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Note: Modesto Junior College acknowledges extensive use of the U.S. Department of Health and Human Services Office of Human Research Protections regulations and also the guidelines for human participants review published by Pima Community College District, the University of Arizona, and Arizona State University in the development of these guidelines. 

MODESTO JUNIOR COLLEGE

Research and Planning Office
Direct all questions concerning this manual and the human research protections review process at Modesto Junior College to the following office:
Modesto Junior College Director of Research and Planning – Dr. Kenneth Hart
~ (209) 575-6142 
~ hartk@mjc.edu
XXXX –Human Research Protections
(relative to YCCD Board Policy 5040)

Policy [Insert Final Board Approved Policy Here]
Procedure [Insert Final Board Approved Procedure Here]
1. General Guidelines  
2. Review Procedures
3. Appeals
4. Time Needed for Review
5. Exemptions
6. Procedures for Continuing Review of Research Projects
7. Research Protocol or Consent Form Changes 
8. Advertising for Participants
9. Research Using Minors as Participants 
10. Financial Disclosures 
11. Informed Consent  
12. Liability Statement 
Model Forms
1. MODEL INFORMED CONSENT FORM: 
[TITLE OF RESEARCH STUDY] 

INFORMED CONSENT FORM 

[Read and address each numbered element of this Model Form in developing an Informed Consent Form for the proposed human research study. The items numbered and in bold face are to be included in the consent form. PLEASE NUMBER THE CONSENT FORM FOR SUBMISSION FOR HUMAN RESEARCH PROTECTIONS REVIEW. You may request the numbering be waived during data collection. The consent form must be written in non-technical language and must be typewritten. Please add additional statements when appropriate.] 

1.  [Investigator's name], who is [title/position], has requested my participation in a research study at this institution. [Place title of project at top of all pages of consent form.]

2.  I have been informed that the purpose of the research is to... [Describe the justification for the research. 

3.  My participation will involve... [Describe the participant’s participation and identify those aspects of participation which are experimental. Indicate the expected duration of the participant’s participation. If the participants are students, clients, or employees, advise that nonparticipation or withdrawal from the study will not affect their grade, care, employment status, as appropriate.] 

4.  I understand there are foreseeable risks or discomforts to me if I agree to participate in the study. The possible risks are... Possible discomforts include... [Any foreseeable risks or discomforts are to be explained/described.] 

OR 

There are no foreseeable risks or discomforts. [If this sentence is applicable, delete #8.] 

5. 
I understand that there are alternative procedures available. Alternative procedures include... [Describe any alternative procedures to be included in language the participant can understand.] 

OR 
There are no feasible alternative procedures available for this study. [If the study includes no intervention, you may delete #5 entirely.]

6.  I understand that the possible benefits of my participation in the research are... [Describe the benefits of participants, or lack of benefits, to the individual participant as well as to society.] 

OR 

I understand that although there may be no direct benefits to me, the possible benefits of my participation in the research are... 
7.  I understand that the results of the research study may be published but that my name or identity will not be revealed. In order to maintain confidentiality of my records, name of investigator will... [Indicate specifically how the investigator will keep the names of the participants confidential, the use of participant codes, how this information will be secured, and who will have access to the confidential information. "Confidentiality will be maintained" is not acceptable.] 

8.  I understand that in case of injury I can expect to receive the following treatment or care which will be provided at my expense: [If more than minimal risk of foreseeable injury is anticipated, describe the facilities, medical treatment or services which will be made available in the event of injury or illness to a participant. Description may include on- and off-campus services.] 

OR 

[If #4 indicated no foreseeable risks or discomforts, delete #8.] 

9.  I have been informed that I will receive remuneration for my participation as follows: [If remuneration is to be provided to participant, include amount of remuneration, method of payment, and schedule for payment including whether payment will be made in increments or in one lump sum.] 

OR 
I have been informed that I will not receive remuneration for my participation. 
10.  I have been informed that any questions I have concerning the research study or my participation in it, before or after my consent, will be answered by name of individual, address, and telephone number. [This refers to the principal investigator. In the event the investigator is a graduate student, the name of the doctoral or thesis advisor (responsible faculty member) must be included.

11.  (I understand that in case of injury,) If I have questions about my rights as a participant in this research, or if I feel I have been placed at risk, I can contact the [MJC Director of Research and Planning]. [This information must be included in all consent forms. If #4 has indicated "no foreseeable risk, or discomfort," then first phrase (in parenthesis) should be omitted.] 

12.  I have read the above informed consent form. The nature, demands, benefits and any risk of the project have been explained to me. I knowingly assume any risks involved. I understand that I may withdraw my consent and discontinue participation at any time without penalty or loss of benefit to myself. In signing this consent form, I am not waiving any legal claims, rights or remedies. (I can obtain further information from ____________________ [name of Principal Investigator plus his/her degree] at _________________ [phone number]). A copy of this consent form will be given (offered) to me. 

(Release statement for videotaping or relinquishing confidentiality must be inserted here if applicable.) 
Participant’s Signature______________________________________ Date____________ 

Other Signature_______________________________________ 
Date____________ 

(if appropriate) 

1. "I certify that I have explained to the above individual the nature and purpose, the potential benefits and possible risks associated with participation in this research study, have answered any questions that have been raised, and have witnessed the above signature." 
2. "I have provided (offered) the participant a copy of this signed consent document." 

Signature of Investigator_____________________________ Date_____________ 
2. MODEL COVER LETTER/QUESTIONNAIRE HEADING:
Dear ____________________: 

I am a faculty member [a student under the direction of Dr./Mr./Ms. _______________] in the Department of ___________ at Modesto Junior College. I am conducting a research study entitled _________________________________. The purpose of the research is to ____________________________. 

I am requesting your participation, which will involve _________________________________________________________________________  [Include the expected duration of the participant’s participation.] Your participation in this study is voluntary. If you choose not to participate or to withdraw from the study at any time, it will not affect your grade (care, etc.). The results of the research study may be published, but your name will not be used.

If you have any questions concerning the research study, please call me [or Dr./Mr./Ms. ________________________________________________] at (area code) _____ - _____. 

[If anonymous questionnaire is completed, include statement that "The questionnaire is anonymous, thereby ensuring confidentiality of responses. Return of the unsigned, completed questionnaire will be considered your consent to participate."] 

Sincerely, 
3. MODEL VERBAL SCRIPT: 
[Recruitment of participants from classrooms, telephone surveys, and recruitment by personal contact] 


I am a faculty member [a student under the direction of Dr./Mr./Ms. _______________________] in the Department of ________________ at Modesto Junior College/Columbia College. I am conducting a research study entitled _________________________________________________________________________. The purpose of the research is to _________________________________________________________________________. I am recruiting participants to ___________________________________ which will take approximately ______________. 
     Participants must be 18 years old or older to participate. Are you 18 or older? [If yes, continue. If no, end activity.]
Your participation in this study is voluntary. If you choose not to participate, it will not affect your grade (care, etc.). The results of the research may be published, but your name will not be used. 

If you have any questions concerning the research study, please call me at (area code) _____ - ______. 

4. MODEL CONFIDENTIALITY STATEMENT: 
(Persons assisting the researcher should complete this document. If the study includes sensitive information, it is also to be utilized by the researcher.) 

[TITLE OF STUDY] 

CONFIDENTIALITY STATEMENT 

As a researcher working on the above research study at Modesto Junior College, I understand that I must maintain the confidentiality of all information concerning research participants. This information includes, but is not limited to, all identifying information and research data of participants and all information accruing from any direct or indirect contact I may have with said participants. In order to maintain confidentiality I hereby agree to refrain from discussing or disclosing any information regarding research participants, including information described without identifying information, to any individual who is not part of the above research study and in need of the information for the expressed purposes of the research program. 



MODESTO JUNIOR COLLEGE

Official Human Research Protections Committee Forms/Documents
MODESTO JUNIOR COLLEGE
Human Research Protections Request Form
ATTACHMENTS: Please indicate  all attached items.

Proposal 



(  ) 
 Informed Consent Form  


(  ) 

Questionnaire/Interview Outline 
(  ) 
Curriculum Vitae or Biographical Sketch    
(  )

Cover Letter 



(  ) 
Verbal Script 



   
(  ) 

Confidentiality Statement

(  )

Other Documentation:__________________________________________________________________ 

PRINCIPAL INVESTIGATOR: _______________________________________________________ 

If YCCD employee, LOCATION: ___________________________

ADDRESS:  
DEPT./OFFICE:______________________________________________________

BUILDING:__________________________________________________________ 


ORGANIZATION:_____________________________________________________  


STREET/P.O.BOX________________________________________________ 



CITY:________________________ STATE:______ ZIP CODE:____________ DAYTIME PHONE: (____) ___-_____
EMAIL: _________________________________________

DATE OF REQUEST: __________________

PROJECT TITLE: __________________________________________________________

__________________________________________________________________________

LOCATION OF PROJECT:____________________________________________________ ANTICIPATED DATA COLLECTION PERIOD: FROM:_____________ TO:______________ 







      
[MONTH/YEAR]    [MONTH/YEAR] 

AUTHORIZATION(S) FROM RESEARCH SITE?  YES (  )       NO (  )      NOT APPLICABLE (  ) 

IF YES, date:______        (ATTACH AUTHORIZATION[S])
SUPPORTED BY RESEARCH GRANT(S)? 
YES (  ) 
NO (  ) 

IF YES, funding source(s):_____________________________________________________ 


amount(s) (total or per-capita):____________________________________________ 

NAMES AND AFFILIATION(S) OF CO-INVESTIGATOR(S) (IF APPLICABLE): __________________________________________________________________________________________________________________________________________________________________________

*************************************************************************************
GENERAL PURPOSE OF THE RESEARCH: 

_____________________________________________________________________________________
_____________________________________________________________________________________ 

BRIEF RATIONALE AND BACKGROUND (INCLUDING THEORETICAL FRAMEWORK): _____________________________________________________________________________________
_____________________________________________________________________________________
_____________________________________________________________________________________
_____________________________________________________________________________________ 

DATA TO BE OBTAINED BY:  Questionnaire  (  ) 
Telephone   (  ) 
       Interview  

(  ) 





   Observation    (  )  
Experiment (  )         Secondary Source 
(  )   





   Other (specify):

PROJECT DESCRIPTION: The HRPC must have sufficient information, nontechnical and detailed, about what will happen with/to participants to evaluate/estimate the risks. Assurance from the investigator, no matter how strong, will not substitute for a description of the transactions between investigator and participant. If a questionnaire or interview format is used, attach a copy. 
SUMMARY OF METHODOLOGY
_____________________________________________________________________________________
_____________________________________________________________________________________
_____________________________________________________________________________________
_____________________________________________________________________________________
_____________________________________________________________________________________
DESCRIPTION OF PARTICIPANTS: 

How many participants will participate? ________ 
Male (  ) Female (  ) 

Age Groups _____ to _____ 
Ethnic Groups ____________________________________________________________________
Will participants be students of MODESTO JUNIOR COLLEGE? 

Yes (  ) No (  ) 

Will participants be employees of MODESTO JUNIOR COLLEGE? 

Yes (  ) No (  )  

Specific Location at MJC: _________________________________________________

1. How will participants be selected, enlisted, or recruited? _______________________________________
_________________________________________________________________________________
_________________________________________________________________________________
_________________________________________________________________________________
2. How will participants be informed of procedures, intent of the study, and potential risks to them?

___________________________________________________________________________

___________________________________________________________________________

___________________________________________________________________________

___________________________________________________________________________

3. What steps will be taken to allow participants to withdraw at any time without prejudice? How will participants be informed that their participation is voluntary and that they may withdraw from the study anytime they wish to discontinue participation? 

_____________________________________________________________________________

_____________________________________________________________________________

_____________________________________________________________________________

_____________________________________________________________________________

_____________________________________________________________________________

4. How will participants' privacy be maintained and confidentiality guaranteed?  How will data be recorded (notes; audiotapes; videotapes; self-administered instrument), stored (paper form; electronically), and kept secure? How long will data be kept and how will it be destroyed?  Where will informed consent forms be stored?  Will data be used for purposes other than this study? 


_____________________________________________________________________________

_____________________________________________________________________________

_____________________________________________________________________________

_____________________________________________________________________________
In making this application, I certify that I have read and understand the YCCD Human Research Protections Policy and Procedure (YCCD Board #____) and that I intend to comply with the letter and spirit of the District Policy.  Significant changes in the protocol will be submitted to the MJC HRPC for written approval prior to these changes being put into practice.  Informed consent records of the participant will be kept for at least three (3) years after the completion of the research. 

SIGNATURES: 

______________________________

_______________________

Principal Investigator 



Date 

_________________________________
_________________________

Division Dean (if MJC faculty)


Date 

______________________________

_______________________

Faculty Advisor 



Date

(if thesis or dissertation research) 

________________________________________________________________

Institution 

DO NOT WRITE BELOW THIS LINE *************************************************************************************

Project Number: ________________________
This application has been reviewed by: 

MJC Research and Planning Office  

(  )

Date: ___________________

Human Research Protections Committee  
(  )

Date: ___________________

This application is:

Approved with No Substantive Changes 

(  ) 

Approved with Changes Attached 

(  ) 


Project requires review in _______ months 


Third Party verification Sought 

(  ) 

Disapproved 
(  )

Comments or modifications/conditions for approval, or reason for disapproval: 

SIG                 


NATURE: 

DATE:                                         

MODESTO JUNIOR COLLEGE
Criteria for Human Research Protections Committee Requests
PROJECT #: ______

PROJECT TITLE:___________________________________________________________________

	
	Yes
	No
	N/A

	1. Principal investigator's credentials: 
	
	
	

	a. Has the investigator provided complete academic/certification/licensure credentials?
	
	
	

	b. Are there adequate facilities, equipment, and resources to conduct the study?
	
	
	

	c. Is role of ancillary personnel, if any, clearly defined?
	
	
	

	d. Is the source and administration of financial support identified? Is the amount of funding listed (annual and/or per case)? 
	
	
	

	2. Rationale for the research:
	
	
	

	a. Is the research controversial; will it generate public concern?
	
	
	

	b. Is investigator/institutional liability a potential problem? 
	
	
	

	3. Research design:
	
	
	

	a. Is the purpose of the study clearly stated?
	
	
	

	b. Is the research theoretically grounded? Does the proposal include a theoretical framework?
	
	
	

	c. Are the data collection, data analysis, and reporting methods clearly described?
	
	
	

	d. Will the planned research enable the investigator to accomplish study goals and obtain valid data?
	
	
	

	e. Does the research design pose any ethical problems and/or potential risks to the participant?
	
	
	

	4. Participant population:
	
	
	

	a. Are the number and ages of participants clearly stated?
	
	
	

	b. Is the method of participant selection clearly described?
	
	
	

	c. Could the process of recruitment be perceived as coercive?
	
	
	

	d. Are women, ethnic groups, and the disabled represented or excluded inequitably?
	
	
	

	e. Are appropriate accommodations provided for individuals with disabilities? 
	
	
	

	f. Is the method of identification of a particular participant population ethically and legally acceptable? 
	
	
	

	g. Will any special physiological, health, psychological, or sociological characteristics of the participant group pose special medical, ethical, or legal problems?
	
	
	

	5. Process of informed consent:
	
	
	

	a. Is it specified who will solicit informed consent from the participant?
	
	
	

	b. Will the timing and setting allow rational decision-making by the participant without coercion?
	
	
	

	c. Will the nature of the research or other factors inhibit a participant’s desire or wish to withdraw from participation?
	
	
	

	d. Does a participant advocate or another individual need to be present during the consent process?
	
	
	


	
	Yes
	No
	N/A

	6. Informed consent:
	
	
	

	a. Is the language used at an appropriate level (non-technical word choice, eighth grade education, etc.)?
	
	
	

	b. Are the elements of informed consent arranged in sequence using appropriate subheadings?
	
	
	

	c. Does the consent form begin with a clear invitation to participate?
	
	
	

	d. Is there a clear statement of the purpose of the research?
	
	
	

	e. Is the explanation of the procedures adequate?
	
	
	

	f. Is the description of potential risks and discomforts adequate?
	
	
	

	g. Is the statement of potential benefits adequate?
	
	
	

	h. Is the degree of confidentiality clear and complete?
	
	
	

	i. Are the financial obligations of the participant clearly delineated?
	
	
	

	j. Are any economic incentives/rewards stated clearly?
	
	
	

	k. Is the compensation in case of injury statement present (more than minimal risk studies)?
	
	
	

	l. Is the participant withdrawal statement present?
	
	
	

	m. Is there an offer to answer all questions?
	
	
	

	n. Are there dated participant and investigator signature lines?
	
	
	

	o. Is there a witness signature line (more than minimal risk)?
	
	
	

	7. Evaluation of risk-benefit ratio:
	
	
	

	a. What is the overall risk classification: less than minimal, minimal, greater than minimal, life threatening?
	
	
	

	b. Does the principal investigator list all potential risks?
	
	
	

	c. Are adequate safeguards in place to minimize extent and magnitude of risks? Is name and telephone number of the investigator specified for emergency contact?
	
	
	

	d. Are there any real and/or potential benefits to MODESTO JUNIOR COLLEGE, to the participant, or to society?
	
	
	

	8. Should the study be:
	
	
	

	a. Approved as submitted.
	
	
	

	b. Approved (participant to satisfactory responses to cited critique being furnished to and approved by the HRPC).
	
	
	

	c. Disapproved.
	
	
	


MODESTO JUNIOR COLLEGE
Appeal of Decision Request Form/ Human Research Protections Committee
NAME:_____________________________________________ DATE:_________________________
TITLE OF PROPOSAL:_______________________________________________________________

___________________________________________________________________________________
Original Decision Date: ___________ 

Original Decision: 
Approved with Changes   (  ) 

Disapproved   (  )

I am appealing the Human Research Protections Committee’s decision rendered on the proposal described 

above on the date noted above. I am requesting that the decision be changed from: 

Disapproved to Approved   (  ) 

Approved with Changes to Approved without Changes   (  ) 

Indicate below why you are requesting this change: 
Signature of Principal Investigator:______________________________________ Date:______________ 


If Modesto Junior College Faculty Member: 
____________________________________

_________________

Signature of MJC Division Dean 


Date 

If thesis or dissertation research: 

____________________________________

_________________

Signature of Faculty Advisor 



Date 



____________________________________

Institution





Do not write below this line.

******************************************************************************
This appeal is

Accepted
(  )


Decision is changed to 
Approved without changes
(  )





Approved with changes

(  )

Denied

(  )

__________________________________________ 

____________________ 
Signature of MJC President's Cabinet Representative  

Date
MODESTO JUNIOR COLLEGE
Continuing Review Form/Human Research Protections Committee
To:________________________________________________________ 

Date:_____________ 

Title of Proposal: _________________________________________________________________________

_________________________________________________________________________ 

Original Approval Date:_______________
 Continuation Date:__________________ 

1. What is the present status of this project? 
Continuing (  ) 
Concluded (  ) 

If continuing, have there been any substantive changes? Yes (  ) No (  ) 

If yes, explain. _________________________________________________________________________

_________________________________________________________________________

_________________________________________________________________________

2. Is the consent form as approved by the HRPC still being used?  
Yes (  ) 

No (  ) 

If no, has a new form been approved? 
Yes (  ) 

No (  ) 

If no, explain. _________________________________________________________________________

_____________________________________________________________________________________
3. Have any problems arisen in regard to the participation and safety of the people used as  participants in this project? 
Yes (  ) 

No (  ) 

If yes, was it reported to Modesto Junior College? 

Yes (  ) 

No (  ) 

If no, explain. _________________________________________________________________________

_________________________________________________________________________

4. Has there been any psychological or physical injury to any participant? 
Yes (  ) 

No (  ) 

If yes, explain. _________________________________________________________________________

_________________________________________________________________________

5. Where are the signed consent forms presently being filed? 

Building:______________________ Room:______________________ 

Person maintaining them? 
Investigator (  ) 

Other (  ) 

Specify Other:_________________________________________________

Contact Information:  ___________________________________________ 

_________________________________

_________________________

Signature of Investigator 



Date 

If Modesto Junior College Faculty Member: 

_________________________________

_________________________

Signature of MJC Division Dean 


Date 

If thesis or dissertation research: 

_________________________________

_________________________

Signature of Faculty Advisor 



Date

_________________________________

Institution 

MODESTO JUNIOR COLLEGE
Glossary of Terms
Anonymous data – data that can never be connected with the person providing them. This can be accomplished by the use of unsigned questionnaires that are returned by mail or collected by one undesignated group of participants and returned to the researcher.

Benefit – a valued or desired outcome; an advantage.

Children – persons who have not attained the legal age for consent to treatment or procedures involved in research, as determined under applicable law of the jurisdiction in which the research will be conducted [45CFR 46.401(a)].

Compensation – payment or medical care provided to participants injured in research; does not refer to payment (remuneration) for participation in research. (Compare: Remuneration.)

Confidential data – data that can be connected at some point, no matter how brief, to the person providing them. There is an expectation that the person’s identity will not be divulged to others without permission.

Data – facts, figures, and information from primary sources analyzed as part of scholarly efforts.

HRPC – Human Research Protections Committee. 

Human participant – any specific living person, or information about a living person, who is the participant or object of study for the purpose of expanding our knowledge or understanding in a field of study.

Informed consent – a person’s voluntary agreement, based upon adequate knowledge and understanding of relevant information, to participate in research or to undergo a diagnostic, therapeutic, or preventive procedure. In giving informed consent, participants may not waive or appear to waive any of their legal rights, or release or appear to release the investigator, the sponsor, the institution or agents thereof from liability for negligence [21 CFR 50.20 and 50.25] 

Minimal risk – Federal guidelines state, “minimal risk means that the probability and magnitude of harm or discomfort anticipated in the research are not greater in and of themselves than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests.”

Principal investigator – (also known as research project principal investigator) the primary person who is responsible for designing and conducting a research project. The principal investigator can be a professional or a student. 

Protocol – the formal design or plan of an experiment or research activity; specifically, the plan submitted to an agency for research support or approval. The protocol includes a description of the research design or methodology to be employed, the eligibility requirements for prospective participants and controls, and the proposed methods of analysis that will be performed on the collected data.

Research – a systematic investigation, including research development, testing and evaluation, designed to develop or contribute to generalizable knowledge [45 CFR 46.102(d).].

Remuneration – payment for participation in research. (Compare: Compensation.)

Voluntary – free of coercion, duress, or undue inducement. Used in the research context to refer to a participant’s decision to participate (or to continue to participate) in a research activity.

[image: image1.wmf][image: image2.wmf]
_________________________________ �
_____________________ �
�
Signature of Researcher �
Date �
�



_________________________________ �



_____________________ �
�
Signature of Witness �
Date �
�











