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CLINICAL RESEARCH CONSENT AND AUTHORIZATION 
SUMMARY OF KEY INFORMATION ABOUT THIS STUDY 

 

TITLE: Aerobic exercise to improve mobility in multiple sclerosis: optimizing design and 

execution for a full-scale multimodal remyelination clinical trial. 

 

PRINCIPAL INVESTIGATOR: Lindsey Wooliscroft, MD, MS  

 

You are being asked to join a research study. This consent form contains important 

information to help you decide if you want to join the study or not.  

 

PURPOSE: 

The purpose of this study is to learn more about multiple sclerosis (MS) and to explore if 

aerobic exercise can improve mobility and repair spinal cord damage in people with MS. 

 

This study has two phases. We want to learn: 

 

In phase 1: 

1) How MS symptoms are related to spinal cord damage.  

 

In phase 2, we will perform a clinical trial comparing a home-based aerobic exercise 

intervention to a group receiving MS education to determine: 

1) If it is safe and practical for people with MS to participate in an aerobic exercise 

intervention when compared to an MS education group. 

2) If aerobic exercise improves walking and repairs damage to the spinal cord in people with 

MS. 

 

DURATION: 

The duration and number of study visits for this trial will be different if you are in phase 1 only, 

or if you are in phase 1 and 2. 

 

In phase 1 of the study you will undergo 1 study visit which will last up to 4 hours. At that visit 

we will perform a test of spinal cord damage (called a somatosensory evoked potential 

(SSEP)) to see if you qualify for the second stage of the trial. If you do not qualify for the 

second phase, you will exit the study. 
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If you qualify for phase 2 of the trial, you will have 6 additional study visits over 6 months at 

OHSU. Each visit will last between 1-4 hours. Study visit activities can be conducted across 

separate timepoints within a week, if needed.  

 

In this second phase you will also have a 50% chance (similar to a coin flip) of being assigned 

to the aerobic exercise intervention or MS education control group. Participants in the MS 

education group meet for 1 hour every month for 6 months (for a total of 6 meetings). 

Participants in the home-based aerobic exercise intervention will exercise for about 40 

minutes, 3 times a week for 6 months with “graded supervision.” This means that participants 

will have virtually supervised exercise sessions with trained staff 3 times weekly for the first 

month, 2 times weekly for the second month, and weekly for months 3-6 (for a total of 32 

sessions). You may or may not have exercise sessions with other participants in the exercise 

trial. If the exercise sessions are not supervised, then you will perform the prescribed exercise 

on your own for a total of 3 exercise sessions per week. You will be provided with a stationary 

bicycle to be used at your home during the trial to complete these exercise sessions. The 

total duration of the study will be, at most, 38 weeks.   

 

PROCEDURES:  

If you decide to take part in this study, you may participate in a monthly MS education group 

or an aerobic exercise intervention for up to 28 weeks with study visits for up to 38 weeks. 

You will be asked to have a number of tests and procedures. This will include a neurologic 

and physical exam, vital signs, strength testing, testing of MS damage in the spine (SSEP), 

walking and arm coordination testing, cognitive testing, blood draws, and questionnaires 

about MS symptoms. You will have the option to take lorazepam prior to the SSEP to help 

reduce anxiety.  If you advance to phase 2 of the trial, you can choose to undergo two 

optional MRIs before and after you finish the exercise or education group intervention. This 

MRI uses advanced techniques to measure myelin in the brain. 

 

RISKS:  
With exercise there is at least a theoretical risk of heart trouble, ranging from irregular heart 
rhythms to heart attack. There is also a theoretical risk of death during the exercise. There is 
risk of fainting during exercise. The risk of significant complication is small. During exercise, 
muscle and joint soreness, with a possibility of muscle strain may occur.  
 
SSEP tests are safe and are approved for clinical use. There is a risk of discomfort during the 
procedure but SSEP tests do not cause damage to your body. You can stop the test at any 
time. 
 
If you choose to take lorazepam, common side effects are drowsiness and sedation. 
 
We will draw blood from your arm.  You may feel some pain when your blood is drawn.  There 
is a small chance the needle will cause bleeding, a bruise, an infection, or fainting. If you are 
in phase 2 of the study, you may choose to undergo two brain MRIs. The MRI magnet can 
cause metal in the body to move, heat, and cause injury. The MRI space is small, so those 
with claustrophobia are at risk of discomfort during the study. 
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BENEFITS:  

You may or may not personally benefit from being in this study. However, by serving as a 

study participant, you may help us learn how to benefit MS patients in the future. If you qualify 

and are assigned to the exercise intervention you may experience improvement in your 

physical fitness. If you qualify for and are randomized to the MS education group you may 

learn more about MS and symptom management. 

 

ALTERNATIVES:  

You may choose not to participate in this study or participate in another study if one is 

available. 

 

This is a voluntary research study.  You do not have to join the study.  Even if you decide to 

join now, you can change your mind later.  Please ask the Investigator if you have any 

questions about the study or about this consent form. 

 

END OF CONSENT SUMMARY 
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Clinical Research Consent and Authorization Form 

 
TITLE: Aerobic exercise to improve mobility in multiple sclerosis: optimizing design and 
execution for a full-scale multimodal remyelination clinical trial. 
 
 

PRINCIPAL INVESTIGATOR: Lindsey Wooliscroft, MD, MS  
 
WHO IS PAYING FOR THE STUDY?:   The National Institutes of Health (NIH) National Center 
for Medical Rehabilitation Research, the Myelin Repair Foundation, the Medical Research 
Foundation, and the OHSU Foundation. 
 
WHY IS THIS STUDY BEING DONE?: 
You have been invited to be in this research study because you have multiple sclerosis (MS). 

The purpose of this study is to prepare for a future clinical trial using aerobic exercise with 

medication to help repair the damage from MS. There is evidence from MS animal models that 

aerobic exercise can repair MS damage and may augment the effects of neural repair 

medications. We do not know if aerobic exercise will help with neural repair in MS. This study 

will prepare for future trials that combine exercise with a neural repair medication, but this trial 

does not involve a neural repair medication. 

 
You will make between 1 and 7 visits to OHSU and will take about 1 day to 38 weeks to 

complete, depending on your group. If you join the study, you will undergo a study visit to 

determine if you qualify for the second phase of the study. If you do not qualify for the second 

phase, you will exit the trial. If you qualify for the second phase, you will undergo 6 additional 

study visits over 6 months. Participants in the second phase will have a 50% chance of 

receiving the aerobic exercise intervention or an MS education group. Participants in the MS 

education group meet virtually for 1 hour every month for 6 months (for a total of 6 meetings). 

Participants in the aerobic exercise intervention will exercise for about 40 minutes, 3 times a 

week for 6 months with “graded supervision.” This means that participants will have home-

based, virtually supervised exercise sessions with trained staff 3 times weekly for the first 

month, 2 times weekly for the second month, and weekly for months 3-6 (for a total of 32 virtual 

sessions). If the exercise sessions are not supervised, then the participant will perform the 

prescribed exercise on their own for a total of 3 exercise sessions per week. The total duration 

of the study will be, at most, 38 weeks.   

 
We are asking you to provide a blood sample at study visits #1, #2, #4 and #5 for a blood bank, 
also called a repository. These samples will be stored indefinitely and may be used and 
disclosed in the future for research. We are also asking for you to provide data from this for the 
repository. This information may be used and disclosed in the future for research. 
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WHAT EXAMS, TESTS AND PROCEDURES ARE INVOLVED IN THIS STUDY?   
 
Phase 1 of the trial: 
 
Visit 1: 
This visit will take place at OHSU, in the Clinical and Translational Research Center on the 10th 
floor of the Hatfield Building. At this visit, study staff will review the details of study participation 
and will give you an opportunity to ask questions and receive answers before signing the 
consent form. Medical records may be reviewed to confirm your diagnosis and determine if it is 
safe for you to participate in the study. After signing the informed consents, a member of the 
study team will take your medical and MS history, ask you questions regarding your current 
exercise activity level, and complete the inclusion/exclusion criteria. 
 
You will then undergo strength testing (legs and hand grip), measurements of hand dexterity (a 
9-Hole Peg Test where you will move 9 pegs on a board) and a memory task (SDMT) where 
you will see numbers and symbols and will match a number for each random symbol as rapidly 
as possible. You will perform the following mobility tests: walking speed (Timed 25-Foot Walk, 
where you will walk 25 feet); a 6 Minute Timed Walk (6MTW), during which you will be asked to 
walk at a comfortable pace for 6 minutes; and the Timed Up and Go (TUG), during which you 
stand up from a chair, walk 7 meters, turn, return to the chair, turn and sit down. Some of these 
tests may be performed with sensors on your torso, arms and legs.  You will also stand quietly 
for 30 seconds and the sensors will measure your amount of sway. You will undergo a test of 
the structure of the spinal cord (SSEP) that measures electrical signals traveling through the 
spinal cord using electrode stickers on the skin. You will have the option of taking lorazepam 
orally prior to your SSEP to reduce anxiety and therefore muscle artifact that effects the 
procedure.  Lorazepam is a drug approved by the FDA used to treat anxiety.    If you choose to 
take lorazepam, the SSEP will be conducted after mobility testing so there will be no increased 
risk of falls or harm during the mobility testing.  Taking lorazepam is entirely optional.  You will 
be asked to complete a questionnaire that will ask about your level of fatigue (Modified Fatigue 
Impact Scale, MFIS). You will complete a short survey of your physical activity level 
(International Physical Activity Questionnaire-Short Form, IPAQ-SF) and will be asked how 
many falls you have had in the last 30 days. You will complete 6 other questionnaires regarding 
pain, arm and leg function, depression, self-efficacy and sleep problems. It will take about 25-35 
minutes to fill out all of the questionnaires.  
 
There will also be a blood draw (of 30 mLs or 6 teaspoons of blood) that will be used for future 
markers of MS disease, damage and repair. In the future, your blood and information may be 
given to researchers for other research studies. The samples and/or information will be labeled 
as described in the WHO WILL SEE MY PERSONAL INFORMATION? section.  
 
Visit 1 will take 3-4 hours and you will receive a snack during the visit. Study visit activities can 
be conducted across separate timepoints within a week, if needed. 
 
If you are among the first 44 participants found to have spinal cord damage on SSEP testing, 
you will advance to phase 2 of the trial comparing an aerobic exercise intervention with an MS 
education group. A computer will randomly assign you to the aerobic exercise intervention or an 
MS education program. This is a randomized study. Neither you nor the investigator can choose 
whether you are in the aerobic exercise group or the MS education group. You have a 50% 
chance (similar to a coin toss) of being in either group in this study. The investigators analyzing 
the data will not know your group assignment.  
 
If you do not qualify for phase 2, you will exit the trial. You will receive compensation for Visit 1 
whether or not you advance to phase 2 of the trial. 
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For patients advancing to phase 2 of the trial… 
 
Visit 2 (COVID-19 test) 
This visit will take place at OHSU, in the Clinical and Translational Research Center on the 10th 
floor of the Hatfield Building. At this visit, study staff will perform a COVID-19 test by collecting a 
sample of mucus from your nose or throat with a swab.  COVID-19 testing must be done within 
three days of visit three because the Human Performance Lab requires a negative COVID-19 
test before exercise testing. 
 
There will also be a blood draw (of 30 mLs or 6 teaspoons of blood) that will be used for future 
markers of MS disease, damage and repair. In the future, your blood and information may be 
given to researchers for other research studies. The samples and/or information will be labeled 
as described in the WHO WILL SEE MY PERSONAL INFORMATION? Section. Visit 2 should 
take less than an hour. 
 
Visit 3 (Exercise testing and optional brain MRI) 
This visit will take place at OHSU in the Human Performance Lab on the 11th floor of Hatfield. 
The exercise stress test (VO2Max) will be performed under the supervision of an exercise 
physiologist. The stress testing will be done on a treadmill or stationary bicycle to measure 
blood pressure, heart rate, and oxygen consumption. Body composition assessments will also 
be performed using a skin-fold test with calipers to estimate your body fat. At this visit you will 
be told if you were randomized to the exercise group or the MS education program. If you are 
randomized to the exercise group, then you will receive education about heart rate monitoring 
and an overview of the exercise visits.  There is also an optional brain MRI to be conducted at 
the Advanced Imaging Research Center at this visit to measure myelin in the brain at Visit 2 or 
3. Visit 3 will take 4 hours for the VO2Max and MRI. 
 
Interventions: Aerobic exercise or MS education program 
If you are assigned to the aerobic exercise program, you will exercise on a stationary bicycle for 
about 40 minutes, 3 times a week for about 6 months. The sessions will be performed at home 
on a stationary bicycle provided by the study for 6 months. All supervised exercise sessions are 
overseen by trained research staff. You will undergo 3 supervised sessions a week for weeks 1-
4; 2 supervised sessions and 1 unsupervised session for weeks 5-8; and 1 supervised session 
and 2 unsupervised sessions for weeks 9-24. You will log all training sessions in the log 
provided. This means that you will have 36 virtually supervised visits at home in addition to the 5 
study visits outlined here.  
 
If you are assigned to the MS education program, you will participate in virtual group meetings 
for 1 hour about every month for about 6 months with a facilitator and other trial participants. 
You will be asked to review a different 20-32 page pamphlet provided by the National MS 
Society reviewing information regarding a topic relevant to MS prior to each session. During the 
session, you will discuss the information included in that month’s pamphlet. This means that you 
will have 6 group meetings in addition to the 5 study visits outlined here. 
 
Visits 4 & 5 (Follow-up Study Visits at about Week 12 & 24): 
This visit will take place at OHSU, in the Clinical and Translational Research Center on the 10th 
floor of the Hatfield Building. The research staff will review your medical and MS history, review 
the inclusion/exclusion criteria and adverse events. You will undergo strength testing (legs and 
hand grip), measurements of hand dexterity (a 9-Hole Peg Test where you will move 9 pegs on 
a board) and a memory task (SDMT) where you will see numbers and symbols and will match a 
number for each random symbol as rapidly as possible. You will perform the following mobility 
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tests: walking speed (Timed 25-Foot Walk, where you will walk 25 feet); a 6 Minute Timed Walk 
(6MTW), during which you will be asked to walk at a comfortable pace for 6 minutes; and the 
Timed Up and Go (TUG), during which you stand up from a chair, walk 7 meters, turn, return to 
the chair, turn and sit down. Some of these tests may be performed with sensors on your torso, 
arms and legs. You will also stand quietly for 30 seconds and the sensors will measure your 
amount of sway. You will undergo a test of spinal cord damage (SSEP) that measures electrical 
signals traveling through the spinal cord using electrode stickers on the skin. You will have the 
option of taking lorazepam prior to your SSEP to reduce anxiety and therefore muscle artifact 
that effects the procedure. If you choose to take lorazepam, the SSEP will be conducted after 
mobility testing so there will be no increased risk of falls or harm during the mobility testing. You 
will be asked to complete a questionnaire that will ask about your level of fatigue (Modified 
Fatigue Impact Scale, MFIS). You will complete a short survey of your physical activity level 
(International Physical Activity Questionnaire-Short Form, IPAQ-SF) and will be asked how 
many falls you have had in the last 30 days. You will complete 6 other questionnaires regarding 
pain, arm and leg function, depression, self-efficacy and sleep problems. At visit 5 you will also 
complete an exit survey.  It will take about 25-35 minutes to fill out all of the questionnaires.  
 
There will also be a blood draw (of 30 mLs or 6 teaspoons of blood) that will be used for future 
markers of MS disease, damage and repair. In the future, your blood and information may be 
given to researchers for other research studies. The samples and/or information will be labeled 
as described in the WHO WILL SEE MY PERSONAL INFORMATION? section.  
 
Visits 4 and 5 will take 3-4 hours and you will receive a snack during each visit.  
 
Visit 6 (COVID-19 test) 
This visit will take place at OHSU, in the Clinical and Translational Research Center on the 10th 
floor of the Hatfield Building. At this visit, study staff will perform a COVID-19 test by collecting a 
sample of mucus from your nose or throat with a swab.  COVID-19 testing must be done within 
three days of visit three because the Human Performance Lab requires a negative COVID-19 
test before exercise testing. This visit should only take around 30 minutes. 
 
Visit 7 (Follow-up Exercise Testing at Week 24): 
The exercise stress test (VO2Max) will be performed under the supervision of an exercise 
physiologist. The stress testing will be done on a treadmill or stationary bicycle to measure 
blood pressure, heart rate, and oxygen consumption. You will also have a skin-fold test with 
calipers to estimate your body fat. There is also an optional brain MRI to be conducted at the 
Advanced Imaging Research Center at this visit or Visit 6 to measure myelin in the brain. Visit 7 
will take 3 hours. 
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* The MS education group meets about monthly for 1 hour for 6 months. The aerobic exercise 
exercises for 40 minutes 3 times weekly with graded supervision. 

 Visit 1  Visit 2  Visit 3 Inter-
vention  

 

Visit 4 
 

Inter-
vention 

Visit 5 
 

Visit 6 
 

Visit 7 
 

Informed Consent 
signing  

X         

Inclusion/ 
exclusion 

X    X  X   

Medical and MS 
history 

X  X  X  X  X 

MS Disability 
Questionnaire 
(PDDS) 

X         

Exercise readiness 
questionnaire 
(PAR-Q) 

X    X     

Vitals/Body 
Composition 

  X            X       

Strength Testing  X    X  X   
Spinal cord 
damage test 
(SSEP) 

X    X  X   

Timed 25 Foot 
Walk (T25FW) 

X    X  X   

Walk test (6MTW) X    X  X   
Walk test (TUG) X    X  X   
9 Hole Peg Test 
(9HPT) 

X    X  X   

Postural Sway X    X  X   
Report of fall 
frequency 

X    X  X   

Cognitive Test 
(SDMT) 

X    X  X   

Fatigue 
questionnaire 
(MFIS) 

X    X  X   

Physical activity 
questionnaire 
(IPAQ-SF) 

X    X  X   

Questionnaires  X    X  X   
Exit Survey       X   
Blood draw (6 
teaspoons) 

X X   X  X   

COVID-19 Test  X      X  
Exercise stress 
test (VO2max) 

  X      X 

Aerobic exercise 
or Education 
program 

   X  X    

MRI (optional)**   X      X 
Lorazepam 
(optional) 

X    X  X   

Total time per visit 3-4 
hours 

0.5-
2.5 

hour 

2.5-4 
hours 

See 
Below

* 

3-4  
hours 

See 
Below

* 

3-4 
hours 

0.5-2 
hours 

1.5-3 
hours 
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** The MRI can be performed at Visit #2 or #3 and Visit #6 or #7. 
 
 
WILL I RECEIVE RESULTS FROM THE TESTING IN THIS STUDY? 
During this research study, you will not be able to see the research data collected about you. 
However, if you are curious about your results, these results may be shared upon your request. 
The optional MRI scan is being done to answer research questions, not to examine your brain 
for medical reasons. This MRI scan is not a substitute for a clinical scan (the type a doctor 
would order). The research scan may not show problems that may be picked up by a clinical 
MRI scan. If we find an abnormality that requires urgent follow-up, we will contact you and your 
doctor (with your permission) to help answer questions and get the right follow-up care for 
you.  It is possible that you could be unnecessarily worried if a problem were suspected, but not 
actually found. 
 
WHAT RISKS CAN I EXPECT FROM TAKING PART IN THIS STUDY?  
Exercise stress test (VO2Max) and aerobic exercise: There is a theoretical risk of death during 
the exercise. There is also at least a theoretical risk of heart trouble, ranging from irregular heart 
rhythms to heart attack, because of exercise. The risk of significant complication is small. During 
exercise, muscle and joint soreness, with a possibility of muscle strain may occur. There is also 
a small risk of fainting during exercise. 
 
Because you exercise during the VO2Max test, these same risks apply to this test. There are 
some additional risks with VO2Max testing, such as rashes and general skin irritation from the 
electrocardiographic electrodes, skin preparation and nose clips.  
 
Before you take your exercise test (VO2Max), you will need to receive a COVID-19 test during a 
separate visit within three days prior to your exercise test.  During this test, a sterile swab will be 
placed in your nasal passage, or in your throat which may be uncomfortable. 
 
MS education group: Discussing MS disease and its relation to you and/or MS symptoms may 
seem very personal or embarrassing. This may upset you.  You can choose to not to participate 
in the sessions. If the sessions make you very upset, we will help you to find a counselor.   
 
Test for MS spinal cord damage (SSEP): SSEP tests are safe and are approved for clinical use. 
There is a risk of discomfort during the procedure but SSEP tests do not cause damage to your 
body. You can stop the test at any time. 
 
Walking tests (6MWT, T25FW, TUG): The risks of these procedures include falls and injury 
while walking and turning. However, trained research staff will be present during all tests to help 
subjects should they feel unsteady or require assistance. 
 
Blood draw: We will draw blood from your arm.  You may feel some pain when your blood is 
drawn.  There is a small chance the needle will cause bleeding, a bruise, an infection, or 
fainting. 
 
Risks of Lorazepam (optional): 
Common side effects of lorazepam are drowsiness and sedation. 
 
Risks of MRI (optional part of the study): The magnetic resonance imaging (MRI) machine is a 
powerful magnet.  There are no known risks from the magnet itself. However, if you have metal 
in your body, the magnet may cause the metal to move.  If you know of any metal in your body, 
tell the investigator because you may not be able to have an MRI. Review any dental treatments 
you have had with the investigator, since these may involve metal.  The most common 
discomfort of an MRI is the length of time you must lie still or flat while the scan is being 
performed. Some people with claustrophobia (fear of closed spaces) may find the MRI machine 
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too confining.  Finally, the MRI scanner makes loud beeping or thumping noises, so you may be 
offered protective earplugs to wear during the scan.   
 
For pregnancy/risk to fetus (for women): If you are nursing an infant or you are pregnant now, 
you must not be in the study. Performing maximal exercise testing during pregnancy may pose 
unwanted risks to a fetus. If you are sexually active and could become pregnant, you and your 
male partner(s) must use birth control that works well or you must not have sex. The 
investigator will talk to you about the types of birth control that are acceptable. You will have to 
do this the whole time you are in this study. If you become pregnant during the research study, 
please tell the investigator and your doctor immediately.  
 
All data is kept securely, but does contain identifiers such as full name, email addresses, phone 
number, and dates of study visits. Such identified information will be used in this study and 
shared with research staff and with staff at OHSU. A breach in confidentiality and a resulting 
loss of privacy could result in monetary loss due to identity theft and could carry other risks. 
However, the research team will make every effort to protect your private information and guard 
against any loss of privacy.  
 
You may have other unexpected side effects. You should discuss any discomfort or side effect 
with the research staff or study doctors. 
 
WHAT ARE MY CHOICES IF I DECIDE NOT TO TAKE PART IN THIS STUDY?  
You may choose not to be in this study. You may choose to engage in aerobic exercise under 
the supervision of your medical provider or attend an MS support group instead of participating 
in this study. You do not need to participate in this research study to exercise or learn about MS. 
The risks and benefits of these alternative options should be discussed with your medical 
provider. 
 
WHO WILL SEE MY PERSONAL INFORMATION? 
We will take steps to keep your personal information confidential, but we cannot guarantee total 
privacy. Research staff approved to work on this study at OHSU will have access to the 
personal information we collect. All paper research records will be stored at OHSU in a locked 
cabinet in a locked office. Any data stored electronically will be kept at OHSU network drive that 
is only accessible to study staff. All study staff will have completed all relevant OHSU trainings 
on privacy, confidentiality, and best research practices. 
 
A note will be placed in your OHSU medical record, indicating that you are participating in this 
research study. Study visits will be logged in your OHSU medical record as well. Any OHSU 
provider who is permitted to access your record may be able to see these notes. 
 
The results of your participation in this study may be used for publication or for scientific 
purposes, but the results will not include any information that could identify you. Your identity 
will not be disclosed unless you give specific, separate consent or if required by law. We will 
create and collect health information about you as described in the WHY IS THIS STUDY 
BEING DONE? and the WHAT EXAMS, TESTS AND PROCEDURES ARE INVOLVED IN THIS 
STUDY? sections of this form. Health information is private and is protected under federal law 
and Oregon law. By agreeing to be in this study, you are giving permission (also called 
authorization) for us to use and disclose your health information as described in this form. 
 
The investigators, study staff, and others at OHSU will use the information we collect and create 
about you in order to conduct and oversee this research study and store in a repository and 
conduct future research. We may release this information to others outside of OHSU who are 
involved in conducting or overseeing research, including: 
 

 The funder of this study, National Institutes of Health, and the funder’s representatives 
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 The Office for Human Research Protections, a federal agency that oversees research 
involving humans 
 

Those listed above may also be permitted to review and copy your records, including your 
medical records. 
 
We will not release information about you to others not listed above, unless required or 
permitted by law. We will not use your name or your identity for publication or publicity 
purposes, unless we have your special permission. 
 
Mandatory reporting of suspected child or elder abuse. Under Oregon law, suspected child 
or elder abuse must be reported to appropriate authorities. 
 
When we send information outside of OHSU, it may no longer be protected under federal or 
Oregon law. In this case, your information could be used and re-released without your 
permission. 
 
Information and blood samples from this study may be shared with other investigators for future 
research studies. All identifying information about you will be removed from the data before they 
are released to any other investigators. If you consent to inclusion in the recruitment repository, 
your identifying information (name, contact information, and demographics) may be released to 
other investigators. 
 
WILL ANY OF MY INFORMATION OR SAMPLES FROM THIS STUDY BE USED FOR ANY 

COMMERCIAL PROFIT?  
Information about you or obtained from you in this research may be used for commercial 
purposes, such as making a discovery that could, in the future, be patented or licensed to a 
company, which could result in a possible financial benefit to that company, OHSU, and its 
researchers. There are no plans to pay you if this happens.  You will not have any property 
rights or ownership or financial interest in or arising from products or data that may result from 
your participation in this study.  Further, you will have no responsibility or liability for any use 
that may be made of your samples or information. 
 
WHAT ARE THE COSTS OF TAKING PART IN THIS STUDY?   
There will be no cost to you or your insurance company to participate in this study. 
 
You will be paid $25 at the end of Visit #1. You will also receive $25 at the end of Visits #4 and 
#5 if you advance to phase 2 of the study. If you choose to undergo the optional brain MRIs at 
Visits #2 or #3 and #6 or #7, you will receive $50 after each MRI. You will not be reimbursed for 
VO2 max sessions, attendance at MS education group classes, or attendance at exercise 
sessions. If you drop out of the study before completing all visits you will be paid for the visits 
that you attended. If you complete the three assessment visits, you will have received $75. If 
you undergo the two optional brain MRIs, then you will have received an additional $100. If you 
advance to phase 2 of the study, are randomized to the MS education group, and complete at 
least 4 out of 6 sessions, you will also receive a 3 month membership to march wellness in the 
Medical Exercise Program (a $198 value).  
 
You may receive payment via a debit card.  There may be fees (for example, if the card is 
inactive for more than six months), which will be deducted from the balance on your card.  
Details on how to use the card and any fees are included in the separate card member 
agreement and FAQ sheet. 
 
WHAT HAPPENS IF I AM INJURED BECAUSE I TOOK PART IN THIS STUDY? 
If you believe you have been injured or harmed as a result of participating in this research and 
require treatment, contact Lindsey Wooliscroft. 
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If you are injured or harmed during the aerobic exercise sessions you will be treated. OHSU and 
the NIH do not offer any financial compensation or payment for the cost of treatment if you are 
injured or harmed as a result of participating in this research.  Therefore, any medical treatment 
you need may be billed to you or your insurance.  However, you are not prevented from seeking 
to collect compensation for injury related to negligence on the part of those involved in the 
research. Oregon law (Oregon Tort Claims Act (ORS 30.260 through 30.300)) may limit the 
dollar amount that you may recover from OHSU, VAPORHCS, or its caregivers and researchers 
for a claim relating to care or research at OHSU, and the time you have to bring a claim. 
 
If you have questions on this subject, please call the OHSU Research Integrity Office. 
 

This federally funded study also does not have the ability to provide compensation for research-
related injury.  If you are injured or become ill from taking part in this study, it is important to tell 
your study doctor.  Emergency treatment may be available but you or your insurance company 
will be charged for this treatment. 
 
WHERE CAN I GET MORE INFORMATION? 
If you have any questions, concerns, or complaints regarding this study now or in the future, 
contact Lindsey Wooliscroft. 
 

This research has been approved and is overseen by an Institutional Review Board (“IRB”), a 
committee that protects the rights and welfare of research participants. You may talk to the IRB 
at irb@ohsu.edu if: 

• Your questions, concerns, or complaints are not being answered by the research 
team. 

• You want to talk to someone besides the research team. 
• You have questions about your rights as a research participant. 
• You want to get more information or provide input about this research. 

 
You may also submit a report to the OHSU Integrity Hotline online at 
https://secure.ethicspoint.com/domain/media/en/gui/18915/index.html or by calling toll-free (877) 
733-8313 (anonymous and available 24 hours a day, 7 days a week).   
 
WHAT ARE MY RESPONSIBILITIES IN THIS STUDY? 
If you are in the aerobic exercise group, we will ask you to exercise on a stationary bicycle for 
about 40 minutes, 3 times a week for 6 months with graded virtual supervision supervised by a 
trainer. You will be asked to participate in 3 supervised sessions a week for weeks 1-4; 2 
supervised sessions and 1 unsupervised session for weeks 5-8; and 1 supervised session and 
2 unsupervised sessions for weeks 9-24. The rest of the sessions would be unsupervised. You 
will be asked to log all training sessions in the log provided. This means that you will have 36 
home based supervised visits. 
 
If you are assigned to the MS education program, we will ask you to attend virtual group 
meetings for 1 hour about every month for about 6 months with a facilitator and other trial 
participants. You will be asked to review a different pamphlet provided by the National MS 
Society reviewing information regarding an MS topic prior to each session. During the session, 
you will discuss the information included in that month’s pamphlet. This means that you will 
have 6 group meetings. 
 
DO I HAVE TO TAKE PART IN THIS STUDY? 
Your participation in this study is voluntary.  You do not have to join this or any research study.  
You do not have to allow the use and disclosure of your health information in the study, but if 
you do not, you cannot be in the study.  
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Your health care provider may be one of the investigators of this research study and, as an 
investigator, is interested in both your clinical welfare and in the conduct of this study.  Before 
entering this study or at any time during the research, you may ask for a second opinion about 
your care from another doctor who is in no way involved in this project.  You do not have to be 
in any research study offered by your physician.   
 
The participation of OHSU students or employees in OHSU research is completely voluntary 
and you are free to choose not to serve as a research participant in this protocol for any reason.  
If you do elect to participate in this study, you may withdraw from the study at any time without 
affecting your relationship with OHSU, the investigator, the investigator’s department, or your 
grade in any course.   
 
IF I DECIDE TO TAKE PART IN THIS STUDY, CAN I STOP LATER? 
If you do join the study and later change your mind, you have the right to quit at any time.  This 
includes the right to withdraw your authorization to use and disclose your health information. If 
you choose not to join any or all parts of this study, or if you withdraw early from any or all parts 
of the study, there will be no penalty or loss of benefits to which you are otherwise entitled, 
including being able to receive health care services or insurance coverage for services. Talk to 
the investigator if you want to withdraw from the study or change parts of your study 
participation.  

 
If you no longer want your health information to be used and disclosed as described in this form, 
you must send a written request or email stating that you are revoking your authorization to: 
 
Lindsey Wooliscroft 
 
Your request will be effective as of the date we receive it.  However, health information collected 
before your request is received may continue to be used and disclosed to the extent that we 
have already acted based on your authorization.   
 

If you send a letter to the Principal Investigator to withdraw consent, the use and disclosure of 
your protected health information will stop as of the date she receives your request. However, 
the Principal Investigator is allowed to use information collected before the date of the letter or 
email before your letter arrives. 
 

You may be removed from the study if the National Institutes of Health stops the study, you 
become pregnant, you are unable to complete the aerobic exercise intervention or MS 
education group sessions, your disease gets worse, or you do not follow study instructions. 
 
We will give you any new information during the course of this research study that might change 
the way you feel about being in the study. 
 
A description of this clinical trial will be available on http://www.ClinicalTrials.gov, as 
required by U.S. law. This web site will not include information that can identify you. At 
most, the web site will include a summary of the results. You can search this web site at any 
time. 
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SIGNATURES: 
 

PARTICIPANT OPTIONS 

 

The optional portions of this study are described in detail throughout this consent form and 
listed here as a summary. Please read the options and place your initials next to your choice. 
You can still participate in the main part of the study even if you choose not to participate in 
the optional parts. 
 

_____ I give my consent to undergo two brain MRIs at Visits #2 or #3 and #6 or #7. 
 
_____ I do not give my consent to undergo two brain MRIs at Visits #3 and #7. 

 

 
Your signature below indicates that you have read this entire form and that you agree to be in 
this study.   
 
We will give you a copy of this signed form. 
 
 
 
Participant Printed Name  Participant Signature  Date 

Person Obtaining Consent Printed Name  Person Obtaining Consent Signature  Date 
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