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APPLICATION FOR REVIEW OF HUMAN SUBJECTS RESEARCH

Submit THE  Signed ORIGINAL to the
Lewis-Clark State College Institutional Review Board

Social Sciences – SPH 101A 
Principal Investigator(s):    I acknowledge that this represents an accurate and complete description of my research.


Leanne Parker  

_______________________________


Name of Primary PI (typed)


Signature of PI
Date  11-22-04____________________
Additional Researchers’ Names:  Brian Isbelle
Mailing Address:  Lewis-Clark State College, 500 8th Ave.


      Lewiston, Idaho 83501



Division:  Education
Telephone Number:  208-792-2854
Email address:  lparker@lcsc.edu
Adviser (complete if PI is a student):     I agree to provide the proper surveillance of this project to ensure that the rights and welfare of the human subjects are properly protected.  
N/A

Title of Project: Mindfulness-based stress reduction and its effects on anxiety, stress, 
                            and well-being using an undergraduate sampling pool.
Is the Project externally funded?   ___Yes    X_No


If yes, complete the following:
  ___Private   ___State    ___Federal

Name of Agency                                               Grant Number                                LCSC Routing Number
PLEASE NOTE: All applications should be typewritten and edited prior to submission for review.   If sufficient space is not provided below for a complete description of the proposed project, please use additional pages as necessary.
Summary of Purpose and Objectives

(“See attached protocol” is not acceptable)

Item 1   Describe the purpose of the research. (Research Question/Hypothesis) 

            Provide summary in space below.
Mindfulness involved intentionally bringing one’s attention to all experiences (both internal and external) in the present moment, and is often taught and cultivated through a variety of meditation exercises. Mindfulness-based stress reduction (MBSR) courses have been shown to lower stress and anxiety levels in both premedical and medical students. To date, however, there has been little research with undergraduate populations.  The proposed hypothesis is: A course in MBSR conducted with an undergraduate population will reduce stress and anxiety levels for the participants, and also contribute to an increased feeling of well-being.
Item 2  Describe the subjects of this study, including: 1) sampling procedures, 2) sampling population, 3) number of subjects expected to participate, 4) selection criteria, 5) how long the subjects will be involved, and 6) any follow-up procedures planned.  Include a copy of the script or other mechanisms to be used to solicit subjects.

1.
Sampling procedures will consist of voluntary participation by any student enrolled in the class at LCSC called Mindfulness-Based Stress Reduction in the spring of 2005.  After the informed consent has been read, students in this class will be asked to raise their hand in order to establish interest in participating in the study.  Posters have been distributed throughout the entire campus at LCSC promoting the Mindfulness-Based Stress Reduction class in the spring of 2005 in order to recruit possible subjects in the planned study.  
2.
The sampling population will consist of only those students from LCSC enrolled in the class labeled Mindfulness-Based Stress Reduction under the Kinesiology Department heading in the spring of 2005. The instructor of the course, Deanna English, has agreed for the research to be conducted with the class.
3.
The number of subjects expected to participate in this study is 25-30 individuals.
4.
The subjects in this study will be selected only if they voluntarily agree to be in the study, and they are enrolled in the Mindfulness-Based Stress Reduction class offered at LCSC in the spring of 2005.  Students will be asked to raise their hands to show interest in participating in the study. If any students drop the class, their initial data will still be used, perhaps to differentiate characteristics of those who complete vs. those who drop out.
5.
The subjects in this study will be involved for the entire duration they are enrolled in the Mindfulness-Based Stress Reduction class for the spring semester of 2005. The packet of questionnaires should take no more than 20-30 minutes, on 2 occasions.
6.
There are no follow-up procedures planned. Subjects will be told that results will be presented at the poster presentation for senior psychology majors in May 2005.
Summary of Methodology and Procedures

(“See attached protocol” is not acceptable)

Item 3  Describe each proposed condition, intervention, or manipulation of human subjects or their environments.  Include a copy of any questionnaires, tests, or other written instruments, instructions, scripts, etc., to be used.  

Students in the study will be enrolled in a Mindfulness-Based Stress Reduction course designed around the course developed by Dr. Jon Kabat-Zinn at the University of Massachusetts.  The course will consist of teaching and practicing various meditation techniques related to mindfulness throughout the course of the semester. Testing measures used in this study will also include: Symptom Checklist-90-Revised, Beck Anxiety Inventory, Mindfulness Attention Awareness Scale, Temporal Satisfaction with Life Scale, and the State-Trait Anxiety Inventory. A diary of daily meditation activity, to be filled out by the subjects, will also be collected, as well as class attendance.
Risks, Costs and Benefits

Item 4  What risks to subjects are most likely to be encountered (physical or psychological, etc.)?

No risks are expected to be associated with this study that wouldn’t normally be experienced taking any class on the campus at LCSC.
Item 5  Will the subjects encounter the possibility of stress or psychological, social, physical, or legal risks that are greater than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests?

[  ]   Yes     [X]   No       
If Yes, please explain below.
Item 6  Will medical clearance be necessary for subjects to participate because of tissue or blood sampling, administration of substances such as food or drugs, or physical exercise conditioning?

[  ]   Yes     [X]   No           
If Yes, please explain how the clearance will be obtained.
Item 7  Will the subjects be deceived or misled in any way?

[  ]   Yes     [X]   No                 
If Yes, please explain below.
Item 8  Will information be requested that subjects might consider to be personal or sensitive?

[X]   Yes     [  ]   No               
If Yes, please explain below.
The testing measures that will be employed in this study require participants to answer a variety of questions related to personal anxiety levels, physical and psychological thoughts and feelings, and questions related to an individual’s current life satisfaction. People may become more aware of issues related to stress and well-being in their life.
Item 9  Will the subjects be presented with materials that might be considered to be offensive, threatening, or degrading?

[  ]   Yes     [X]   No       
If Yes, please explain below, including measures planned for intervention 
if problems occur.
Item 10  What approach will you use to minimize risks?

Participants are made aware that their participation is voluntary, they may withdraw from the study at any time, their course grade is not affected in any way by participating/not participating, and they may skip any item they wish. They are also provided with the phone number for Student Counseling Services should they feel the need to talk further about any issues raised.
Item 11  What are the costs to the subjects (monetary, time, etc.)?

The only costs associated to this study for the subjects is the time involved to do both the pretest and posttest measures.  The approximate estimated time to take the pretest measures is half an hour.  The posttest measures should also take approximately half an hour.
Item 12  Will any inducements be offered to the subjects for their participation?

[  ]   Yes     [X]   No       
If Yes, please explain below.
If extra course credit is offered, describe the alternative means for obtaining additional credit available to those students who do not wish to participate in the research project.

Item 13  Describe the benefits that might accrue to either the subjects or society.  Note that 45 CFR 46, Section 46.111(a)(2) requires that the risks to subjects be reasonable in relation to the anticipated benefits.  The investigator should specifically state the importance of the knowledge that reasonably may be expected to result from this research.

If the results of this study are found to be support the benefit to undergraduate students enrolled in a Mindfulness-Based Stress Reduction course of a reduction in overall anxiety levels, a reduction in stress levels, and/or an increased state of well-being, the course could be offered more regularly or incorporated into standard stress reduction techniques through Student Support Services, Student Counseling Services or the Center for New Directions.  The results of this study could possibly give undergraduate students a means of dealing with the numerous stressful and anxiety-provoking situations encountered while attaining an education at the undergraduate level.  A further benefit associated with the reduction of both stress and anxiety levels are the possible health benefits derived from the reduction of both stress and anxiety. The research supporting the benefits of a more mindful approach to everyday living are also extended to a new population.
Consenting Process

Item 14  Where will the research study be conducted (school, hospital, etc.)?


The campus of Lewis-Clark State College will be the setting of the research project.
Item 15  How will the research study be explained to the subjects?

Students will be informed that they are involved in a study to determine the possible benefits that may be derived from the Mindfulness-Based Stress Reduction course in which they are enrolled. To that end, the informed consent form will be read aloud, and any questions answered.
Item 16  What type of consent will be used?  ____Oral  _X_ Written

Please include the consent/assent forms or format for oral consent.  A suggested format and checklist for the consent form (click this link for the Consent Form Guideline) may be useful as a guide.  Elements of informed consent can be found in 45 CFR 46, Section 116.
The informed consent form is attached. 

Item 17  How will the consent form be explained to the subjects? (Consider all barriers including culture and language.)

The consent form will be written, but it will also be read verbatim.  Any questions related to the consent from will be answered before measures are handed out.
       
If there are any possible language barriers involved, state in detail how these will be addressed.

No language barriers are expected.  If a language barrier occurs the subject will not be included in the study because the testing measures being used are not available in all languages.
Item 18  How will you make it clear to the subjects that their participation is voluntary and they may withdraw from the study at any time they wish to discontinue participation?

All participants in the study will be informed verbally and in written form that they may withdraw from the study at any time without any repercussion. Please see the consent form, which is direct and specific with regard to the voluntary nature of participation.
Data Collection

Item 19  Who will have access to the gathered data?  (investigator, staff, sponsor, LCSC IRB, FDA, etc.)?

Brian Isbelle (Investigator), Leanne Parker ( PI/Associate Professor of Psychology), and Dan Mayton (Professor of Psychology)
Item 20  Will the data be a part of a record that can be identified with the subject?

[X]   Yes     [  ]   No         
If Yes, please explain below.


The pretest measures will need to be identified with the subjects at the initial testing in order to properly compare with posttest measures.
Item 21  How will the data be recorded?


All data related to the subjects will be coded into EXCEL for statistical analysis.
Item 22  Describe the steps you are taking to protect the confidentiality of the subjects.

Each subject will be given a code after the initial pretest measures.  Only Dr. Parker and Brian Isbelle will have access to the key that correlates subjects’ names with their respective codes. This key will be kept in a locked file drawer in the office of Dr. Leanne Parker.
Item 23  What are the plans for retention of data?

The hard data from the measures will be kept one year. The computer data will be kept indefinitely for potential longitudinal study.
Item 24  What are the plans for future use of data as part of the study or use beyond the study?

Given the newness of this population for Mindfulness-Based Stress Reduction, and thus the lack of any data related to it, future research may examine alternative ways of course delivery, plan for long-term follow-up of course participants, or compare specific types of student populations (e.g., those referred for test anxiety, graduate students vs. undergraduate students, graduate students in the counseling field). The baseline data gathered in this current study may provide an important comparison point for future research. 

Item 25  How will the data be destroyed and at what point in time?

After one year’s time all paper test measures will shredded. The coding sheet used to connect the subjects to the data collected will also be destroyed in the same manner at the same time.  All other data will be kept on a computer disk indefinitely in a locked file cabinet and office.
Item 26  If tissue samples or specimens are collected, when will they be destroyed?  Will they be used for research other than what is described in the consent?


Not applicable
Item 27  Will the subject’s participation in a specific experiment or study be made a part of any record available to his or her supervisor, teacher, or employer?

[  ]   Yes     [X]   No          
If Yes, please describe below.

Item 28  Concurrence:

________________________________________________________________________
Adviser/Division Head (typed name)


Division Name

___________________________________________________________________

Signature






Date

THE IRB MUST APPROVE THE RESEARCH PROJECT BEFORE THE RESEARCHER(S) MAKE(S) ANY CONTACT WITH SUBJECTS.

Checklist for application submission:
· 
IRB application (include grant proposal if funded project)

· 
Informed consent/assent forms 

· 
Outline or script to be provided prior to subjects’ agreement to participate

· 
Instrument(s) [questionnaire, survey, testing]

· 
Curriculum vitae (faculty CV must be on file with the IRB office)

· 
Department/college/division signatures

NOTE:

ANY CHANGES IN THE PROJECT AFTER APPROVAL BY THE IRB MUST BE RESUBMITTED AS A MODIFICATION FOR REVIEW BY THE IRB BEFORE APPROVAL IS GRANTED.  MODIFICATIONS DO NOT CHANGE THE PERIOD OF INITIAL APPROVAL.

APPROVAL IS GRANTED FOR ONE-YEAR MAXIMUM AND MAY BE SUBJECT TO REVIEW AT ANY TIME THROUGHOUT THIS PERIOD.  ANNUAL REQUESTS MUST BE MADE TO THE IRB FOR CONTINUATION, AS LONG AS THE RESEARCH CONTINUES.  

REFERENCES TO 45CFR46 (Code of Federal Regulations) may be found at:  http://www.access.gpo.gov/nara/cfr/waisidx_00/45cfr46_00.html
Mindfulness-Based Stress Reduction

Research Study Consent Form

Leanne Parker, Ph.D., Brian Isbelle
This is a scientific study and psychology senior research project to determine the effects of a Mindfulness-Based Stress Reduction course on levels of anxiety, stress, and well-being, as experienced by students taking the class at Lewis-Clark State College.  The purpose of this research is to determine if a Mindfulness-Based Stress Reduction course lowers stress and anxiety levels, and increases feelings of well-being in students enrolled in such a course. 

You will be asked to fill out the following measures in order to assess potential changes: Symptom Checklist-90-Revised (SCL-90R), Beck Anxiety Inventory, Mindfulness Attention Awareness Scale, Temporal Satisfaction with Life Scale, and State-Trait Anxiety Inventory. Their completion will likely take no more than ½ hour. You will be asked to complete them at the beginning of the first class, and again at the end of the last class. If you drop the class, and you participated in the initial data collection, those results will also be used unless you specify otherwise.

In addition, class attendance will be used as research data, as well as a diary of daily meditation practice. (Attendance and the daily diary are part of the course requirements, but will not be provided to the researchers above without your consent.) 

Your participation in this study is completely voluntary. You may end your participation in this study at any time and have any data collected destroyed, or choose not to answer any question that is a part of the study. Your course grade will not be affected in any way. The data collected in this study will not be shared with anyone other than those directly involved in the study, including the researchers above and Dr. Dan Mayton, supervisor of psychology senior research projects. Because data are collected at 2 points in time, there will be a coding sheet that links student name with a coding number on the measures outlined above. Only Dr. Leanne Parker and Brian Isbell will have access to this information, and it will be kept in a locked cabinet in Dr. Parker’s office for up to 1 year. Data coded into the computer will be kept indefinitely, allowing for the possibility of longitudinal study or comparison with future research.

If for any reason you feel upset at any time while completing any of the testing measures, feel free to stop. If you have any questions regarding this study feel free to contact Dr. Leanne Parker at 792-2854. If participating in the study creates any personal concerns, please contact Student Counseling Services at 792- 2211, or in Reid Centennial Hall room 111.

Your participation in this study is greatly appreciated.  The results of this study could possibly lead to understandings and methods to assist undergraduate students in reducing their stress and anxiety levels, as well as increasing feelings of well-being. Results will be presented at the poster presentation of senior psychology students’ research in May 2005. Results may also be presented at a regional or national psychology conference, or submitted for publication. 

By signing below you are giving your consent to participate in this research, including data from the instructor about attendance and the daily diary of meditation practice. You have had a chance to ask questions, and have any questions satisfactorily answered. You understand the voluntary nature of your participation, and your right to withdraw from the study, have your data destroyed, or simply skip a question that you would prefer not to answer. You understand your course grade will not be affected in any way by either participating or not participating in the study. You will be given a copy of this consent to keep, and will be reminded of these rights before the last set of measures is completed during your last class of the course.

______________________________________________________Participant Signature  _________ Date

