification. The tutorial takes approximately 1-2 hours to complete.



6.   Subject Population:	
A. Do the subjects include any of the following (please check all that apply)?

	|_|	Minors	|_|	Aged	|_|	Mentally Disabled

	|_|	Pregnant Women	|_|	Prisoners	|_|	MSMC Students

	|_|	MSMC Employees


Age Range:___________________     Number of Subjects: ______________________ 

B.  Please state the criteria for inclusion as a participant in this research project. 



C.  How will subjects be initially contacted? State specifically.


D.  Will the subjects receive monetary rewards for the study? Also, attach a flyer if one is being distributed to potential participants.     |_|  Yes, explain below.	|_|  No
If yes, please explain.
     

             E.  Will the subjects be charged for any research related procedures? |_|  Yes, explain below.	|_|  No
If yes, please explain.
     


7.    Human Subject Risks:

A. This section is to determine whether or not the subjects involved in the proposed research are at risk (see Appendix B for definitions of risk).  Please answer the following questions by indicating yes or no.

	
	
Yes
	No

	1. Are subjects under 18 years of age involved?

	|_|
	|_|

	2. Is there involvement of a special minority (hearing impaired, blind)?  Please Specify.
     
	|_|
	|_|

	3. Is there a possible invasion of privacy of subject or family that includes use of personal records or information?

	|_|
	|_|

	4. Any probing information which an individual might consider personal or sensitive (use of drugs or alcohol)?

	|_|
	|_|

	5. Any administration of physical stimuli other than auditory and visual stimuli associated with a normal classroom situation?

	|_|
	|_|

	6. Are materials presented which might be considered offensive or degrading?

	|_|
	|_|

	7. Is there manipulation of psychosocial variables (social isolation, psychological stressors)?

	|_|
	|_|

	8. Is there deprivation of physiological requirements (sleep deprivation, nutrition)?

	|_|
	|_|

	9. Is there a requirement of physical exertion beyond a normal classroom situation?

	|_|
	|_|

	10. Other:      If “Yes”, please describe.
     
	|_|
	|_|




B.  Will the benefits of the research outweigh the potential risks of the research to human subjects?
                    |_|  Yes              |_|  No

C.   What precautions have been taken to minimize human subject risk? Describe in detail.





8.   Confidentiality of Data
	
	
Yes
	No

	1. Will any data that identify individual subjects be available to the Principal Investigator?

	|_|
	|_|

	2. Will any data that identify individual subjects be available in the final report?

	|_|
	|_|

	3. Will any data that identify individuals be made part of a permanent record?

	|_|
	|_|

	4. Will whether or not a subject participates in the study be made a part of any permanent record available to an employee or supervisor?

	|_|
	|_|


A.  What steps will be taken to ensure the confidentiality of the data? Check the box for all that apply and explain if necessary.
· Password protected computer files
· Locked file cabinets
· Locked offices.
· Identification code (i.e., code numbers, pseudonyms) – data will NOT be associated with personal identifiers.
· Other – Please explain. 

B.  What will happen to the research records when the research has been completed?
· Stored indefinitely with identifiers removed.
· Stored for a length of time required by federal regulations/funding source and then destroyed (minimum of 3 years).
· Destroyed after a number of years (minimum of 3 years) – Specify the number of years:______
· Other – Please explain.

C. Recordings – Audio, Video, Photographs
	Will any type of recordings (audio or video) or photographs be made during this study?
· Yes
· No

D. Computer / Internet
Will any participant interaction in this study be conducted on the Internet or via email (e.g. on-line surveys, observations of chat rooms or blogs, on-line interview)?
· Yes
· No



9.   Minimal Risk   

If you answered no to ALL questions in sections 7 or 8, complete this section and sign. This indicates that the Principal Investigator certifies that minimal risk is involved. 

I ______________certify that the information furnished concerning the risk to human subjects is correct and that the research to be conducted by _________ and titled _____ presents the participants with no more than minimal risk. I will seek and obtain approval from the Human Subjects Committee if modification to the proposal is required. I will report promptly any unexpected or otherwise significant adverse effects in the course of the study. I agree to follow the procedures that safeguard the rights and welfare of human subjects as established my Mount. St. Mary’s College.

Signature of Principal Investigator (s): 



											DATE

Signature of Co-Investigator (s): 


											DATE

For student research, the application must be reviewed and signed by the Faculty Advisor.

Signature of Faculty Advisor (s): 


											DATE











10.  Risk

If you answered yes to ANY questions in sections 7 or 8 and/or if the Human Subjects Committee determines that risk in involved, complete this section and sign.


I ___________certify that the information regarding the protection of  human subjects is correct. Moreover, I will seek and obtain approval from the Human Subjects Committee if modification to the proposal is required. I will report promptly any unexpected or otherwise significant adverse effects in the course of the study. I agree to follow the procedures that safeguard the rights and welfare of human subjects as established my Mount. St. Mary’s College.



Signature of Principal Investigator (s): 



											DATE



Signature of Co-Investigator (s): 



											DATE


For student research, the application must be reviewed and signed by the Faculty Advisor


Signature of Faculty Advisor (s): 



											DATE







FOR HSC USE ONLY

Risk Level:	|_| Minimal Risk	|_| More than minimal risk

[bookmark: _GoBack][bookmark: Check28]Type of Review:	|_| Full Committee	|_|Expedited	                                 |_| Exempt

Decision:	|_| Approved	|_| Approved With Minor Modifications

		|_| Revise and Resubmit	|_| Not Approved	
	
		  
Please use the templates for informed consent, Bill of Rights, and various letters in the Human Subjects Application Instructions file. 

Monday, September 19, 2011
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