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If you are a parent, as you read the information in this Consent Form, you should put
yourself in your child's place to decide whether or not to allow your child to take part in
• this study. Therefore, for the rest of the form, the word "you" refers to your child.
If you are an adult, child, or adolescent reading this form, the word "you" refers to
you.

INTRODUCTION
Name of person seeking your consent _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ __
Place of employment & position: _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ __
Please read this form which describes the study in some detail. A member of the
research team will describe this study to you and answer all of your questions. Your
participation is entirely voluntary. _If you choose to participate you can change your mind
at any time and withdraw from the study. You will not be penalized in any way or lose any
benefits to which you would otherwise be entitled if you choose not to participate in this
study or to withdraw. If you have questions about your rights as a research subject,
please call the University of Florida Institutional Review Board (IRB) office at (352) 273
9600.

GENERAL INFORMATION ABOUT THIS STUDY
1. Name of Participant ("Study Subject")
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2. What is the Title of this research study?
Metformin Therapy for Overweight Adolescents with Type 1 Diabetes

3. Who do you call if you have questions about this research study?
Principal Investigator: Michael Haller, MD 352-273-9264
Co-Principal Investigator: Desmond Schatz, MD 352-273-9270
Study Coordinator: Miriam Cintron 352-273-5580
Study Coordinator: Jamie Thomas 352-294-5798
Study Coordinator: Eleni Sheehan 352-294-5764
For emergencies or after hours call 352-265-0111 and ask the operator to page
Dr. Michael Haller.

4. Who is paying for this research study?
The funding sponsors of this study are the Juvenile Diabetes Research Foundation
(JDRF) and the Leona M. and Harry B. Helmsley Charitable Trust. The study is being
organized by the T1 D Exchange Clinic Network Coordinating Center, the Jaeb Center
for Health Research, in Tampa, Florida.

5. Why is this research study being done?
You are being asked to be in ~his research study because you were told by a doctor
that you have type 1 diabetes (T1 D). In some individuals with type 1 diabetes, good
blood sugar control is not achieved despite using high doses of insulin. This is
particularly true when the individual is overweight. We are conducting a study to
see if a medication called metformin can improve blood sugar control when used in
addition to insulin. Metformin is an oral medication that is used commonly to lower
blood sugar in children and adults with type 2 diabetes. Metformin can help the
body respond better to insulin. Although metformin has been well studied in type 2
diabetes, there are not a lot of studies that have evaluated it in type 1 diabetes.
Some small studies have shown benefits of metformin in individuals with type 1
diabetes who are overweight or use large doses of insulin.
Metformin has been approved by the Food and Drug administration (FDA) for use in
adults and children greater than 10 years of age with type 2 diabetes. However,
metformin is not currently FDA approved for use in individuals with type 1 diabetes.
If you decide to take part in this study, you will be randomly assigned (much like the
flip of a coin) to receive either [study substance] or placebo. A placebo is a substance
that looks like and is given in the same way as an experimental treatment but
contains no medicine, for example a sugar pill. A placebo is used in research studies
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to show what effect a treatment has compared with taking nothing at all. If you are
assigned to receive placebo, you will not receive the benefits of metformin, if there are
any, nor will you be exposed to its risks, which are described below under 'What are
the possible discomforts and risks?" Studies have shown, however, that about 1 in 3
persons who take a placebo do improve, if only for a short time. You and the
physician and other persons doing the study will not know whether you are receiving
placebo or metformin, but that information is available if it is needed. Also, you will
have a 50% chance of receiving metformin and a 50% chance of receiving placebo.
In the remainder of the description of what will be done, both the metformin and the
placebo will be called "study medication".
In addition to finding out if metformin can improve blood sugar control, we want to find
out if metformin can increase the amount of insulin the pancreas produces. This is
determined with a blood test measuring a substance called 'C-peptide.'
The purpose of this consent form is to help you decide if you want to be in the
research study. We want you to know that taking part in this study is entirely
voluntary. You may choose not to take part or you may wfthdraw from the study at
any time without fear of penalty or loss of medical care. Before you decide whether to
take part in the study, please take as much time as you need to ask any questions
and to discuss this study with the doctor and the medical staff, or with family, friends,
or your personal physician.

WHAT CAN YOU EXPECT IF YOU PARTICIPATE IN THIS STUDY?

6. What will be done.as part of your normal clinical care (even if you did not
partiCipate in this research study)?
You will continue to use intensive insulin therapy. This is considered standard of
care for managing T1 D. Intensive insulin therapy means you will work closely with
your primary endocrinologist and their staff to meet these goals:
•
•
•

Blood sugar level before meals: 90 to 130 milligrams per deciliter (mg/dL).
Blood sugar level two hours after meals: Less than 180 mg/dL
Hemoglobin A1C: Less than 7 percent

To achieve these goals you will be expected to stay in good blood glucose control
between each visit. You will need to take multiple daily insulin injections or use an
insulin pump. You will also be expected to test your blood sugar around 4 times per
day or more with the home blood glucose meter and test strips that we will provide to
you. At each follow up study visits we will ask you for a record of your blood glucose
numbers and insulin doses for the 7 days prior to the visit.
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7. What will be done only because you are in this research study?
You are being asked to take part in this multicenter study because you were
diagnosed with T1D more than 1 year ago and are 12 to 19 years old. overweight.
and using a large dose of insulin. About half of the study participants will receive
metformin and about half will receive a tablet that does not contain any active
medication. This is referred to as a placebo. If you participate in this study. you will
have a total of 6 scheduled office visits (including screening visit) and 5 scheduled
telephone calls. You will take the study medication for about 6 months. We may also
briefly call you in between office visits to remind you of what will take place at the next
visit and provide you with any necessary instructiens. Additional visits and phone
contacts may occur if needed.
To take part in the study you will need to:
• Be at least 12 years old and not yet 20 years old.
• Have been diagnosed with T1 D more than 1 year ago.
• Have been diagnosed with type 1 diabetes when you were less than 10 years
of age OR have a positive antibody test result for type 1 diabetes (if you have
not had a blood test to evaluate this. we will draw a blood sample and wait to
enroll you until we have the result).
• Have a body mass index (BMI) greater than or equal to the 85th percentile.
Your BMI is calculated from your height and weight. A growth chart uses your
BMI, age, and sex to produce a BMI percentile. The BMI percentile shows
your BMI compared with other boys or girls your same age.
• Be currently taking insulin through multiple daily injections or an insulin pump.
• Have a hemoglobin A 1c (which measures your average blood sugar over the
past few months) that is at least 7.5% and is less than 10.0%.
• Take a total of at least 0.8 units of insulin per kilogram (kg) of your body weight
per day.
• Check your blood sugar with a meter at least 3 times per day.
• If you are female and of child-bearing potential, you will need to agree to not
have sexual relations or use an effective birth control method while
participating in this study.
• Be willing to comply with all study visits, procedures and tests.
You cannot take part in the study if:
• You have celiac disease that is in poor control.
• You have used any medications for the management of diabetes except insulin
or any weight reduction medications in the past 6 months or plan to use in the
next 6 months (other than the study medication).
• You are nursing, pregnant or planning to become pregnant in the next 6
months.
• You have had 1 or more diabetic ketoacidosis (DKA) events in the past 3
months.
• You have had 1 or more severe hypoglycemia events (low blood sugar that
required assistance of someone else to treat) in the past 3 months.
IRB Project #: 90-2013
IRB Version: 10/19/2011
PI Version: 9/13/2013
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•
•

You have a history of anemia, vitamin B12 deficiency or elevated kidney
function or liver tests that we think may make taking metformin unsafe for you.
You have participated in another interventional trial within the past 3 months

If you would like to take part in the study, we will first do some tests to see if you are
eligible for the study. If you are eligible, we will again discuss the study and answer
any questions you may have before you decide whether or not to enter the study.
The remaining pages of this consent form provide more information about the study.
The tests that will be done on you are described below.

A. Screening Visit
At the screening visit, we will ask you questions about your diabetes, other
medical problems, medicines you take, and other information that is needed to
determine if you are eligible for the study.
If you were diagnosed with type 1 diabetes at age 10 or after age 10 and we do
not have a record of positive antibodies in your blood for type 1 diabetes, a blood
test will be done to measure type 1 diabetes antibodies. If the antibody test is
negative, you won't be able to take part in the study.
1. Testing
The tests that will be done at the screening visit include:
a. Physical Examination: similar to what would be done at a usual office
visit.
b. Blood tests: about 4 teaspoons of blood will be drawn. The blood tests
will measure your liver and kidney function, diabetes-related
antibodies, and C-peptide level. The C-peptide level indicates whether
your pancreas is still producing any insulin.
c. HbA 1c: test to measure blood sugar control over the last 2 to 3 months
d. Urine pregnancy test: for females only
• If you are reading this as a parent, positive pregnancy test
results will be provided to your child but not to you.
2. Continuous Glucose Monitor
Before starting the study, you will need to wear a continuous glucose monitor
(CGM) for up to a week. The CGM that you will be provided with is called the
iPro TM2 digital recorder ("iPr02"), which is made by a company called
Medtronic. It is commercially available, meaning it is available for purchase by
the general public. The CGM will be placed by a member of the study team at
your office visit who will instruct you on how to care for the CGM at home.
The CGM has a sensor (small tube of plastic) call the Enlite™. The Enlite™
inserted under the skin using an insertion device called the Enlite Serter™
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which contains a small needle. Once inserted, the needle is removed and
sensor remains. Tape will be used to keep the sensor in place. The sensor
measures the sugar level in the fluid beneath the skin every 5 minutes and
then saves the information on the device so it can be connected to a
computer to retrieve the blood sugar readings. The CGM will be "blinded"
which means the sugar levels will not be visible to you. However, we will
review the sugar levels with you at your last study visit or once you have
completed all study obligations.
The Enlite ™ sensor is a new sensor. At the time the study started, it was still
under review by the FDA. This may change during the course of the study.
The Enlite ™ sensor is smaller in size and has a smaller needle that is
inserted under the skin compared with other Medtronic sensors that have
received FDA approval. Therefore, we decided to use it in the study instead of
an older sensor.
During the time you are using the CGM, you will need to check your blood
sugar at least 4 times per day or more with the home blood glucose meter
and test strips that we will provide you with.
We will provide you with instructions on returning the CGM and study
provided blood glucose meter. If you were not able to wear the CGM for at
least 3 days, you may have the option to wear it again and reschedule your
next visit. If you do not want to wear it again you do not have to and you can
still move forward with your next visit.
3. Log Book for Total Daily Insulin
If you receive insulin through injections, you will be asked to keep a log of the
amount of insulin you take each day, one week before every office visit.
4. Contact Information
You will be asked to provide additional contact information, such as an
alternate phone number, email address, family and/or friends' contact
information. These contacts will be used only in the event that the study
doctor loses contact with you during the course of the study and needs to
locate you to determine your health status.
B.

Study Medication Visit (Day 0)
You will return for a visit 2 to 4 weeks after the screening visit, if possible. At
this visit, we will determine if you are eligible for the study and ready to start.
We will determine if you have enough blood glucose meter data to be in the
study. We will review your insulin log as well as the results of the laboratory
testing to make sure it is safe for you to be in the study. We will discuss what
the study involves with you again to make sure you want to take part.
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Before you start taking the study medication. some additional blood testing is
needed. About 20 teaspoons of blood will be drawn. A number of laboratory
tests will be performed on the blood. These will include tests to make sure it is
safe for you to take the study medicine, tests that sometimes are abnormal in
individuals with diabetes who are overweight, a test of your blood sugar control
called HbA 1c, and other tests that may be useful for tracking the effect of
metformin. In addition, samples will be stored in the T1 D Exchange Biobank
(see Blood Sample for Storage section on page 10).
When you come in for this visit, you will need to have been fasting for at least 8
hours before the visit. While fasting, you are only allowed to drink water. We
will contact you before this visit to remind you of what you need to do.
We will measure your height, weight and the size of your waist. A Dual Energy
X-ray Absorptiometry (DEXA) scan will be done. In this procedure, you will lie
down and a small amount of x-ray will be used to determine the amount of fat
and muscle tissue you have as well as the density of bone in your body. There
is no pain with this procedure.
A special test called a mixed meal tolerance test (MMTT) will be done if the C
peptide test at the screening visit shows that your pancreas is still producing
some insulin. The MMTT test is described below.
Mixed Meal Tolerance Test (MMTT)
This test is done to get a more exact measurement of C-peptide levels. Before
the MMTT. you will get special instructions about what to eat and drink and
insulin dosing the night before the test. You cannot eat or drink after midnight
the night before the test or the morning of the test (water is allowed). During the
test, you will have blood-samples taken for measurement of glucose and C
peptide. To make the blood sampling easier, an intravenous needle and plastic
tube (called an IV) will be placed in a vein in your arm. The IV will be kept in
place during the test. Two blood samples taken ten minutes apart will be drawn
through the IV. You will then be given a drink called Boost. The Boost drink is
a "mixed meal" made of fats, proteins, and carbohydrates that looks like a
milkshake. This drink will raise your blood sugar and cause your body to try to
produce insulin. You will be expected to drink the Boost within 5 minutes. After
drinking Boost, about 1 teaspoon of blood will be drawn through the IV at 15,
30,60,90, and 120 minutes.
Blood flow test
We want to see if metformin can improve your blood flow and how well your
blood vessels respond, called vascular function. Insulin resistance (insulin not
working) has been associated with poor vascular function in previous studies.
Poor vascular function may lead to heart and blood vessel problems.

IRB Project #: 90-2013
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We will perform blood flow test using a machine called an Endo-PAT. This
procedure will take approximately 30 minutes and involves the following:
• You will be asked to sit in a reclined chair.
• Fingertip probes will be placed on each of your hands.
• A blood pressure cuff will be inflated on one of your arms for 5 minutes.
• Your blood pressure and pulse will be measured.
• Your blood sugar will be checked after the Endo-PAT procedure.
Study Medication
The medication you receive in the study will be determined by chance, similar to
flipping a coin. This is done by a computer program. There is an equal chance
that you will receive metformin or the placebo. The metformin and the placebo
will appear the same. We will not know which medication you are receiving.
After you receive the study medication, you will start off taking one 500 mg tablet
of study medication by mouth. After the first week, if you have not experienced
any significant side effects, the dose will be increased to two tablets per day
(1,000 mg). After another week, the dose will be increased to three tablets per
day (1,500 mg). Finally. after another week, the dose will be increased to four
tablets per day (2,000 mg). This schedule may be adjusted if you are having any
side effects from the medication. You will be instructed on when to take the
tablets during the day. Before you make a dose increase each week, we will
have a phone call with you to make sure you are doing well enough to increase
the dose. During the call, we will review your blood sugars and the study doctors
will make any insulin and/or study medication adjustments necessary. Unless you
have any problems, four tablets a day (2,000 mg) will be continued until the end
of study at about 6 months. You also will be provided with a separate study
medication guide that will provide more details and instructions such as how and
when to take the study medication and what to do if you miss a dose.
We will give you a phone number to call us if at any time you develop
bothersome side effects. If you do experience any side effects, we would like you
to call us immediately. We also would like you to call if you experience 3
consistent days of high blood sugar or 2 days of lows. We may want to decrease
the dose either temporarily or permanently. If we think the side effects are
serious, we will ask you to stop taking the study medication altogether but you will
still be asked to come in for study visits.
You will be asked to bring in all unused study medication, your study-provided
blood glucose meter, and your insulin log (injection users only) to each office
visit.
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Study Visits (Procedures and Phone Contacts)
After you start taking the study medication, you will have 3 office visits at 6
weeks, 3 months, and 6 months. You will also have a brief post-study medication
visit about 4-6 weeks after the 6 month visit. You might need additional visits if
you are having side effects from the study medication or other problems. We will
arrange times to contact you by phone once a week for the first month (as
described in the Study Medication section above on page 7) and then once
between the last two visits. We may also call. text, or email you between each
office visit to remind you to bring in your unused study medication. blood glucose
meter, insulin log (injection users only), and other procedures such as fasting
before a visit if needed.
At each visit, we will see how well you are taking the study medication and will
review your insulin logs or pump download to determine total daily insulin and if
any changes are needed in your insulin dose. We will ask you about any side
effects you have experienced as well as very low or very high blood sugars. We
will review your diabetes management including how much insulin you have been
taking. We will determine if any changes are needed in your insulin dose.
At each of the three visits (6 weeks, 3 months, and 6 months) the following
testing will be done
•
•
•
•

Physical Examination
H bA 1c -3 months and 6 months only
Urine pregnancy test-females only
Download your home blood glucose meter

At the 3-month and 6-month visits, the following also will be done:
•
•

•

Placement of CGM sensor-which will be worn for up to a week.
Blood tests-about 5-20 teaspoons of blood will be drawn to do many of
the same tests that were done at the start of the study. Blood samples will
be collected and stored until the end of the study in case we would like to
know how much metformin was in your blood. Samples for storage in the
T1 D Exchange Biobank (see Blood Sample for Storage section on page
10) also will be collected.
Blood flow test-to assess vascular function

You will need to fast overnight for 8 hours before the 3 and 6 month visit for the
testing. At the 6-month visit, the MMTT will be repeated if a MMTT was done at
the start of the study. You will also have another DEXA scan done to measure
your amount of body fat.
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Within 4-6 weeks after you stop the study medication, you will return for a final
study visit. You will not have any procedures or tests done at this visit. You will
be asked to bring in any unused study medication that you received at the 6
month visit. We will do a final assessment of your health and adjust you insulin if
needed. We will also review your CGM data with you provide you with some of
your prior lab results including HbA1c, C-peptide, and autoantibodies.
Blood Sample for Storage
An important part of this study is to better understand what causes T1 0, to look
for new ways to improve the health of individuals with T1 0, and to get ideas
about new treatments in the future. As such, another part of this study will be to
store some of your blood in the T1 0 Exchange Biobank for future research
studies. The T1 0 Exchange Biobank is located at Northwest Research Lipids
Laboratory in Seattle, WA and is directed by the Biobank Operations Center at
Benaroya Research Institute in Seattle, WA. Blood testing may involve testing for
certain diabetes-related genes. There is no plan at present to notify participants
about any results of this genetic testing.
If you choose to be in this study you must also agree to store your samples in
the T1 0 Exchange Biobank for future use.
A Federal law, called the Genetic Information Nondiscrimination Act (GINA),
makes it illegal for health insurance companies, group health plans, and most
employers to discriminate against you based on your genetic information.
Additional information can be obtained at: http://irb.ufl.edu/gina.htmlor call 1
800-669-3362. If you think this law has been violated, it will be up to you to
pursue any compensation, from the offending insurance company and/or
employer.
Your blood samples will be stored without your name or any other personally
identifying information on them. However, your samples and data will be
assigned a unique identification number so that your samples can be identified.
T1D Exchanged approved researchers with IRB (a group of people who are
responsible for looking after the rights and welfare of people taking part in
research) approval will be able to request samples for studies related to T1 D. A
scientific review committee at the T1 0 Exchange will review each request. We
will not give researchers your name or any information that could identify you.
Non-profit and for-profit researchers approved by the T1 0 Exchange may need
to pay a fee for use of the samples to cover the costs of obtaining, processing,
storing, and testing the samples. The testing could include studies of genetic
markers related to diabetes and its complications and other conditions for which
individuals with diabetes are at risk.
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The use of your blood will not affect the diagnosis, treatment or follow-up of your
medical condition. Information gained from this future research will not be
shared with you or your doctor. By agreeing to donate blood samples, you will
not receive any financial gain. Research using the samples may help to develop
new products, technologies, or treatment but you will not get paid. However, the
information gained from your specimen may possibly benefit others in
understanding the cause of type 1 diabetes, new ways to improve the health and
new treatments in the future of individuals with type 1 diabetes. Samples will be
stored in the Biobank indefinitely unless you request that they be removed. If
you make this request, all of your remaining samples in the Biobank will be
destroyed. However, samples already distributed to researchers prior to your
request will continue to be used. Any sample testing results that exist before
your request will remain in the T1 D Exchange database.

T1 D Exchange Clinic Registry
If you are not already a participant in the T1 D Exchange clinic registry, you will be
asked to become a part of the registry when you take part in this study. You will
need to sign a separate Informed Consent Form to be in the registry. The registry
involves the collection of information about individuals with type 1 diabetes. This
information will come from the information that already is being collected for your
medical record. It is hoped that by putting the information together from many
individuals with type 1 diabetes we can learn whether some ways of managing
type 1 diabetes are better than other ways. Centers throughout the United States
are taking part in the registry.
The clinic registry may last as long as 25 years, but you can decide to stop being
part of the registry at any time. If you leave the registry early for any reason, the
information that already has been collected will remain in the study database, but
no further information will be collected for the registry.
More information on the registry will be explained to you in a separate T1 D
Exchange clinic registry informed consent form.
If you have any questions now or at any time during the study, please contact one
of the research team members listed in question 3 of this form.

8. How long will you be in this research study?
You may be in the study for about 7 months. You will have a total of 6 scheduled
study visits in the CRC and 5 scheduled telephone calls. You will take study
medication for about 6 months. The visits will be about 1-3 hours long.
Not all subjects will have the mixed meal tolerance test (MMTT).
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All together, we will never take more blood than is safe for your age and weight. The
exact amount we take will depend on your age, weight, and whether an MMTT test is
done. The maximum amount taken in a 1 month period will not be more than about
one-half teaspoon for each pound of body weight.
CGM: The risks of wearing the CGM are minimal. Bruising can occur. Mild skin
irritation is common. Rarely an infection can occur at the site of CGM sensor needle
placement. An allergic reaction to the tape used to hold the sensor in place is
possible.
DEXA Scan: You will receive a DEXA scan that will measure the percentage of fat
and muscle in your body. This involves exposure to radiation from x-rays. The
amount of radiation you will receive from the procedure exposes a part of your body
to a higher level of radiation than the rest of your body. The risks from radiation to
only part of your body are considered to be less than risks from whole body
exposure. The radiation exposure from the procedure is typically 0.5 mrem. This is
less than the average daily exposure of 0.85 mrem per day of natural background
radiation exposure people in the United States receive. The risk from radiation
exposure of this magnitude is too small to be measured directly, and is considered to
be low when compared with other everyday risks. The Study Doctor will provide you
with a contact person if you would like more information about radiation exposure.
This contact person is Susan Stanford, of Environmental Health and Safety at 352
392-7359.
MMTT: There are no known risks to the MMTT, but you may not like the taste of the
Boost drink. Some people who drink Boost may experience minor symptoms during
the MMTT test such as feeling nauseated. The glucose value after the test will be
checked and if high appropriate insulin dosage adjustments will be made.
Blood Flow Test: There are no risks of the blood flow test to assess vascular
dysfunction but you may feel a slight discomfort when the blood pressure cuff is
inflated. There also may be a slight discomfort when blood glucose is measured,
however this is a standard procedure done often in individuals with T1 D.
Study Medication: Only you should take the study medication and it should be stored
in a safe and secure location. Itis important that you inform your doctor of all other
medications you are taking as some may affect your kidney function, how the other
medications work, or how the study medication works.
Serious side effects are not common with metformin use but you may experience
some stomach discomfort such as diarrhea, nausea, vomiting, bloating, and passing
excess gas. Taking the medicine with meals may help reduce these side effects.
You also may experience low blood sugar when taking metformin. Inform your doctor
if these side effects occur and he/she will decide if your insulin needs to be adjusted
or if the study med ication dose needs to be lowered or stopped. Please also notify
your doctor if you have a severe low blood sugar event that requires you to need the
assistance of another person.
IRB Project #: 90-2013
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Metformin may cause you to lose weight. If you are a female, weight loss and taking
metformin may increase your chances of becoming pregnant. Before entering the
study, you and your study doctor must agree on an effective method of birth control
that you will use during the study if you plan on being sexually active. If you do
become pregnant or think you may be pregnant, tell your study doctor immediately. If
you become pregnant you will be asked to stop taking the study medication.
Rarely, some people experience an unpleasant metallic taste when starting the
medicine but it only lasts a short time.
In very rare cases, metformin can lead to kidney or liver problems or cause what is
called lactic acidosis. Lactic acidosis is more common with pre-existing kidney
problems, so this risk is decreased by not including people with kidney disease in the
study. Lactic acidosis occurs when lactic acid, an acid that naturally forms in the body
when glucose is broken down, builds up in your blood.
Some
•
•
•
•
•
•
•
•

signs of lactic acidosis include:
feeling weak or tired
unusual muscle pain
trouble breathing
unusual stomach discomfort
feeling cold
dizziness or lightheadedness
a sudden irregular or rapid heartbeat
rapid breathing or shortness of breath

You should also seek medical help if you have a high fever, severe illness or are
producing less urine.
If you have any signs of lactic 'acidosis noted above, you should stop taking the study
medication and seek emergency medical care immediately. You should also inform
your doctor as soon as possible. Buildup of lactic acid in the blood can cause serious
damage and, although rare, may even be fatal.
You should not drink any alcoholic drinks while taking metformin. Alcohol can
increase the chance of getting lactic acidosis. You should also make sure to drink a
lot of water while taking metformin.
You will need to notify your study doctor if you are scheduled to have a surgical
procedure or an x-ray procedure with injection of dyes (contrast agents), such as a
MRI scan. If you have to undergo a procedure while in this study, you will be asked to
stop taking the study medication for a period of time.
Biobank: Although every effort will be made to keep your information confidential,
there is a small risk that an unauthorized person may obtain your information.
Therefore, there is a very slight risk that a test result could be linked to your identity
and inadvertently disclosed to a third party. If you were to receive the result of a
genetic test that indicated a problem, it could cause anxiety or other psychological
distress. In addition, you might have to decide whether or not to discuss the findings
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with members of your family. If a third party learned the results, there is a risk of
social stigma and of the unpredicted disclosure of this information to others.
Other: This study may include risks that are unknown at this time. Participation in
more than one research study or project may further increase the risks to you. If you
are already enrolled in another research study, please inform one of the research
team members listed in question 3 of this form or the person reviewing this consent
with you before enrolling in this or any other research study or project.
Throughout the study, the researchers will notify you of new information that may
become available and might affect your decision to remain in the study.
Researchers will take appropriate steps to protect any information they collect about
you. However, there is a slight risk that information about you could be revealed
inappropriately or accidentally. Depending on the nature of the information, such a
release could upset or embarrass you, or possibly affect your insurability or
employability. Questions 17-21 in this form discuss what information about you will
be collected, used, protected, and shared.
If you wish to discuss the information above or any discomforts you may experience,
please ask questions now or call one of the research team members listed in question
3 in this form.

11a. What are the potential benefits to you for taking part in this research study?
Your diabetes control may improve while you are in this study; however, this cannot
be promised. Taking part in the study may help researchers to better understand how
to control T1 D. The results of this study may help you and other people with T1 D in
the future.
You will be given some of your lab results such as autoantibody testing, C-peptide
levels and HbA 1c and the blinded CGM data will be reviewed with you at the end of
the study.
Additionally, the results of the DEXA scan are of potential benefit to participants as
they are at an increased risk of reduced bone mineral density due to their diabetes
and overweight physique.

11 b. How could others possibly benefit from this study?
Information gained from this research study may increase knowledge about the
treatment and prevention of T1 D in the future.

11c. How could the researchers benefit from this study?
In general, presenting research results helps the career of a scientist. Therefore, the
Principal Investigator listed in question 3 of this form may benefit if the results of this
study are presented at scientific meetings or in scientific journals.

Page 15 of 23

IRS Project #: 90-2013
IRS Version: 10/19/2011
PI Version: 9/13/2013

"

12. What other choices do you have if you do not want to be in this study?
You are not required to take part in this study. You can choose not to participate in
this study. You can be prescribed metformin by your personal doctor if he feels it is
necessary for your diabetes care. Metformin is readily available and is a very low
cost prescription medication. You have the option to continue routine diabetes care.
There may be other trials for people with T1 D being done elsewhere.

13a. Can you withdraw from this study?
You are free to withdraw your consent and to stop participating in this study at any
time. If you do withdraw your consent, you will not be penalized in any way and you
will not lose any benefits to which you are entitled.
If you decide to withdraw your consent to participate in this study for any reason,
please contact one of the research team members listed in question 3 of this form.
They will tell you how to stop your participation safely.
If you have any questions regarding your rights as a research subject, please call the
Institutional Review Soard (IRS) office at (352) 273-9600.

13b.lf you withdraw, can information about you still be used and/or collected?
If you leave the study early for any reason, the information that has already been
collected will remain in the study database, but no further information will be collected
for the study.

13c. Can the Principal Investigator withdraw you from this study?
You may be withdrawn from the study by the Principal Investigator or study sponsor
without your consent for the following reasons:
•
•
•
•

It is determined that you are not eligible for the study.
The study is stopped.
There are unanticipated circumstances.
The Principal Investigator feels that you have not followed instructions given to
you.

WHAT ARE THE FINANCIAL ISSUES IF You PARTICIPATE?

14. If you choose to take part in this research study, will it cost you anything?
The metformin, placebo, boost, iPro TM2 with Enlite ™ sensor device, Glucose meter
and test strips will be provided at no cost to you while you are participating in this
study. The iPro™2 with Enlite™ sensor device will need to be returned.
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The Sponsor will pay for all medical services required as part of your participation in
this study. There will be no cost to you. If you receive a bill related to this study,
please contact Michael Haller, MD at (352) 273-9264 or Miriam Cintron at (352) 273
5580.
All other medical services provided to you that are not directly related to the study will
be billed to you or your insurance company. You will be responsible for paying any
deductible, co-insurance, and/or co-payments for these services, and any non
covered or out-of-network services.
Some insurance companies may not cover costs associated with studies. Please
contact your insurance company for additional information.

15. Will you be paid for taking part in this study?
As compensation for travel and other expenses, you will receive a $50 gift card. If
you have a MMTT as a part of this study, you will be paid an additional $50 for each
completed MMTT procedure performed.
At the end of the study, you may also receive an additional:
• $25 gift card for completing at least 4 of the 5 planned phone calls
• $25 gift card for bringing at least 75% of your study drug bottles to each visit.
Additional travel expenses may be paid in select cases for participants with higher
expenses.
If you are a student and if you believe that your participation in this study or your
decision to withdraw from or to not participate in this study has improperly affected
your grade(s), you should discuss this with the dean of your college or you may
contact the IRB office

16. What if you are injured because of the study?
If you are injured as a direct result of your participation in this study, only the
professional services that you receive from any University of Florida Health Science
Center healthcare provider will be provided without charge. These healthcare
providers include physicians, physician assistants, nurse practitioners, dentists or
psychologists. Any other expenses, including Shands hospital expenses, will be
billed to you or your insurance provider.
You will be responsible for any deductible, co-insurance, or co-payments. Some
insurance companies may not cover costs associated with research studies or
research-related injuries. Please contact your insurance company for additional
information.
The Principal Investigator will determine whether your injury is related to your
participation in this study.
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No additional compensation is offered. The Principal Investigator and others
involved in this study may be University of Florida employees. As employees of the
University, they are protected under state law, which limits financial recovery for
negligence.
Please contact Dr. Michael Haller at (352) 273-9264 or 24-hour phone number
(352) 265-0111 if you experience an injury or have questions about any discomforts
that you experience while participating in this study.

17. How will your health information be collected, used and shared?
If you agree to participate in this study, the Principal Investigator will create, collect,
and use private information about you and your health. This information is called
protected health information or PHI. In order to do this, the Principal Investigator
needs your authorization The following section describes what PHI will be collected,
used and shared, how it will be collected, used, and shared, who will collect, use or
share it, who will have access to it, how it will be secured, and what your rights are to
revoke this authorization.
Your protected health information may be collected, used, and shared with others to
determine if you can participate in the study, and then as part of your participation in
the study. This information can be gathered from you or your past, current or future
health records, from procedures such as physical examinations, x-rays, blood or
urine tests or from other procedures or tests. This information will be created by
receiving study treatments or participating in study procedures, or from your study
visits and telephone calls. More specifically, the following information may be
collected, used, and shared with others:
•
•
•
•
•
•
•
•
•

Demographic information
Complete past and present medical history
Family medical history related to autoimmune disease
Related laboratory results
Records of physical exams
TreatmenUmanagement of T1 D
Use of devices (e.g., insulin pump, continuous glucose monitor, glucose meter)
Acute complications such as severe hypoglycemia and diabetic ketoacidosis
Testing results of this study

This information will be stored in locked filing cabinets at the University of Florida and
on computer servers with secure passwords, or encrypted electronic storage devices
at the Jaeb Center for Health Research. This information, which will include your date
of birth, will be identified with a code number. This is how your information is kept
private or confidential. Your direct personal identifiers such as your name, address,
telephone number will be kept at your study doctor's office.
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Records of your participation in this study will be held confidential to the extent
permitted by the applicable laws and regulations, and consistent with the Health
Insurance Portability and Accountability Act ("HIPAA") Authorization that you will be
asked to sign. The study doctor, the sponsor or persons working on behalf of the
sponsor, and under certain circumstances, the United States Food and Drug
Administration (FDA), as well as governmental agencies in other countries and the
Ethics Committee/Institutional Review Board (IRB) will be able to inspect and copy
confidential study-specific records which identify you by name. Therefore, absolute
confidentiality cannot be guaranteed.
Your samples will be identified by the same number used to identify your data in the
T1 D Exchange database. The samples will be sent to multiple facilities for specimen
storage and analyses. Laboratories will receive specimens and certain study
information such as the assigned 10 number and date of specimen collection. All
laboratories and specimen storage facilities will sign an agreement that they will
protect any information that might identify you. The Benaroya Research Insititute,
which serves as the Biobank Operations Center, will have access to study data.
The information collected from you and all the other participants will be sent to the
Jaeb Center for Health Research, which coordinates the T1 0 Exchange Clinic
Network and this study. Your information may be made available to other
researchers. If this is done, the researchers will not be given any information that
could directly identify you.
As part of the study, the CGM and home glucose meter will be uploaded to a website
called CareLink which was created by Medtronic, the company that makes the CGM.
The personal information provided to the company will include only the code number
assigned to you; no names or personal information will be included. The CGM and
meter data then will become Rart of the study database at the Jaeb Center.
Some of the information collected could be included in a "limited data set" to be used
for other research purposes. If so, the limited data set will only include information
that does not directly identify you. For example, the limited data set cannot include
your name, address, telephone number, social security number, photographs, or
other codes that link you to the information in the limited data set. If limited data sets
are created and used, agreements between the parties creating and receiving the
limited data set are required in order to protect your identity and confidentiality and
privacy.
The results of this study may be reported in medical journals and presented at
scientific meetings. However, at no time will any of the study participants be identified.
Confidentiality of your records will be maintained. All records will be kept in
accordance with current legal requirements By signing this form you are agreeing to
this. Your records and results will not be identified as belonging to you in any
publication.
If you provide an email address to be contacted about future studies or to receive
updates on the T1 0 Exchange, your email address will be given to the Jaeb Center
for Health Research and kept strictly confidential.
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A description of this clinical trial will be available on http://www.ClinicaITrials.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

18. For what study-related purposes will your protected health information be
collected, used, and shared with others?
Your PHI may be collected, used, and shared with others to make sure you can
participate in the research, through your participation in the research, and to evaluate
the results of the research study. More specifically, your PHI may be collected, used,
and shared with others for the following study-related purpose(s):
•
•
•
•

To learn the safety and usefulness of metformin in combination with standard
insulin therapy in overweight T1 D people
To learn how C-peptide levels in the blood are affected by metformin
To learn how vascular function are affected by metformin
To collect specimen samples for the T1 D Exchange Biobank to further
understanding of T1 D and its complications

Once this information is collected, it becomes part of the research record for this
study.

19. Who will be allowed to collect, use, and share your protected health
information?
Only certain people have the legal right to collect, use and share your research
records, and they will protect the privacy and security of these records to the extent
the law allows. These people Include:
• the study Principal Investigator (listed in question 3 of this form) and research
staff associated with this project.
• other professionals at the University of Florida or Shands Hospital that provide
study-related treatment or procedures.
• the University of Florida Institutional Review Board (IRB; an IRB is a group of
people who are responsible for looking after the rights and welfare of people
taking part in research).

20. Once collected or used, who may your protected health information be shared
with?
Your PHI may be shared with:
• the scientific investigators who help run the study
• the Jaeb Center for Health Research located in Tampa, Florida. The Jaeb
Center is the Coordinating Center for the T1 D Exchange Clinic Network.
• the T1 D Exchange Biobank Operations Center at the Benaroya Research
Institute in Seattle, WA
• Northwest Lipid Metabolism and Diabetes Research Laboratories
Page 20 of23

IRB Project #: 90-2013
IRBVersion: 10/19/2011
PI Version: 9/1312013

a

•

United States and foreign governmental agencies who are responsible for
overseeing research, such as the Food and Drug Administration, the
Department of Health and Human Services, and the Office of Human
Research Protections .

The information collected from you and all the other participants will be sent to the Jaeb
Center for Health Research, which coordinates the T1 D Exchange. Your information will
become part of the T1 D Exchange database. It may be made available to other
researchers. If this is done, the researchers will not be given any information that could
directly identify you.
Otherwise, your research records will not be released without your permission unless
required by law or a court order. It is possible that once this information is shared with
authorized persons, it could be shared by the persons or agencies who receive it and
it would no longer be protected by the federal medical privacy law.

21. If you agree to take part in this research study, how long will your protected
health information be used and shared with others?
Your PHI lasts 50 years from the date of your signature or until the end of the study,
whichever is sooner. The end of the study is when no one has to monitor the study
anymore, the funding agency data analyses are done, and the primary articles are
accepted for publication. After which time the link to your PHI will be destroyed and
the data will become anonymous. The data will be kept in this anonymous form
indefinitely.
You are not required to sign this consent and authorization or allow researchers to
collect, use and share your PHI. Your refusal to sign will not affect your treatment,
payment, enrollment, or eligibility for any benefits outside this research study.
However, you cannot participate in this research unless you allow the collection, use
and sharing of your protected health information by Signing this consent and
authorization.
You have the right to review and copy your protected health information. However,
we can make this available only after the study is finished.
You can revoke your authorization at any time before, during, or after your
participation in this study. If you revoke it, no new information will be collected about
you. However, information that was already collected may still be used and shared
with others if the researchers have relied on it to complete the research. Any new
information about any adverse (unfavorable) event that is related or potentially related
to the study also will be sent to the Jaeb Center. You can revoke your authorization
by giving a written request with your signature on it to the Principal Investigator.
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SIGNATURES

As an investigator or the investigator's representative, I have explained to the participant
the purpose, the procedures, the possible benefits, and the risks of this research study;
the alternative to being in the study; and how the participant's protected health
information will be collected, used, and shared with others:

Signature of Person Obtaining Consent & Authorization

Date

Consenting Adults. You have been informed about this study's purpose, procedures,
possible benefits, and risks; the alternatives to being in the study; and how your protected
health information will be collected, used and shared with others. You have received a
copy of this Form. You have been given the opportunity to ask questions before you sign,
and you have been told that you can ask other questions at any time.
Adult Consenting for Self. By signing this form, you voluntarily agree to participate in
this study. You hereby authorize the collection, use and sharing of your protected health
information as described in sections 17-21 above. By signing this form, you are not
waiving any of your legal rights.

Signature of Adult Consenting & Authorizing for Self

Date

Parent/Adult Legally Representing the Subject. By signing this form, you voluntarily
give your permission for the person named below to participate in this study. You hereby
authorize the collection, use and sharing of protected health information for the person
named below as described in sectidns 17-21 above. You are not waiving any legal rights
for yourself or the person you are legally representing. After your signature, please print
your name and your relationship to the subject.
Consent & Authorization Signature
of Parent/Legal Representative

Print: Name of Legal Representative

Date

Print: Relationship to Participant:

Print: Name of Subject:
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Participants Who Cannot Consent But Can Read and/or Understand about the
Study. Although legally you cannot "consent" to be in this study, we need to know if you
want to take part. If you decide to take part in this study. and your parent or the person
legally responsible for you gives permission, you both need to sign. Your signing below
means that you agree to take part (assent). The signature of your parent/legal
representative above means he or she gives permission (consent) for you to take part.

Date

Assent Signature of Participant
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