
Vanderbilt University Institutional Review Board 
Informed Consent Document for Research 

 
Principal Investigator:  Howard S. Kirshner, MD                                                                                                        Revision Date:  09-23-2013 
Study Title: Stroke Hyperglycemia Insulin Network Effort (SHINE) Trial  
Institution/Hospital:  Vanderbilt University Medical Center 
 

1 of 9 

This informed consent applies to adults. 
 
Name of participant: _________________________________________________________ Age: ___________ 
 
The following is given to you to tell you about this research study.  Please read this form with care and ask any 
questions you may have about this study.  Your questions will be answered.  Also, you will be given a copy of this 
consent form.   
 
You do not have to be in this research study.  You may choose not to be in this study and get other treatments without 
changing your healthcare, services or other rights.  You can stop being in this study at any time.  If we learn something new 
that may affect the risks or benefits of this study, you will be told so that you can decide whether or not you still want to be 
in this study.   Your medical record will contain a note saying you are in a research study.  Anyone you authorize to receive 
your medical record will also get this note. 
 
     

1. What is the purpose of this study?  
 

You are being asked to take part in this research study because you have had a stroke and either you are Type 2 
diabetic or your blood sugar was above normal when you came to the emergency room.  
 
Previous studies have shown that high blood sugar levels during a stroke can be associated with more damage to the 
brain than normal blood sugar levels. Blood sugar levels can be lowered with a hormone called insulin, which can either 
be given as a shot under your skin (subcutaneously) or into a vein in your arm through a tube called an IV.  
 
The purpose of this research study is to find out if treating high blood sugar in stroke patients with IV insulin shows 
better recoveries than the current standard care for treating high blood sugar. It is known that blood sugar control in 
stroke is important. This study is to determine what methods and ranges are best for stroke recovery.  
 
IV insulin for blood sugar control has been shown to be a safe treatment in previous studies of acute stroke patients.  
The next step is to learn if this treatment can improve recovery after stroke.   
 
About 1400 stroke patients are expected to take part in this study at about 65 medical facilities around the country. You 
will be one of 25 enrolled at Vanderbilt University Medical Center. 
 
This study is sponsored by the University of Virginia and funded by the National Institutes of Health – National Institute 
of Neurological Disorders and Stroke (NIH-NINDS). 
 
GlucoStabilizer is a Food and Drug Administration cleared insulin dosing computer software that reduces hypoglycemia 
by automating the calculation and insulin dose for IV infusions. It also automatically adjusts for the timing of the next 
glucose test, to keep the patient's glucose in the target range. The study staff will be using this software to regulate your 
blood sugar. Dr. Rattan Juneja, the study endocrinologist from the Indiana University, may profit from the commercial 
sales of the GlucoStabilizer.  The terms of this arrangement have been reviewed and approved by Indiana University 
and a management plan is in place in accordance with its conflict of interest policies. 
 

 
2. What will happen and how long will you be in the study? 

   

Who can take part in this study? 
To participate in this study, you must: 

 Have recently had a stroke caused by a blood clot in your brain 
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 Have either:  
o a history of type 2 diabetes and a blood sugar level above 110 mg/dL,  
or  
o no history of type 2 diabetes and a blood sugar level at or above 150 mg/dL 

 Be over 18 years old 

 Be able to start treatment within 12 hours of the start of your stroke symptoms or the last time you were known 
to be well Have had no significant disability before your stroke 

 Meet all study inclusion and exclusion criteria 
 

Please tell the study doctor if you have any of the following: 
 

 Any history of type 1 diabetes 

 Any history of severe neurological or psychiatric illness 

 Current pregnancy or currently breast feeding 

 Current kidney dialysis treatment 
 

If you have any of the conditions listed above, you will not be able to participate in this study because it may not be safe 
for you. 
 
Baseline and Enrollment Procedures 

             You will be given a full medical and neurological exam, including a CT scan which takes a picture of your brain, 
baseline blood pressure, blood tests, and electrocardiogram (ECG).  The study will also record information about your 
age, gender, and ethnic origin.  Though these are all part of standard care for stroke patients, we also record the results 
for the study. There is an optional study that you will be asked to participate in. It will involve drawing your blood twice 
and storing it for future use. This is detailed on page 7. 

 
            The study will use random assignment (like the flip of a coin) to place each patient into one of two groups. One group 

will be given IV insulin and subcutaneous insulin shots to control high blood sugar. The other group will be given IV 
saline solution (regular IV fluid) and standard subcutaneous insulin shots to control high blood sugar.  Both groups will 
be getting IV solutions and subcutaneous shots so that you will not be able to tell which group you are in.  

 
       As the trial goes on, your chance of being placed in one treatment group or the other will be based on the recovery of 

the patients enrolled before you. At the time you are randomized, if one treatment group is doing better than the other 
group then you will have a better chance of being placed in the group with the patients who have had better recovery.  

 
      Study Activities - First 3 Days in Hospital 
      During the first 3 days, you will receive medical and neurological exams at least once a day.  These are standard care 

for stroke patients.  In addition to these exams, a special neurological exam (National Institutes of Health Stroke Scale - 
NIHSS) will be done at the beginning of the study, each of the first 3 days of the study and/or at the end of the 
treatment if you are ready to be discharged from the hospital earlier than the third day.  The NIHSS will also be done if 
at any time your symptoms should worsen during the first 3 days.  You had an NIHSS exam in the emergency room 
when you were asked the date and your age, close your eyes, to hold up your arms and your legs, read some words, 
and name some pictures.  Neurological examinations, including the study-related NIH Stroke Scale, will take 5-15 
minutes each.   

 
An IV catheter will be placed in your arm for the IV study solution.  During the first 3 days in the hospital, you will 
receive both an IV study solution (approximately 1 teaspoon per hour consisting of either insulin or sterile salt water) 
and up to four subcutaneous shots per day (about 1-4 drops of either insulin or sterile salt water) based on the study 
insulin dosage plan.  You will have your blood sugar level checked by a finger stick about every hour for the first four 
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hours and then about every 1-3 hours.  IV solutions or subcutaneous shots will be adjusted by your nurse following the 
study instructions to keep your blood sugar at the right levels.   
 
As part of your hospital stay, you should expect about 6 finger stick checks per day as part of your standard care. Extra 
finger stick checks will be done as part of the study. In total you should expect about 8-20 checks per day as this is 
required for the safe management of insulin therapy. If your sugars are easy to control you may receive fewer checks, 
or if difficult, more checks per day may be needed. Each blood sugar check will take less than one minute, 
approximately 8-20 times per day for 3 days. 
 
For the first 3 days during study treatment in the hospital, you will not be allowed to take any other medicines to lower 
your blood sugar, such as pills you may usually take for diabetes, that are not part of the study treatments. You will also 
need to follow a special study diet during this time, and will be allowed to have only meals provided by the hospital 
dietician and study-approved snacks. At the end of the first 3 days of the study or before leaving the hospital, whichever 
comes first, the plan to restart your home medicines for high blood sugar or to start a new treatment program will be 
decided between you and your treating doctor and is not part of this research study.   
 
Study Activities – 6-week Interview 
You will receive a telephone call from the study nurse about 6 weeks after your stroke that will last about 20 minutes.  
You will be asked about any new symptoms or illnesses, what medicines you are taking, how your recovery is going 
and how well you are able to do regular daily activities. If you are not able to speak on the phone, we may ask a family 
member or caregiver questions about how you are doing. 

 
Study Activities – 3-month Visit 
You will see the study doctor and study nurse about 3 months after your stroke.  During this outpatient follow-up visit at 
The Vanderbilt Neurology Clinic, you will be given a neurological exam including the NIH Stroke Scale. You will also be 
asked a series of questions that will measure how well you have recovered in your physical, thinking, and speaking 
abilities and how much help you need (if any) with usual daily activities. You will also be asked about your general 
quality of life and recovery using standard scales with simple questions which are answered by you and/or your family 
members (in case their help is needed).  You will be asked what medications you are currently taking and whether you 
have had any serious illness or any hospitalizations since the 6-week telephone interview. The 3-month visit will take 
approximately two hours. 

 
3. Costs to you if you take part in this study: 
       There is no cost to you for taking part in this study. 
4. Side effects and risks that you can expect if you take part in this study:  

 

The known or expected risks are: 
Low blood sugar.  If your blood sugar is low enough, you might feel:  

 Confused  

 Nervous  

 Hungry  

 Tingly or weak or  

 Show signs like fast heart rate, sweatiness, sleepiness.   
 
Your nurse will ask you about these and record them in case your blood sugar is low, but you should also report these 
feelings to your nurse if you are having them because so that your blood can be checked to see if it is low. If your blood 
sugar stays very low for a long time, this can be serious and result in worsened neurological symptoms, seizures or 
even death, though this is extremely rare. If your blood sugar goes low but is brought back to normal quickly it is 
unlikely to result in injury.  

Date of Approval:10/30/2013

Date of Expiration:10/14/2014



Vanderbilt University Institutional Review Board 
Informed Consent Document for Research 

 
Principal Investigator:  Howard S. Kirshner, MD                                                                                                        Revision Date:  09-23-2013 
Study Title: Stroke Hyperglycemia Insulin Network Effort (SHINE) Trial  
Institution/Hospital:  Vanderbilt University Medical Center 
 

4 of 9 

 
The researchers will try to minimize this risk in these ways: 

 Your blood sugar levels will be checked frequently to prevent low blood sugar from occurring.   

 If you have a finger stick blood sugar of less than 80, the study drug infusion will be temporarily stopped and you 
will be given glucose (sugar) therapy right away so that your blood sugar will not go too low.   

 If you do need glucose therapy, your blood sugar level will be checked every 15 minutes until your blood sugar 
level reaches at least 80 mg/dL. The study drug infusion will be restarted when it is safe to do so. 

 
Blood Draw and Finger Sticks 
Pain, redness, soreness, bruising, or infection may occur at the needle stick site. Rarely some people faint.  To allow 
the study IV solution to be given safely and adequately, during this study, you may occasionally need to have the first 
IV catheter replaced.   
 
Personal Information 
There is a slight risk that your personal information may be accidentally released for reasons other than the ones listed 
in Section 9 below. The researchers will try to minimize this risk by handling your information carefully, storing it 
securely, and sharing it only with authorized persons.  

 
5. Risks that are not known: 

 

As with any research study, there may be additional risks that are unknown or unexpected.   
 
6. Payment in case you are injured because of this research study: 

 
If it is determined by Vanderbilt, the Sponsor, and the Investigator that an injury occurred as a direct result of the tests 
or treatments that are done for research, then you and/or your insurance will not have to pay for the cost of immediate 
medical care provided at Vanderbilt to treat the injury.  

 

There are no plans for Vanderbilt or the Sponsor to pay for the costs of any additional care. There are no plans for 
Vanderbilt or sponsor to give you money for the injury.  

 
7.  Good effects that might result from this study:  

 

a) The benefits to science and humankind that might result from this study. The researchers hope the information 
learned from your participation in the study will increase our knowledge about which way is best to treat patients like 
you who have suffered a stroke and also have high blood sugar at the hospital.  This knowledge will help make it 
possible to provide the best type of treatment for stroke patients in the future.     

b) The benefits you might get from being in this study. You may not receive any personal benefits from being in this 
study.  

 
8.  Other treatments you could get if you decide not to be in this study: 

   

You do not have to join this study or sign this Consent to Participate in Research. By not signing you would not have the 
opportunity to receive the study treatments.  If you choose not to participate, during your hospitalization, you will receive 
standard care for stroke patients, which usually would include about 6 finger sticks daily and subcutaneous insulin shots 
to treat your blood sugar if it is high.    

 
9.  Payments for your time spent taking part in this study or expenses: 

 

You will not receive payment for participating in this study.   
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10. Reasons why the study doctor may take you out of this study:   
 

There are many reasons why the researchers may need to end your participation in the study.  Some examples are: 

 The researcher believes that it is not in your best interest to stay in the study. 

 You become ineligible to participate. 

 Your condition changes and you need treatment that is not allowed while you are taking part in the study. 

 You do not follow instructions from the researchers. 

 The study is suspended or canceled. 
 
11. What will happen if you decide to stop being in this study? 

 

You are free to leave the study at any time.  If you leave the study before it is finished, there will be no penalty to you. 
You will not lose any benefits to which you may otherwise be entitled.  If you choose to tell the researchers why you are 
leaving the study, your reasons for leaving may be kept as part of the study record. If you decide to leave the study 
before it is finished, please tell one of the persons listed in the next section. 
 
There is no harm to you if you decide to leave the study before it is finished. You will still be treated for high blood sugar 
as part of your standard care. 
 
Participation in Other Studies at the Same Time 
Being in more than one research study at the same time, or even at different times, may increase the risks to you.  It 
may also affect the results of the studies.  You should not take part in more than one study without approval from the 
researchers involved in each study.   

12. Who to call for any questions or in case you are injured: 
 

If you should have any questions about this research study or if you feel you have been hurt by being a part of this 
study, please feel free to contact Howard Kirshner, MD at 615-936-1354 or the study nurse coordinator,  
Diane Brown, RN, BSN, CCRP at 615-936-0062. If you cannot reach the research staff, please page the study doctor 
at 615-936-0060. 
 
For additional information about giving consent or your rights as a person in this study, to discuss problems, concerns, 
and questions, or to offer input, please feel free to call the Vanderbilt University Institutional Review Board Office at 
(615) 322-2918 or toll free at (866) 224-8273. 
 
You may also express a concern about the study by contacting the Vanderbilt Institutional Review Board listed below. 
Vanderbilt Human Research Protection Program 
1313 21st Ave., South, Suite 504 
Nashville, TN 37232-4315 
 (615) 322-2918 
 

13. Clinical Trials Registry.   
 
A description of this clinical trial will be available on 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. 

 
14. Confidentiality:   
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Your study information will be labeled with a code number (for example, 1234782).  It will not include your name or 
address.  The study nurse coordinator will have the link between your name and the code number. The link between 
your name and the code number will not be shared.  Only the code number and coded information will be sent to the 
sponsors. All the information will be kept on a computer in the study nurse coordinator’s office which has a door that is 
always locked.  
 
The Sponsor and/or Vanderbilt may share your information, without identifiers, to others or use it for other research 
projects not listed in this form. The NIH, NINDS, Vanderbilt, University of Virginia, Members of the SHINE Trial and the 
Neurological Emergency Trials Network Leadership Teams who are located at the following centers: University of 
Virginia, University of Texas Southwestern Medical Center, Georgia Health Sciences University, Medical University of 
South Carolina, University of Michigan, Indiana University, Rush University Medical Center-Chicago.  Dr. Kirshner and 
his staff will comply with any and all laws regarding the privacy of such information.  There are no plans to pay you for 
the use or transfer of this de-identified information. 

 
15. Authorization to Use/Disclose Protected Health Information  

 
All efforts, within reason, will be made to keep your protected health information (PHI) private. PHI is your health 
information that is, or has been gathered or kept by Vanderbilt as a result of your healthcare.  This includes data 
gathered for research studies that can be traced back to you.  Using or sharing (“disclosure”) such data must follow 
federal privacy rules. By signing the consent for this study, you are agreeing (“authorization”) to the uses and likely 
sharing of your PHI.  If you decide to be in this research study, you are also agreeing to let the study team use and 
share your PHI as described below.  
 
As part of the study, Dr. Kirshner and his study team may share the results of your study and/or non-study linked 
examinations and lab results, as well as parts of your medical record, to the groups named below. These groups may 
include people from the Federal Government Office for Human Research Protections, the Vanderbilt University 
Institutional Review Board, NIH, NINDS, and Members of the SHINE Trial and the Neurological Emergency Trials 
Network Leadership Teams who are located at the following centers: University of Virginia, University of Texas 
Southwestern Medical Center, Georgia Health Sciences University, Medical University of South Carolina, University of 
Michigan, Indiana University, Rush University Medical Center-Chicago.  Federal privacy rules may not apply to these 
groups; they have their own rules and codes to assure that all efforts, within reason, will be made to keep your PHI 
private.  
 
The study results will be kept in your research record for at least six years after the study is finished.  At that time, the 
research data that has not been put in your medical record will be kept for an unknown length of time.  Any research 
data that has been put into your medical record will be kept for an unknown length of time. 
 
Unless told otherwise, your consent to use or share your PHI does not expire. If you change your mind, we ask that you 
contact Dr. Kirshner in writing and let him know that you withdraw your consent.  His mailing address is 1161 21

st
 

Avenue South, MCN A-0118, Nashville, TN  37212-2551.  At that time, we will stop getting any more data about 
you.  But, the health data we stored before you withdrew your consent may still be used for reporting and research 
quality. 
 

 
If you decide not to take part in this research study, it will not affect your treatment, payment or enrollment in 
any  health plans or affect your ability to get benefits. You will get a copy of this form after it is signed.  
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STATEMENT BY PERSON AGREEING TO BE IN THIS STUDY 
 I have read this consent form and the research study has been explained to me verbally.  All my questions 
have been answered, and I freely and voluntarily choose to take part in this study.    
 
 
            
Date and Time    Signature of patient/volunteer     
 
Consent obtained by:  
  
            
Date    Signature    
 
             
     Printed Name and Title  
 
 
 

Optional SHINE Sub-Study: I-SPOT 
(Insight on Selected Procoagulation markers and Outcomes in stroke Trial) 

 
In addition to the main research study, there may be an optional sub-study in which you may qualify to participate. 
Participating in this optional sub-study is important to the research; however you may participate in SHINE without 
agreeing to take part in this sub-study. 
 
The purpose of the sub-study is to gather information about the effects of high blood sugar and insulin treatment on 
blood clotting. The blood samples collected will be used for this purpose only.  
 
If you decide to participate, we will collect two blood samples, one before the SHINE study treatment is started, and the 
second will be collected about two days later.  Each blood sample will be approximately one tablespoon of blood.   
 
Blood samples – You may feel bothered or pained from the needle stick.  You may have a bruise or the site may get 
infected.  It is rare, but some people faint. 
 
 
These samples will be given a code, which will prevent identification of who the sample belongs to.  The name that 
belongs to the code will be kept in a locked file or in a computer with a password.  Only the study doctor and nurse 
coordinator will have access to your name.   Your blood samples will be labeled with your SHINE study identification 
number and the visit date. No personal information will be on the tubes used to store the blood samples. Your blood 
samples will be stored at Temple University for about 3 years after the completion of the SHINE study or up to 10 years. 
The results of these tests will not have an effect on your care, and neither you nor your doctor will receive the results. 
 
You will not receive any benefit as a result of the tests done on your samples nor will you be paid.  These tests may 
help us learn more about the causes, risks, treatments, or how to prevent and treat strokes better.  
 
Giving samples for research is your free choice and you may be in the study even if you do not want your samples 
drawn. 
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If you do participate, you are free to withdraw at any time up until the samples are de-identified, which means the 
samples are not linked to you.  You should contact Diane Brown, RN, BSN, CCRP at 615-936-0062 to have your 
sample destroyed and no longer used for research.  We will not be able to destroy research data that has already been 
gathered using your sample.  Also, if your identity was removed from the samples, we will not be able to locate and 
destroy them.   
 
There will be no costs to you for any of the tests done on your samples.  
Please check Yes or No to the question below: 
 
 
 
______ YES, I give my permission for blood samples to be collected for the sub-study I-SPOT 
 
______ NO, I do not give my permission for blood samples to be collected the sub-study I-SPOT 
 
 
STATEMENT BY PERSON AGREEING TO BE IN THIS STUDY 
 I have read this consent form and the research study has been explained to me verbally.  All my questions 
have been answered, and I freely and voluntarily choose to take part in this study.    
 
 
            
Date and Time    Signature of patient/volunteer     
 
 
 
Consent obtained by:  
  
            
Date    Signature    
 
             
     Printed Name and Title  
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Surrogate Consent Rider 
 
 
I,             [name of decision-maker/surrogate], 
 
am the           [state relationship to participant]  
 
of            [state participant’s name].  I have read 
the informed consent document or it has been explained to me.  I have had the opportunity to ask any questions and all 
of my questions have been answered.  I have been informed that an investigational treatment may be administered to  
 
      [participant’s name]. I believe receiving such treatment would be in the interests of  
 
      [participant’s name] and is consistent with what he/she would have decided had 
he/she been able to do so. 
 
Your decision to allow your family member/friend to participate in this research study is voluntary. You may choose not 
to allow his/her participation and he/she will receive alternative treatments without affecting his/her healthcare/services 
or other rights. You are also free to withdraw him/her from this study at any time.  In the event new information 
becomes available that may affect the risks or benefits associated with this research study or your willingness to allow 
continued participation in this research study, you will be notified so that you can make an informed decision whether or 
not to continue your family member/friend’s participation in this study.     
 
Your family member/friend will periodically be re-evaluated for the capacity to give consent.  If he/she is found to be 
capable, continued participation in this study would only occur with his/her consent. 
 
 
________________________________________________       
Signature of Health Care Decision-Maker/Surrogate                Date & Time 
 
 
________________________________________________        
Signature of Witness        Date & Time 
 
 
________________________________________________       
Name and Signature of person obtaining consent     Date & Time 
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