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	University of the Pacific

Institutional Review Board

Human Subjects Activity Review Form


	Project Information

	Investigator Name:
	Haylee Bettencourt

	Phone:
	209-485-4586

	Preferred Mailing Address:

(Street, city, state & zip)
	1816 Christina Ave. Stockton, CA 95204

	E-Mail Address
	hbettencourt@pacific.edu

	College/School
	University of the Pacific Graduate School

	Department
	Health, Exercise and Sport Sciences

	If Student, Name of Advisor:
	J. Mark Van Ness

	        Advisor Dept:
	Health, Exercise and Sport Sciences

	        Advisor Phone:
	209-946-2717

	        Other Committee Members:
	

	If Student, Expected Graduation Date:
	05/2016

	Project Title:
	Does heart rate recovery following exercise help detect training distress in collegiate soccer players?

	Date that required Human Subjects Research 
training was completed 
	

	Review category & number
(If exempt, attach required cover memo)
   IF EXEMPT #4, please do not fill out sections I-VII. 
  Skip to Section VIII.
	

	When do you plan to begin this study (date/year?)
	07/27/2015

	What is the expected duration of the study?
	19 weeks

	Has this project been reviewed by any other IRB?
	No

	If yes, give date of review(s) and outcomes (attach letter of decision from the IRB)
	N/A

	        Date(s):
	

	        Outcome(s):
	


	Project Support

	 FORMCHECKBOX 
Funded
    FORMCHECKBOX 
 Unfunded
	If funded, list source:


	Does any conflict of interest exist between the funding source and the investigator?  

 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No

(refer to Conflict of Interest Policy at:

http://web.pacific.edu/x14005.xml
	If yes, describe:




	 Investigator Status (Check one)

	 FORMCHECKBOX 
Student
 FORMCHECKBOX 
Faculty
 FORMCHECKBOX 
Administrator
 FORMCHECKBOX 
Other____________________________




Investigator Signature and Certification:
1) In submitting this proposed project and signing below, I certify that:   
2) I have read and understand the Investigator’s Manual on Research with Human Subjects;  
3) I will conduct the research involving human subjects as presented in the protocol and approved by the unit, faculty supervisor (if a student project), and IRB;  
4) I will meet all responsibilities of the research investigator as outlined in the Manual, including obtaining and documenting informed consent and providing a copy of the consent to each subject; 
5) I will present any proposed modifications in the research to the IRB for review prior to implementation; 
6) All conflicts of interest between myself and any funding agencies have been resolved to the satisfaction of the University of the Pacific Office of Sponsored Programs, and, 
7) I will report to the IRB any problems or injuries to subjects.

Signed:






Date: 
________________________________________

_____________________________

Faculty Supervisor Review (if researcher is a student):  My signature verifies that 
1) I will supervise this student’s research project, and
2) The research complies with federal and University policies regarding protection of human subjects.

Approval:____________________________________
Date:_________________________

Unit Review:  The signature below verifies that the project 
1) Has been reviewed by the unit, and 
2) Complies with federal and University regulations for research with human subjects.

Approval:____________________________________
Date:_________________________

      Name:____________________________________
NOTE:  Form must be signed by the investigator, faculty supervisor (if applicable), and a unit reviewer.  If all signatures are not present, form will be returned to the researcher.
Unit reviewer may be:  department chair, college dean, or a member of 

the Institution al Review Board within the researcher’s department

This page is for IRB Use Only

Review Category Assigned 

A.) Exempt: 
	Category numbers:
	

	Exempt cover letter included:
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
  No

	Consent form approved:
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
  No

	Reviewers Assigned:
	1.)

	
	2.)



B.) Expedited:  
	Category numbers:
	

	Consent form approved:
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
  No

	Reviewers Assigned:
	1.)

	
	2.)



C.) Full:

	Exempt cover letter included:
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
  No

	Consent form approved:
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
  No

	Designated Reviewers Assigned:
	1.)

	
	2.)


G.  Institutional Review Board Final Review:
	Meeting Date:
	

	Action Taken:
	

	      Proposal Approved
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
  No

	      Conditional Approval:
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
  No

	                 Comments:
	

	      Disapproved:
	

	                 Comments:
	


IRB Approval:

_____________________________________   Date:___________________________

INVESTIGATOR:   Please provide answers to all of the following questions (attach additional pages as needed).  
It is preferred that applications be signed, scanned as PDF documents, and submitted by e-mail to the IRB Administrator.  However, if paper copies are submitted, an original plus one clear copy (two total) should be submitted for Exempt projects; two clear copies (three total) should be submitted for Expedited proposals; twelve (one original and eleven clear copies) should be submitted for Full Review protocol.

I. Purpose and Objectives of the Research

	The purpose of this research is to provide coaches and athletic trainers with an additional way to diagnose training distress and possibly overtraining syndrome.  Training distress will be documented using a profile of mood states questionnaire (POMS) and then monitoring heart rate recovery throughout an entire season. This may allow us to identify heart rate recovery changes that occur throughout the season since it has been shown to be a marker of training status (Lamberts, 2010). This suggests that a state of training distress could be determined based off of various changes in heart rate recovery. If training distress is present in athletes during season, this study could support the idea of extending the competitive season to become a year-round sport. 


II. Description of Subject Population(s)

	A.) Who are the subject groups and how are they being recruited?


	Participants of this research will include NCAA Division I soccer players competing for the University of the Pacific.  Both male and female soccer players from the ages of 18-22 will participate in the study.  They will be selected on a volunteer basis.  

	B.)  What is the maximum # of subjects you will enroll?
	60

	C.) Are you advertising for subjects?

 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
  No

If yes, include a copy of the proposed advertisement. 

	D.)  What are the criteria for selection and/or exclusion of subjects?  (Refer to Manual Sections V and VIII.)
	Participants must be a member of the University of the Pacific’s Division I men’s or women’s soccer teams.  They must attend the required number of practices as well as obey all of the team rules.  If a participant fails to do so they will be asked to no longer participate in the study.  

	E.)  If special populations are being used, please justify.  (Refer to Section X in the Manual).


	N/A



III. Activities Involving Human Subjects

A.)
Describe the activities involving each subject group described in II.A.  Include the expected amount of time subjects will be involved in each activity, and where the activities will be conducted. ATTACH methodology section of your grant proposal, dissertation or thesis.
	Testing Protocols will be standardized across all groups & participants. The following outlines the typical time needed to complete each component of the test:
Bruce Treadmill Protocol: 30 min.
Profile of mood states questionnaire:  25 min. 

2 Shuttle Run Tests:  10 min. 

Total Time: 1 hr. and 5 min. every 3 weeks
Setting: The Shuttle runs will be conducted at the University of the Pacific Knoles Soccer Field, while the Bruce Treadmill Protocol will take place in Main Gym.  The questionnaires will be administered inside Main Gym as well. 


B.) How will the data be collected?  Check all that apply:

 FORMCHECKBOX 
  Questionnaires (submit a copy)

 FORMCHECKBOX 
 Interviews (submit list of questions)

 FORMCHECKBOX 
 Observances (briefly describe)

	Heart rate will be monitored and recorded on the POLAR software, which will be exported from the system.


 FORMCHECKBOX 
 Standardized tests (list names of tests, AND attach copy of each test)

	Bruce Protocol

300 yard Shuttle Test

Profile of Mood States Questionnaire 
See attached copies of the standard testing protocols.




 FORMCHECKBOX 
Other (describe)

	


Data

A.) How will the data be recorded (notes, tapes, computer files, completed questionnaires or tests, etc.)?
	Each subject will be assigned a generic identifier – this identifier will be used on all data files – the key will be kept on a password protected file.

Heart rate recovery data will be recorded via POLAR software, using heart rate monitors that all athletes have.

Standardized data collection sheets will be filled out by hand and transcribed onto a computer file to analyze the data. 
Observational notes will be hand written by myself and kept for data analysis.  


B.) Will medical records or other patient data be accessed?  Refer to the IRB Investigators Manual for the 18 identifiers listed in HIPAA regulations and a sample HIPAA Authorization
 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
  No

If yes, complete the HIPAA Privacy Rule Questionnaire and provide a copy of the HIPAA Authorization Form that will be used.
C.) Who will have access to the gathered data, and how will confidentiality be maintained during the study, after the study, and in reporting of results?

	The only person that will have access to the gathered data will be the research conductor (myself).  Confidentiality will be maintained because I will be the only person that has access to the identifier key code. The unique identifier will be used from the beginning of the study and will be used in all physiological tests and questionnaires.  Following the completion of the study and during the reporting of results subjects will be referred to by their number identifier. All recorded times and answers on questionnaires will be kept completely confidential.  



D.) What are the plans for the data after completion of this study, and how and when will the data be maintained or destroyed?   Describe method(s) of destroying the data, including any audio or visual recordings.
	Upon completion of this study the data will be maintained in an anonymous fashion. If desired, participants of the study will be given their individualized results upon a signature release. Tests will be linked by participant number rather than name. Connection of participant name to number will not be available after signed release so that data cannot be linked to subjects. 
All raw data will be kept for three years after publication of the findings, then data sheets will be shredded and computer files will be purged.


IV.  Benefits, Risks, Costs

A.) What are the potential benefits to humanity?

	The potential benefits of this study are for coaches, athletic trainers and players.  By completing this study we hope to find a way to prevent training distress as well as overtraining syndrome by using a physiological indicator.  The benefit would be that the athletic staff or athlete would be able to identify these risk factors early and hopefully prevent injury, poor performance, or burnout from the sport before it is too late.  


B.) What are the potential benefits to the subjects?

	Participants of this study will be NCAA Division I soccer players who tend to train so hard in order to maximize performance.  Due to the short season and an increase in training load, recovery time typically decreases causing athletes to reach a state of training distress that may lead to possible overtraining syndrome. By monitoring their physiological and psychological states, we may prevent future athletes from a decrease in performance, injury or burnout during a season. This could also be presented to the NCAA to encourage a longer season, allowing for adequate rest and recovery when competing at such a high level.   


C.) What compensation, if any, will be offered to the subjects and how will payment be scheduled throughout the study? 

	No compensation will be offered to subjects. 


D.) Assessment and Description of Risks
1.)  What risks to the subject are most likely to be encountered, and at what level?

	Type of Risk
	Not applicable to this study
	Minimal
	More than Minimal
	Not Sure

	Physical
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Psychological (emotional, behavioral, etc. – including anxiety)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Sociological (employability, financial, reputation, etc.)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Loss of confidentiality
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Criminal or civil liability
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Deception
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Economic
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Other (explain) 
	         FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 



2.) Describe all risks identified in D1.

	Physical- These risks have been designated as “Minimal” because the selected physiological test (Bruce Protocol, Shuttle Runs) are no different than what NCAA Division I athletes are used to performing. There is always a risk during training and competition, but these tests are considered very low risk compared with what is expected during typical training and competition. . 
Psychological- The psychological risks are minimal because the subjects will not be deceived in any way.  They will also be following protocol and continuing through a training period that is not different from any they have been through before.  
Sociological- There are no sociological risks to this study.  We will not be asking any questions about employability, financial reputation etc.  
Loss of Confidentiality- “Minimal” risks were chosen for this study because as participants will have access to their results upon signed release it will be their decision whether or not to share these results with others which may compromise their individual confidentiality. 

Criminal or Civil- “Not applicable to this study” None of the tests, actions, or presentations of this study &/or results contradict state or federal laws and respect the human rights of participants. 

Deception- “Not applicable to this study” All participants will be briefed on the aims, purpose, hypothesis, and results of this study. Information related to the participants’ involvement will not be withheld from them.
Economic- “Not applicable to this study” There will be no positive or negative financial impact on participants involved with this study




E.) What safeguards will you use to eliminate or minimize each of these risks?  If subjects experience adverse reactions, how will they be managed?
	Physical- The tests that were chosen for this study align with the physical demands of soccer for which the athletes are exposed to constantly as a participant of their given sport. 
*Pre-participation physicals will be given to all athletes by the athletic training staff and the University before any activity is to be completed.  
*Standard emergency procedures (CPR/First Aid) will be performed during any adverse reactions. 

*Introduction & demonstration of testing procedures will be presented to all participants. 
*A test will be immediately ceased in the case of emergency, improper form that could result in injury, or upon request of the participant

Psychological- The aims of each test will be explained to all the participants and be provided informed consent for the study.  Participants will be informed that the study is meant to monitor emotional effects through the different training cycles and should be aware of how they are feeling.   If the participant begins to feel overwhelmed by the questionnaires of the study that participant is free to withdraw from the study at any time or may be removed from the study if the investigator thinks they are experiencing undo psychological stress.   
Sociological- Participants will have no sociological effects to the study.  All information they present to the study will be completely confidential and will have nothing to do with the sociological aspect of their lives. 
Loss of Confidentiality- All participants will be assigned an identification code that only the PI will have access. Subjects in the study will have access to their results upon signed release and it will be their decision whether or not to share these results with others which may compromise their individual confidentiality. Prior to release of information to participants they will be educated and provided a written description outlining these measures provided are for personal knowledge and in no way are mandatory to report to any other individual. Anonymity and coding of participant information will help maintain the integrity of confidentiality. 
Criminal or Civil- “Not applicable to this study” None of the tests, actions, or presentations of this study &/or results contradict state or federal laws and respect the human rights of participants. 

Deception- “Not applicable to this study” All participants will be briefed on the aims, purpose, hypothesis, and results of this study. Information related to the participants involvement will not be withheld from them.

Economic- “Not applicable to this study” There will be no positive or negative financial impact on participants involved with this study




F.) What are the costs, if any, to the subjects (monetary, time, etc.)?

	The questionnaires and physiological tests will not cost the subjects any money.  The only “cost” to them is an extra 55 min. to perform the physiological test once every 3 weeks, as well as 25 minutes in order to complete the POMS questionnaire once every 3 weeks.  


V. Other Compliance Issues

A.) If this project may be subject to other regulations, such as state or local laws protecting special populations, or the use of a new drug or device, please identify and discuss.

	Not Applicable


B.) If this project involves any of the following activities, requiring consideration by another committee, please check:

 FORMCHECKBOX 
Animal Use and Care

 FORMCHECKBOX 
Radiation Safety (including use of x-rays, microwaves)

 FORMCHECKBOX 
Biological Safety (including recombinant DNA, biohazards)

 FORMCHECKBOX 
Chemical Safety (including hazardous waste materials, chemical 

     carcinogens, flammable, lab safety)

VI. Informed Consent

A.) How will the study be explained to the subjects, and by whom?

	Participants of the study will be provided a written outline of the proposed research that summarizes the purpose of the study, methodology, reasons for testing and why they correlate to the population being tested. A signed “Informed Consent” document will outline all of that information as well as resources available to them as a participant of the study. 
Oral explanation of the study will be provided to the participants by the investigator.


B.) Attach informed consent form(s) you will use in the study (refer to Section IX in the Manual).

C.) Indicate rationale for any special conditions relating to informed consent (e.g., request for approval to obtain oral consent or waiver of documentation).  

	Participants will complete a pre-participation physical at the beginning of the season by the athletic training staff clearing them to train. This will be an important part of the participants’ informed consent as they will need to know there is a “Minimal” physical risk associated with their involvement. 


VII. Fill out this section ONLY if you are requesting Exemption Category 4.
	1.
What is (are) the type(s) of data or specimens?

	     

	2.   Were the data/biological specimens originally collected solely for research purposes?

If yes, please attach a copy of the IRB approval and approved consent form for the research responsible for the original data collection.
	 FORMCHECKBOX 
__
 Yes
   FORMCHECKBOX 
__
No

	3.
What is the source of the existing or archived data/biological specimens (be specific: e.g. medical records, specimen bank, etc.)?

	     

	4.
Briefly describe the purpose of the project and attach a copy of the research protocol and any other study related materials (data collection forms, etc.).

	     

	5.
Is the source publicly available?


“Publicly available” means that the general public can obtain the data/biological specimens. Sources are not considered “publicly available” if access is limited to researchers.
	 FORMCHECKBOX 
__
 Yes
   FORMCHECKBOX 
__
No

	6.
How are data/biological specimens identified when they are made available to your study team?


a.
 FORMCHECKBOX 
__
Direct Identifiers (subject name, address, social security number, entire medical record, etc.)


b.
 FORMCHECKBOX 
__
Indirect Identifier  (an assigned code used to track specimens)


c.
 FORMCHECKBOX 
__
No Identifier (neither the researcher nor the source providing the data/biological specimens



can identify a subject based upon information provided with the data/biological specimens)

	7.
If (a) or (b) is checked above and you are requesting permission to study
biological specimens, will the identifier provided with the specimens be
removed and destroyed upon receipt by your study team?
	 FORMCHECKBOX 
__  Yes     FORMCHECKBOX 
__  No*
 FORMCHECKBOX 
__  Does not apply  

	8.
If (a) or (b) is checked above and you are requesting permission to study

archived data, will you abstract and record any subject identifiers as part of

the data collection process? 
	 FORMCHECKBOX 
__  Yes*   FORMCHECKBOX 
__  No

 FORMCHECKBOX 
__  Does not apply  

	9.
Will any data or biological specimen(s) be collected from subjects after

submission of this application?
	 FORMCHECKBOX 
__  Yes*   FORMCHECKBOX 
__  No

	* Your research protocol does not qualify for Category 4 exemption from IRB review.

Please revise your Category, and fill out the remainder of the Human Subjects Review Form.


Protocol Review  Number:__________________


(Assigned by IRB)
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