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Venous catheter insertion 
and Blood draws 
 
 
Samples from the earlobe 

1. Localized swelling, soreness, bruising, and 
chance of infection, bleeding, pain, 
lightheadedness or possible fainting. 
 
2.Soreness, bruising, infection, and scarring. 
A total of one large drop of blood will be taken 
each time 

1. It occasionally occurs 
 
 
 

2. It occasionally occurs 

Exercise Testing/Sessions 
 
 
 

1. Light-headedness, shortness of breath and 
altered heart rate & blood pressure. Muscle 
soreness at your neck, upper back, shoulders, 
arms & hands 

2. Fainting, heart attacks or death 
 

3. Muscle soreness 

1. It is fairly common 
 
 
  

2. It is very rare  
 

3. It is fairly common 

Oral Glucose Tolerance 
Test  

1. Nausea from drinking a lot of glucose (sugar) 1. Occasionally occurs 

 
  

 
 
H.  RISK REDUCTION 
Describe procedures for protecting against or minimizing potential risk.  Where appropriate, discuss provisions for 
ensuring necessary medical or professional intervention in the event of adverse events to the subjects.  Describe the 
provisions for monitoring the data collected to ensure the safety of subjects, if any. 
 

To minimize the risk of adverse events, only apparently healthy LOW RISK individuals fit for exercise will participate in 
this study; no matter how thorough the screening process, it is impossible to define anyone as “healthy”, therefore the 
ACSM uses the term apparently, or outwardly healthy, with no specific signs of disease. It is not necessary to have a 
physician present during exercise testing with Low Risk individuals. A self-report Health History Questionnaire will be 
reviewed, and each potential subject will be asked to indicate whether they have used any prescription stimulant drugs in 
the past in the past 6 months. Furthermore, individuals will be asked to review the list of illegal drugs on the Health 
History Questionnaire (Appendix C) and simply answer YES  to having used any of the drugs listed or NO to never having 
used any of the drugs listed.  All subjects will be advised of the risk for arrhythmias and death after using strong stimulants 
like amphetamines and cocaine.  
Heart rate and effort level will be monitored throughout all exercise sessions. Individuals exhibiting abnormally high heart 
rates or blood pressures, or symptoms of nausea or syncope, will be stopped from further exercise and asked to lie down 
for further monitoring. In the event of emergencies, emergency help will be contacted based on CRS standard operating 
procedures. All research staff are trained in CPR/BLS or ALS and safety procedures will be reviewed prior to beginning 
the study. An AED will be available should the need arise and emergency numbers will be available to all personnel. 
 
 

I.  ADDITIONAL SAFEGUARDS FOR VULNERABLE PARTICIPANTS  
Describe any additional safeguards to protect the rights and welfare of participants if you plan to involve special cases 
of subjects such as children, pregnant women, human fetuses, neonates, prisoners or others who are likely to be 
vulnerable.   
 

Safeguards to protect the rights and welfare of participants might relate to Inclusion/Exclusion Criteria: (“Adults 
with moderate to severe cognitive impairment will be excluded.”  “Children must have diabetes.  No normal controls 
who are children will be used.”)  Consent: (“Participants must have an adult care giver who agrees to the participant 
taking part in the research and will make sure the participant complies with research procedures.”  “Adults must be 
able to assent.  Any dissent by the participant will end the research procedures.”)  Benefit: (“Individuals who have not 
shown benefit to this type of drug in the past will be excluded.”).   
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N/A 
  

 
J.  RISK/BENEFIT 
Discuss why the risks to participants are reasonable in relation to the anticipated benefits to subjects and in relation 
to the importance of the knowledge that may reasonably be expected to result.  If a test article (investigational new 
drug, device, or biologic) is involved, name the test article and supply the FDA approval letter. 
 

None of the study procedures performed in this study exceed what would occur in routine medical testing. Blood sampling 
will involve small samples, and subjects will be performing exercise sessions at an intensity level that are not uncommon 
for individuals in this range during general recreation on the weekends (e.g., football, basketball pick up games, or general 
“play”). While individual benefits will be unlikely, this research will provide greater insight into the underlying 
mechanisms for why sprint exercise improves metabolic function, as has been shown in many different populations. 
Further, understanding the cytokine/myokine response to brief exercise may allow us to develop more optimal training 
programs to treat metabolic diseases, like diabetes, with exercise.  
  
 

K. COMPENSATION PLAN 
Compensation for participants (if applicable) should be described, including possible total compensation, pro-rating, 
any proposed bonus, and any proposed reductions or penalties for not completing the project. 
 

No compensation will be provided for completing this study. However, participants will receive a summary of their health 
screening, fitness test results and consultation on starting an exercise program. 
  
 

 
L.  CONSENT ISSUES 

 
1.  CONSENT PROCESS 
Indicate who will be asked to provide consent/assent, who will obtain consent/assent, what language (e.g., English, 
Spanish) will be used by those obtaining consent/assent, where and when will consent/assent be obtained, what steps 
will be taken to minimize the possibility of coercion or undue influence, and how much time will subjects be afforded 
to make a decision to participate. 
 

All health screening and consents will be conducted in English by Chris Harnish at the HHP lab in Franklin Street Gym 
room 332. All subjects informed of the purposes of the study verbally before signing an informed consent document 
approved by the Virginia Commonwealth University IRB. Once consent has been obtained, we will complete a full health 
history (as outlined above) and risk factor assessments will use a checklist (Appendix C). Interested participants may take 
the consent home to read and will be afforded as much as is feasible to conduct the study. 
  

 
 
2.  SPECIAL CONSENT PROVISIONS 
If some or all subjects will be cognitively impaired, or have language/hearing difficulties, describe how capacity for 
consent will be determined. Consider using the VCU Informed Consent Evaluation Instrument available at 
http://www.research.vcu.edu/irb/guidance.htm.  If you anticipate the need to obtain informed consent from legally 
authorized representatives (LARs), please describe how you will identify an appropriate representative and ensure 
that their consent is obtained.  Guidance on LAR is available at http://www.research.vcu.edu/irb/wpp/flash/XI-3.htm.  
 

N/A 
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3. ASSENT PROCESS 
If applicable, explain the Assent Process for children or decisionally impaired subjects.  Describe the procedures, if 
any, for re-consenting children upon attainment of adulthood. Describe procedures, if any, for consenting subjects 
who are no longer decisionally impaired.  Guidance is available at http://www.research.vcu.edu/irb/wpp/flash/XV-
2.htm and http://www.research.vcu.edu/irb/wpp/flash/XVII-7.htm. 
 
N/A 
 
 
4.  REQUESTS FOR WAIVERS OF CONSENT  (COMPLETE IF REQUESTING ANY TYPE OF WAIVER OF CONSENT OR ASSENT) 
 
4-A.  REQUEST TO WAIVE SOME OR ALL ELEMENTS OF INFORMED CONSENT FROM SUBJECTS OR PERMISSION FROM 
PARENTS: A waiver of informed consent means that the IRB is not requiring the investigator to obtain informed consent OR 
the IRB approves a consent form that does not include or alters some/all of the required elements of consent.  Guidance is 
available at http://www.research.vcu.edu/irb/wpp/flash/XI-1.htm.  NOTE: Waiver is not allowed for FDA-regulated 
research unless it meets FDA requirements for Waiver of Consent for Emergency Research (see below). 
 
4-A.1.  Explain why a waiver or alteration of informed consent is being requested. 
       
 
4-A.2.  Describe how this study meets ALL FOUR of the following conditions for a waiver or alteration: 

• The research involves no more than minimal risk to the participants. ! Explain how your study meets this 
criteria:        

 
• The waiver or alteration will not adversely affect the rights and welfare of participants. ! Explain how your 

study meets this criteria:        
 
• The research could not practicably be carried out without the waiver or alteration. ! Explain how your study 

meets this criteria:        
 
• Will participants be provided with additional pertinent information after participation? 

  Yes  
  No ! Explain why not:       

 
 
 
4-B.  REQUEST TO WAIVE DOCUMENTATION OF CONSENT:  A waiver of documentation occurs when the consent process 
occurs but participants are not required to sign the consent form.  Guidance is available at 
http://www.research.vcu.edu/irb/wpp/flash/XI-2.htm .  One of the following two conditions must be met to allow for 
consenting without signed documentation. Choose which condition is applicable and explain why (explanation 
required): 
 

 The only record linking the participant and the research would be the informed consent form. The principal risk to the 
participant is the potential harm resulting from a breach of confidentiality. Each participant will be asked whether he/she 
wants documentation linking the participant with the research and the participants wishes will govern. ! Explain how 
your study fits into the category:        
 

 The research presents no more than minimal risk of harm to participants & involves no procedures for which signed 
consent is normally required outside of the research context. ! Explain how your study fits into the category:        

 
4-C.  REQUEST TO WAIVE SOME OR ALL ELEMENTS OF ASSENT FROM CHILDREN ! AGE 7 OR FROM DECISIONALLY 
IMPAIRED INDIVIDUALS: A waiver of assent means that the IRB is not requiring the investigator to obtain assent OR 
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the IRB approves an assent form that does not include some/all of the required elements.  Guidance is available at 
http://www.research.vcu.edu/irb/wpp/flash/XV-2.htm.   
 
4-C.1.  Explain why a waiver or alteration of informed consent is being requested. 
       
 
In order for the IRB to approve a request for waiver of assent, the conditions for 4-C.2, 4-C.3, OR 4-C.4 must be met. 
Check which ONE applies and explain all required justifications. 
 
4-C.2.   Some or all of the individuals age 7 or higher will not be capable of providing assent based on their 

developmental status or impact of illness.  ! Explain how your study meets this criteria:        
 
4-C.3.   The research holds out a prospect of direct benefit not available outside of the research.  ! Explain how 

your study meets this criteria:        
 
4-C.4.   Describe how this study meets ALL FOUR of the following conditions: 

• The research involves no more than minimal risk to the participants. ! Explain how your study meets this criteria:  
      

 
• The waiver or alteration will not adversely affect the rights and welfare of participants. ! Explain how your study 

meets this criteria:        
 

• The research could not practicably be carried out without the waiver or alteration. ! Explain how your study meets 
this criteria:        

 
• Will participants be provided with additional pertinent information after participation? 

  Yes  
  No ! Explain why not:       

 
4-D.  REQUEST TO WAIVE CONSENT FOR EMERGENCY RESEARCH:  Describe how the study meets the criteria for 
emergency research and the process for obtaining LAR consent is appropriate.  See guidance at 
http://www.research.vcu.edu/irb/wpp/flash/XVII-16.htm. 
 

N/A 
  

 
5.  GENETIC TESTING 

If applicable, address the following issues related to Genetic Testing. 
 
5-A. FUTURE CONTACT CONCERNING FURTHER GENETIC TESTING RESEARCH 
Describe the circumstances under which the subject might be contacted in the future concerning further participation 
in this or related genetic testing research. 
 

N/A 
  

 
5-B. FUTURE CONTACT CONCERNING GENETIC TESTING RESULTS 
If planned or possible future genetic testing results are unlikely to have clinical implications, then a statement that the 
results will not be made available to subjects may be appropriate. If results might be of clinical significance, then 
describe the circumstances and procedures by which subjects would receive results. Describe how subjects might 
access genetic counseling for assistance in understanding the implications of genetic testing results, and whether this 
might involve costs to subjects. Investigators should be aware that federal regulations, in general, require that testing 
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results used in clinical management must have been obtained in a CLIA-certified laboratory. 
 

N/A 
  

 
5-C. WITHDRAWAL OF GENETIC TESTING CONSENT 
Describe whether and how subjects might, in the future, request to have test results and/or samples withdrawn in 
order to prevent further analysis, reporting, and/or testing. 
 

N/A 
  

 
5-D. GENETIC TESTING INVOLVING CHILDREN OR DECISIONALLY IMPAIRED PARTICIPANTS 
Describe procedures, if any, for consenting children upon the attainment of adulthood. Describe procedures, if any, 
for consenting participants who are no longer decisionally impaired. 
 

N/A 
  

 
5-E. CONFIDENTIALITY OF GENETIC INFORMATION 
Describe the extent to which genetic testing results will remain confidential and special precautions, if any, to protect 
confidentiality. 
 

N/A 
  

 



Summary of Progress for IRB # 14990 
 

June 2nd, 2014 

The study titled, Comparison of two different work to rest ratios on the acute metabolic and 

inflammatory effects of a single bout of sprint interval training, has been progressing well since 

September of 2013. To date we have enrolled 17 subjects, with a total of 15 completing testing as 

February 19th; our final subject completed testing on the 19th, with no further enrollees. The data 

collection for the study is complete. The following is a summary of subject data: 

Consent:  17 

Completed:  15 (13 males, 2 females) 

Currently enrolled:  0 (all collection completed) 

Withdrawals: 2 (1 male, 1 female)* 

Unanticipated events: 7 (Nausea)** 

Adverse events: 0 

* Withdrawals: One male subject developed bronchitis following the first baseline OGTT and 

withdrew. One female withdrew prior to any study appointments due to lack of time. 

** See below.  

 At the end of August, Jeffrey Erickson, medically responsible consultant, left VCU for a 

new position. Dr. Elizabeth Ripley temporarily filled in as our medical consultant for a brief 

period before Dr. Richard Kunz assumed the role August 16th, 2013.  

 In October we received approval to begin enrolling women (see amendment below) into 

the study and have presently completed a total of 2. We also have 2 males currently enrolled in 

the study, and expect to complete their appointments by mid-January. All but one subject have 

been recruited from the VCU Monroe or MCV campus and have generally tolerated the research 

well. We have completed all testing at this time. No further subjects have been enrolled 

since testing ended in February. 



Summary of Progress for IRB # 14990 
 

June 2nd, 2014 

Amendments: 

Only one amendment was added to the study, the request to enroll women. Approval received 

10/23/13. 

Unanticipated Events: 

While we have advised subjects on the potential for dizziness and nausea during sprint training, 

we did not anticipate the prevalence (7 of 15; 6 males, 1 female) of nausea during our Wingate 

sprint sessions. This is not uncommon, but generally not seen as often in either research or 

classroom settings. We surmise the greater prevalence is due to subjects exercising in a fasted 

state. However, no adverse outcomes have occurred, and all subjects have reported recovering 

quickly after or even during exercise. It has not had a significant impact on data collection. 

Additional Funding: 

In order to fund the additional analysis of cytokines for this study we established a crowd 

funding project page through Experiment.com, the leading research crowd funding 

platform. The page provides an abridged layperson summary of the study purposes and 

methodology, and adheres to the submitted IRB research plan (6.3.14). Individual donors 

are known to the public, and those with potential conflicts of interest, like research 

subjects, can be declined (no persons with COI’s donated). Expenditures for study 

expenses are documented and must conform with the outline of the study on the website. 

Crowd funding goals must be met for any funds to be made available. Our project 

successfully met our goal and we will be rerunning some blood samples to complete all our 

analyses. 
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Would you like to test your fitness level? 

Do you want to learn more about your Health? 

If you answered yes to any of these questions, are between the 
ages of 18 and 35 years, and do not participate in strenuous 
exercise training, you may be invited to participate in a 3 week 
study examining the effect of sprint exercise and health 
improvement. During this time you will only participate in TWO 
sprint sessions lasting ~30 minutes and a few other non-exercise 
test sessions on the VCU campus, including blood draws. As part 
of your participation you will receive: 
 
• A FREE cardiovascular fitness test 
• A FREE dietary assessment 
• A FREE Body Fat test 
• Detailed information on your cardiovascular fitness and advice 

on exercise training 

Research will involve a series of tests over a 3 week period of time 
at no cost to you. If you would like more information, please contact 
Chris Harnish, M.S. in the Dept of Health and Human Performance 
at VCU. 
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EMAIL ANNOUNCEMENT 

 

Would you like to test your fitness level? 

Do you want to learn more about your Health? 

If you answered yes to any of these questions, are between the ages of 18 
and 35 years, and do not participate in strenuous exercise training, you may 
be invited to participate in a 3 week study examining the effect of sprint 
exercise and health improvement. During this time you will only participate 
in TWO sprint sessions lasting ~30 minutes and a few other non-exercise 
test sessions on the VCU campus including blood draws. As part of your 
participation you will receive: 

• A FREE cardiovascular fitness test 

• A FREE dietary assessment 

• A FREE Body Fat test 

• Detailed information on your cardiovascular fitness and advice on 
exercise training 

Research will involve a series of tests over about a 3 week period of time at 
no cost to you. If you would like more information, please contact Chris 
Harnish, M.S. in the Dept of Health and Human Performance at VCU. 

Please contact Chris Harnish @ harnishc@vcu.edu 
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CLASS ANNOUNCEMENTS 

We are conducting a three week trial comparing two different sprint interval 
sessions. We want to understand the effect of sprint exercise on health 
improvements. During the study you will only participate in TWO sprint 
sessions lasting ~30 minutes and a few other non-exercise test sessions on 
the VCU campus including blood draws. As part of your participation you 
will receive: 

• A FREE cardiovascular fitness test 

• A FREE dietary assessment 

• A FREE Body Fat test 

• Detailed information on your cardiovascular fitness and advice on 
exercise training 

Research will involve a series of tests over a 3 week period of time at no 
cost to you. If you would like more information, please contact Chris 
Harnish, M.S. in the Dept of Health and Human Performance at VCU. 

Contact information can be obtained from myself or your instructor. 
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RESEARCH PARTICIPANT INFORMATION AND CONSENT FORM 
 
 
TITLE: Comparison of two different work to rest ratios on the acute metabolic and 
inflammatory effects of a single bout of sprint interval training 
 
VCU IRB PROTOCOL NUMBER: HM14990 
 
INVESTIGATOR: Edmund Acevedo 
 
If any information contained in this consent form is not clear, please ask the study doctor 
or the study staff to explain any information that you do not fully understand.  You may 
take home an unsigned copy of this consent form to think about or discuss with family or 
friends before making your decision. 
 
PURPOSE OF THE STUDY 
 
The purpose of this research study is to compare the health benefits of using two different 
types of sprint exercise with long and short rest periods. You are being asked to take part 
in this study because you have the age and body characteristics that are representative of 
common research subjects. 
 
DESCRIPTION OF THE STUDY  
 
Sprint exercise involves pedaling a bicycle as fast as possible for 30 sec or less using a 
resistance setting based on your body weight. You will be required to perform an exercise 
fitness test and a series of blood tests over a one week period of time followed by two 
individual sprint sessions, one with short rest and one with long rests, along with some 
blood tests after each sprint session. Each session will be separated by at least one week 
and your total time commitment for the study will be three weeks. Women who are 
pregnant or experiencing premature menopause will not be included in this study. 
 
Significant new findings developed during the course of the research like improvement in 
how you process sugar and improvement in blood chemicals that block sugar processing 
may allow us to better use exercise to control diseases like diabetes. Approximately 16 
men and 16 women will participate in this study. 
 
PROCEDURES 
 
If you decide to be in this research study, you will be asked to sign this consent form after 
you have had all your questions answered. Remaining procedures will take place on the 
MCV campus’ Clinical Research Service in the North Hospital. 
 
At your first study visit (Day 1) of about 1 hour, your medical history will be taken and 
your risk for heart related disease will be assessed to ensure it is safe for you to 
participate in this study. Other measurements will include your height and weight, pulse, 
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and blood pressure. You will also be given a 3 day dietary recall packet for you to record 
what you eat prior to the next visit. 
 
On your second visit (~about 3 days later) you will perform an oral glucose tolerance test, 
or OGTT, after an overnight fast between 7 and 8 am; an overnight fast means that you 
may not eat any food or drink any beverage, other than water, after 8 pm the night prior 
to any exercise session and/or blood testing. It is also important that you do not take any 
stimulant products containing caffeine, guarine (guarana), taurine, or nicotine, as well as 
pain relievers, like aspirin, acetaminophen, naproxen sodium, or ibuprofen, during this 
fasting period. Any of these products could adversely affect your response to sprint 
exercise. An OGTT examines your sugar tolerance and how your body uses insulin.  A 
nurse will insert a catheter for blood sampling ease, and a blood sample (about 1-2 
tablespoons each) will be taken to measure the amount of glucose and insulin, as well as 
specific blood chemicals and hormones that affect glucose and insulin. You will then 
drink a half cup of a sugar drink. Additional blood samples will be taken just prior to 
drinking the sugar water and then 30, 60, 90 and 120 minutes after drinking. This test will 
be performed four times during the study. During this OGTT we will estimate the amount 
of body fat you have using bio-electrical impedance (BIA); the BIA sends a miniscule 
electrical current that estimates body fat from the amount of water you have in your body. 
 
Following this OGTT, you will perform an exercise test on a bike. A plastic nose plug 
will be placed on your nose and you will breathe into a rubber mouthpiece so that your 
breathing can be measured. You will be asked to pedal at a set speed throughout the test 
session, while workload increases every 2 minutes. You will continue to exercise until 
you can no longer maintain the speed set, you wish to stop due to volitional exhaustion 
(you feel you cannot continue), you feel ill, like nausea, or if you experience chest pain. 
At the end of the test a tiny drop of blood will be collected from your earlobe with a 
small lancet (the same device a person with diabetes uses to prick the end of their finger 
to test blood sugar) to measure your lactic acid levels. You might experience some 
earlobe soreness after testing. Measuring lactic acid helps determine how hard you 
worked and how much sugar you burn. During the last part of the exercise test, you will 
be verbally encouraged to continue as long as possible. You will complete this test once 
during the study. 
 
On your third visit (~day 10) you will complete another OGTT after an overnight fast at 
the same time of morning as your second visit. This will allow us to be sure there are no 
changes in your blood tests when you are not exercising; in other words, we should not 
see a change without sprint exercise. These two visits will last about 2 hours each. 
 
Your fourth visit will take place the following morning (day 11) after an overnight fast at 
the same time as your first OGTT. We will take one initial blood sample prior to your 
exercise session measure blood chemicals and hormones, then you will complete an easy 
10 min warm-up of light bicycling before completing one of the following sprint exercise 
sessions (the order you complete these will be determined using a simple coin toss prior 
to your starting the study): 
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Sprint session with short rest: 
 
Sprint as fast as possible for 20 sec, then resting for 10 sec. You will repeat this TEN 
total times (5 min total time), or until you can no longer sprint due to fatigue. 
 
Sprint session with long rest  
 
Sprint as fast as possible for 30 sec, then rest for 4 minutes. You will repeat this for five 
total times, which will take less than 30 min total. 
 
Following each sprint session we will immediately take a blood sample for 
chemicals/hormones and a blood lactic acid measurement from the ear. You will then sit 
quietly for 1 hour after your training session before a final blood sample is taken that day. 
You are asked to refrain from any strenuous activity throughout the entire study period. 
Each sprint session will last about 2 hours. 
 
You will return to the lab the following morning, at the same prescribed time, for your 
fifth visit (day 12). You will complete another OGTT after an overnight fast at the same 
time of morning as your second visit. This will allow us to determine if the sprint 
exercise changed your sugar processing ability or blood chemical levels. This visit will 
take about 2 hours. 
 
You will be given at least one full week of rest after this first sprint session. 
 
Your sixth visit will then take place on day 20 after an overnight fast at the same time as 
your first OGTT. We will take one initial blood sample prior to your final exercise 
session to measure blood chemicals and hormones, you will then complete an easy 10 
min warm-up of light bicycling before completing the other sprint exercise session. You 
will again sit quietly for 1 hour after your training session before a final blood sample is 
taken that day.  
 
On your seventh and final visit (day 21), you will complete a final OGTT after an 
overnight fast at the same time of morning as your second visit. This will allow us to 
determine if the sprint exercise changed your sugar processing ability or blood chemical 
levels and compare it to the other sprint exercise values. 
 
Summary of Testing 
 
Time Test Procedures that will be done Time to Finish 
Day 0 Consent forms signed and Health screening  ~1 hr 
Day 3   – 8 am OGTT 1, Body Fat Test, Bike fitness test ~2 ! hrs 
Day 10 – 8 am OGTT 2 ~2 hrs 
Day 11 – 8 am Sprint Session 1 ~1 ! hrs 
Day 12 – 8 am OGTT 3 ~2 hrs 
Day 20 – 8 am Sprint Session 2 ~1 ! hrs 
Day 21 – 8 am OGTT 4 ~2 hrs 



 

[Version # 10/03/13] Page 4 of 7 
 

This Box for IRB Office Use Only – 
Do Not Delete or Revise 
Template Rev Date: 5-15-12 
 

RISKS AND DISCOMFORTS 
 

What may present a 
risk? 

Possible Risk/Side Effect How often has it 
occurred? 

Venous catheter 
insertion 
and Blood draws 
 
Samples from the 
earlobe 

1. Localized swelling, soreness, bruising, and 
chance of infection, bleeding, pain, 
lightheadedness or possible fainting. 
 
2.Soreness, bruising, infection, and scarring. 
A total of one large drop of blood will be 
taken each time 

1. It occasionally occurs 
 
 
 
2. It occasionally occurs 

Exercise 
Testing/Sessions 
 
 
 

1. Light-headedness, shortness of breath and 
altered heart rate & blood pressure. 
Muscle soreness at your neck, upper back, 
shoulders, arms & hands 

2. Fainting, heart attacks or death 
 
3. Muscle soreness 

1. It is fairly common 
 
 
  
2. It is very rare  
 
3. It is fairly uncommon 

Oral Glucose 
Tolerance Test  

1. Nausea from drinking a lot of glucose 
(sugar) 

1. Occasionally occurs 

  
BENEFITS TO YOU AND OTHERS 
 
There is no guarantee that you will receive any medical benefits from being in this study. 
The information gained from this research study may lead to a better use of exercise in 
management of diseases like diabetes and heart disease. 
 
COSTS 
There is no cost for the study visits.  
 
PAYMENT FOR PARTICIPATION  
Your participation is voluntary and you will not be paid to participate. However, you will 
receive a summary of your health screening, fitness test results and consultation on 
starting an exercise program. 
 
ALTERNATIVE TREATMENT 
Your alternative is not to participate in this study. 
 
CONFIDENTIALITY  
You should know that research data about you may be reviewed or copied by the sponsor 
of the research or by Virginia Commonwealth University. Personal information about 
you might be shared with or copied by authorized officials of the Department of Health 
and Human Services. Potentially identifiable information about you will consist of 
physical fitness, body fat, and overall health risk factors, as well as blood samples. Data 
is being collected only for research purposes. Once your consent form is completed you 
will receive a unique number ID for all study documents. Identification will then be 
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stored in a secure location. Your name or other personal information will not appear in 
any data collection or study documents. All personal identifying information will be kept 
in password protected files and these files will be deleted within 3 years of completion. 
Deidentified  data will be kept indefinitely.  Access to all data will be limited to study 
personnel. A data and safety monitoring plan is established. 
 
Although results of this research may be presented at meetings or in publications, 
identifiable personal information pertaining to participants will not be disclosed.   
 
COMPENSATION FOR INJURY or ILLNESS  
 
If you are injured by, or become ill, from participating in this study, please contact your 
study doctor immediately.  Medical treatment is available at the Virginia Commonwealth 
University Health System (VCU Health System).  Your study doctor will arrange for 
short-term emergency care at the VCU Health System or for a referral if it is needed.   
 
Fees for such treatment may be billed to you or to appropriate third party insurance.  
Your health insurance company may or may not pay for treatment of injuries or illness as 
a result of your participation in this study.   
 
To help avoid research-related injury or illness it is very important to follow all study 
directions. 
 
VOLUNTARY PARTICIPATION AND WITHDRAWAL 
Your participation in this study is voluntary.  You may decide to not participate in this 
study.  Your decision not to take part will involve no penalty or loss of benefits to which 
you are otherwise entitled.  If you do participate, you may freely withdraw from the study 
at any time.  Your decision to withdraw will involve no penalty or loss of benefits to 
which you are otherwise entitled. 
 
Your participation in this study may be stopped at any time by the medical staff or 
investigator without your consent. The reasons might include: 
• the study doctor thinks it necessary for your health or safety; 
• you have not followed study instructions; or 
• administrative reasons require your withdrawal. 
 
It is important to the study team if you are considering stopping so any risks can be 
evaluated by the study personnel. If you leave the study before the final regularly 
scheduled visit we ask you please contact us via telephone, email or in person. 
 
QUESTIONS 
If you have any questions, complaints, or concerns about your participation in this 
research, contact: 
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Edmund Acevedo, Principal Investigator 
P.O. Box 842020 
Dept of Health and Human Performance 

 Virginia Commonwealth University 
 Richmond, VA 23284 

(804) 828-1948 
eoacevedo@vcu.edu 
     and/or 
Chris Harnish, student investigator 
(804) 592-0512 
harnishc@vcu.edu 

 
 
The researcher/study staff named above is the best person(s) to call for questions about 
your participation in this study.  
 
If you have general questions about your rights as a participant in this or any other 
research, you may contact: 
 

Office of Research 
Virginia Commonwealth University 
800 East Leigh Street, Suite 3000 
P.O. Box 980568 
Richmond, VA 23298 
Telephone: (804) 827-2157 

 
Contact this number for general questions, concerns, or complaints about research. You 
may also call this number if you cannot reach the research team or if you wish to talk to 
someone else. General information about participation in research studies can also be 
found at http://www.research.vcu.edu/irb/volunteers.htm. 
 
Do not sign this consent form unless you have had a chance to ask questions and have 
received satisfactory answers to all of your questions.   
 
CONSENT  
I have been provided with an opportunity to read this consent form carefully.  All of the 
questions that I wish to raise concerning this study have been answered.   
 
By signing this consent form, I have not waived any of the legal rights or benefits, to 
which I otherwise would be entitled.  My signature indicates that I freely consent to 
participate in this research study.  I will receive a copy of the consent form once I have 
agreed to participate. 
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________________________________________________ 
Participant Name, printed 
 
 
________________________________________________ ________________ 
Participant Signature        Date 
 
________________________________________________ 
Name of Person Conducting Informed Consent  
Discussion / Witness 3  
(Printed) 
 
________________________________________________ ________________ 
Signature of Person Conducting Informed Consent   Date 
Discussion / Witness  
 
 
________________________________________________ ________________ 
Principal Investigator Signature (if different from above)   Date 4 

 
 



 
 
 
 
 

VITA 
 
Chris Harnish was born on May 12, 1974, in Amsterdam, New York, and is an American citizen. 
Growing up in the central leather stocking region and later the key manufacturing site for 
Cabbage Patch Kids, he graduated from Amsterdam High School in 1992. He went on to receive 
a Bachelor of Science in Clinical Exercise Science from Ithaca College, in Ithaca, New York in 
1996, and then attended the University of South Carolina, receiving a Masters of Science in 
Exercise Physiology in 1999. He then spent three years teaching at Ithaca College before moving 
to Cape Cod to work as a professional cycling coach and event promoter. He enrolled in the PhD 
program at Virginia Commonwealth University in 2008.  


