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Meeting Date: 21 Nov 07  

Please check one of the following: 
 
_____ You are an adult subject in this study. 
 
_____ You are the parent or guardian granting consent for a minor in this study. 
  
Print minor's name here:  
 
______________________________________________________ 
 
The following information applies to the individual or to his/her minor child.  If the 
subject is a minor, use of "you" refers to "your child". 
 

Are you participating in any other research studies? _____ yes _____no 

INTRODUCTION TO RESEARCH STUDIES 

A research study is designed to answer specific questions, sometimes about a drug or 
device’s safety and its effectiveness.  Being in a research study is different from being a 
patient.  When you are a patient, you and your personal doctor have a great deal of 
freedom in making decisions about your health care.  When you are a research subject, 
the Protocol Director and the research staff will follow the rules of the research study 
(protocol) as closely as possible, without compromising your health. 

PURPOSE OF RESEARCH  

You are invited to participate in a research study at Stanford University Medical Center 
paid for by the Juvenile Diabetes Research Foundation for the Development of 
Algorithms for a Prototype Closed Loop Insulin Pump.  
 
The purpose of doing this research study is to understand the best way to stop an insulin 
infusion pump from delivering insulin to prevent a subject from having hypoglycemia.  
We think that if we take into account how quickly your blood sugar (glucose) is dropping 
we can stop your basal insulin from your pump for 2 hours and keep you from going low. 
We hope that what we learn from this study can be used to set up communication 
between a continuous glucose monitor and an insulin pump. However, we do not 
currently know the best way to do this. 
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The inclusion criteria for this study includes the following:  
 

1) Clinical diagnosis of type 1 diabetes and using daily insulin therapy for at least 
one year. 

The diagnosis of type 1 diabetes is based on the investigator’s judgment; C 
peptide level and antibody determinations are not needed.   

2) Age 3.0 years to less than 46.0 years old. 

3)   Subject has used a downloadable insulin pump for at least 3 months 

4) Parent/guardian and subject understand the study protocol and agree to comply 
with it. 

5) Subjects >7.0 years old and primary care giver (i.e., parent or guardian) 
comprehend written English. 

6) Subject has a home computer with email access. 

7)   For females, subject not intending to become pregnant during the study. 

8)   No expectation that subject will be moving out of the area of the clinical 
center during the study. 

9) Informed Consent Form signed by the parent/guardian and Child Assent 
Form signed by subjects ages 7 to 17 years. 

10) Subjects cannot have had a severe hypoglycemic event, as described as a 
seizure, loss of consciousness, severe neurological impairment, or 
neurological impairment suggestive of hypoglycemia and requiring an 
emergency department visit or hospitalization within 18 months of 
enrollment. 

  

The exclusion criteria for this study is the following:  
 

1) The presence of a significant medical disorder that in the judgment of the 
investigator will affect the wearing of the sensors or the completion of any aspect 
of the protocol 

2)   The presence of any of the following diseases: 
• Asthma if treated with systemic or inhaled corticosteroids in the last 6 

months 
• Cystic fibrosis 
• Other major illness that in the judgment of the investigator might interfere 

with the completion of the protocol 
Adequately treated thyroid disease and celiac disease do not exclude subjects 
from enrollment 

3) Inpatient psychiatric treatment in the past 6 months for either the subject or the 
subject’s primary care giver (i.e., parent or guardian) 
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4) Current use of oral/inhaled glucocorticoids or other medications, which in the 
judgment of the investigator would be a contraindication to participation in the 
study 
 

The study is expected to include a maximum of 40 people who, like you, have diabetes. 
Twenty people will be enrolled for the study at the Barbara Davis Center in Colorado and 
the other twenty will be enrolled at the Stanford University Medical Center in California. 
 
Your participation in this study is entirely voluntary. 
Your decision whether or not to participate will not prejudice you or your medical care.  If 
you decide to participate, you are free to withdraw your consent, and to discontinue 
participation at any time without prejudice to you or effect on your medical care.  If you 
decide to terminate your participation in this study, you should notify Bruce Buckingham, 
MD at (650) 725-6549 or Darrell Wilson MD at (650) 725-6547.   

Navigator Continuous Glucose Monitor 

The Navigator is a device  manufactured by Abbott Diagnostics.  The FreeStyle 
Navigator is designed as a three-part system: 
   
The first part is a sensor designed to be worn for five days. The sensor is attached to a 
plastic sensor mount with adhesive to stick to the skin like a patch. The sensor is placed 
just under the skin by a disposable self-insertion device.   A disposable, spring-loaded 
self-insertion device is used to quickly and easily insert the sensor just under the surface 
of the skin, approximately 5 mm deep. The sensor/transmitter unit is designed to be worn 
on the abdomen, buttocks, or on the back of the upper arm.  After several days of wear, 
the sensor, plastic mount, and adhesive can be removed similar to removing a bandage.   
A microscopic piece of the sensor membrane  may occasionally be left under the skin 
after the sensor is removed.  This poses no health or safety risk. 
 
The second part is a transmitter, designed to snap into the sensor mount on the skin’s 
surface. The transmitter receives information wirelessly. There is an approximate ten-foot 
range between the sensor/transmitter and the receiver. The transmitter communicates 
with the receiver via radio frequency.  While wearing the sensor and transmitter, you can 
bath, swim and participate in a range of normal physical activities. The sensor and 
transmitter should not be affected by sweating. However, the receiver is not designed to 
be waterproof. Similar to blood glucose meters, water can damage  the open strip port on 
the side of the unit.  

The third part is a receiver, about the size of a pager, which can be worn easily on a belt, 
or carried in a pocket or purse.  The receiver can also be placed on a nightstand while 
sleeping. It receives information wirelessly from the sensor / transmitter every minute. 
The receiver is designed to display glucose values, directional glucose trend arrows, and 
rate of change. The receiver also has high and low glucose alarms. The receiver can store 
glucose data for analysis by you and the research team. 
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The Navigator Continuous Glucose Monitor is designed to measure blood glucose levels 
as frequently as once per minute in a range of 20-500 mg/dl.  The sensor is inserted under 
the skin and measures glucose levels in the space between your skin and muscle.  In 
human studies, the glucose levels of the fluid between the cells (interstitial fluid) 
generally lag behind the BG levels by 3 to13 minutes.  The Navigator provides a glucose 
reading every 60 seconds (or 1440 readings a day).  Each sensor is designed to provide 
readings for up to 120 hours.  It has alarms for hypoglycemia and hyperglycemia as well 
as for projected high and low glucose values, which can be adjusted by the user.  The 
Navigator also has a trend arrow indicating the glucose rate of change. During the 
calibration period, the receiver will not display glucose values for at least the first 10 
hours.  The sensor requires calibration values to be entered 4 times during the 5 day 
sensor wear at approximately 10, 13, 29 and 81 hours.  The values are entered directly 
into the Navigator which has a FreeStyle BG meter built into the unit.   

 
DURATION OF INVOLVEMENT 
 

Your involvement in this research study is expected to take approximately 3-9 months 
depending on your decision to continue using the Navigator.    

Each subject will have an enrollment visit of approximately 2 hours.  You will then return 
for an approximate 10-12 hour overnight hospital admission.  Subjects will be given the 
option to continue using a Navigator CGM at home for an additional 13 weeks.  If you 
decide to continue use of the Navigator you will be scheduled for an additional phone 
consult or visit to Stanford one week after your hospital admission.  In addition, you will 
be required to return to Stanford for a fjnal 13 week visit.   

  
PROCEDURES 
 

Standard diabetes care requires being seen every 3 months for a full physical 
exam, HbA1c measurement and review of diabetes management.   Standard care 
will be changed in the following ways: 
Enrollment Visit: 
1. Informed Consent is obtained from eligible subjects and/or parent/guardian, 

Assent Form for subjects ages 7 through 17, and an authorization form for 
release of personal information before enrollment. 

2. On the day of enrollment the subjects will have a physical exam.   A 
hemoglobin A1c will obtained with blood from a fingerstick at either the 
enrollment visit or the first CRC visit.   

• Study personnel will train subjects on the Navigator insertion process.  
Subjects will go home with one inserted sensor and the Navigator in 
calibration mode. 

• The subject must insert two Navigator CGM sensors at home 1-3 days before 
the CRC admission.  
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• The subject will be given instructions for calibrating and using the Navigators. 

• You will be able to view continuous glucose data from both sensors. 

• You will also be given software to download the Navigator receiver while at 
home. The downloaded file will be e-mailed to the study staff for review and 
insulin recommendations will be made if necessary. We ask that you send the 
downloads every 3-4 days to the study staff in the one or two weeks prior to 
the hospital visit for insulin recommendations.  

• Navigator low alert alarm will be set to a value between 70 to 100 mg/dl (to 
be determined by the investigator) and the Navigator alarm sensitivity will be 
set to high for the CRC admission. 

• A minimum of 4 blood sugar tests is required each day.   All Navigator sensor 
values must be confirmed with a fingerstick before the subject makes any 
diabetes management changes.  In addition, the subject must do a blood sugar 
test anytime the Navigator sensor does not match how they are feeling. 

• Subjects are to contact the study staff for directions on insulin dosing if their 
blood glucose value is out of range prior to admission. 

 

Clinical Research Center (CRC) Admissions: 
You will have one overnight visit to the hospital during this study.  This admission will 
occur 1-3 days after you inserted two new sensors at home. During the visit, your basal 
rate on your insulin pump will be increased to make your blood sugar fall slowly. You will 
be wearing two Navigator sensors during the hospital visit. The Navigators or a separate 
computer program on a laptop will alarm when it predicts that you will have a low blood 
sugar in 30 to 45 minutes. When the Navigator or the computer program alarms for a 
predicted low blood sugar and the study staff decides, the study staff will suspend your 
insulin pump for around 90 minutes but no more than 2 hours. What will happen at the visit 
is described below.  
 
You should arrive to CRC between 7:30pm and 8:30pm.  Prior to arriving you should eat 
your dinner meal at home between 5:30pm and 6:30pm.  Your dinner meal should consist 
of a microwavable meal with a known amount of carbohydrate, fat and protein.  During 
the 1-3 days prior to the CRC visit when you are wearing the Navigators keep a written 
log of your carbohydrate intake, exercise and all medications taken.  Once you’ve been 
admitted to the research unit the following will happen: 
 

• An intravenous (IV) catheter will be inserted: 

During the hospital stay, blood samples will be drawn frequently to measure blood 
sugars and blood ketones. To make the blood sampling easier, a small tube, called an 
IV catheter, will be placed in a vein in your arm. This will also be used in case you 
need IV dextrose if you get low. If you wish, a special cream (EMLA) may be used to 
numb the skin before the tube is placed.  Our experience is that this cream stops 
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nearly all of the pain from this procedure. The tube will stay in your arm while you 
are in the hospital. There may be some itching, stinging or pain from having the tube 
in the vein.  However, there should be no pain when blood is drawn through the tube.  
If the tube stops working, a new one will need to be inserted.  The total blood to be 
drawn during the hospital stay (for Freesytle blood glucose meter and Precision Xtra 
blood ketone meter) will be less than one tablespoon. 

• Before the test begins, you will have your blood sugar tested by fingerstick or IV 
so that the study staff can make sure your blood sugar will be within range before 
making your blood sugar fall. Your blood sugar must be above 100 mg/dl before 
the study can begin. 

• After the check-in is complete, you will remain in the bed except for bathroom 
privileges until the morning. When the test begins, around 12 midnight, we will 
increase your basal insulin.  

• No bedtime snack will be given if your BG is greater than 100 mg/dl at bedtime.  
If you are less than 100 mg/dl at bedtime you will be given a 15g carbohydrate 
snack without a bolus of insulin. 

• Once the alarm has occurred, the study staff will manually suspend your insulin 
pump and see what your blood sugar and ketone levels do. Your insulin will be 
suspended for no more than 2 hours. The study staff will take blood sugar samples 
from your IV every 10 to 30 minutes.   Blood tests will be done on both freestyle 
meters (built into) the Navigators for glucose values and on the Precision Xtra 
Meter for ketone values.  Ketones will be tested before bedtime, after restarting 
your insulin pump, in the morning and if your blood sugar goes above 300 mg/dl 
at any time.  

• If your blood sugar falls below 60 mg/dl, the study staff will treat you with oral 
carbohydrate or IV glucose if necessary. The observation period will be cut short 
if your blood sugar falls below 60 mg/dl or rises above 300 mg/dl. If your blood 
sugar goes above 300 mg/dl, you will be treated with insulin, as you would do at 
home. If the study is stopped early because your blood sugar goes high 
(>300mg/dl) or low (<60mg/dl), the visit will end and you will be treated as 
appropriate, returning your basal insulin back to normal (if blood sugar is above 
100 mg/dl) and remain until the morning.  

• After the observation period, your basal insulin will be restarted and returned to 
your normal basal rate. It is possible that your pump could be suspended more 
than once if your blood sugar falls again, but you will get at least 45 minutes of 
basal insulin prior to any additional pump shutoffs.  

• In the morning, you will eat breakfast or a snack and will take your usual insulin 
dose for breakfast. 

• After completion of the study visit, the IV will be removed, the Navigators and 
insulin pump will be downloaded and you will be given the option to continue 
using the Navigator at home for 13 weeks. If you chose to continue using the 
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Navigator you will be given more instructions. One of the Navigator sensors will 
be removed. You will then be allowed to leave the hospital and go home. 

• If you choose not to continue using the Navigator then both sensors will be 
removed and you will return home and continue your normal diabetes care. 

• If the study visit had to be stopped short because of high or low blood sugars, or 
for any other reason, the study staff may ask you to return for another hospital 
admission. This visit would follow the same procedures as the first visit. 

 

Continued Use of Navigator 
If you choose to continue using a Navigator at home the following will occur: 

• A minimum of 4 blood sugar tests is required each day.   All Navigator sensor 
values must be confirmed with a fingerstick before the subject makes any diabetes 
management changes.  In addition, the subject must do a blood sugar test anytime 
the Navigator sensor does not match how they are feeling. 

• You will use the software you were given at the enrollment visit to download the 
device at home.  

• You will be invited to download the Navigator CGM as desired and send the file 
via e-mail to the clinic 

• You will be given enough sensors and Freestyle HGM strips to use with the 
Navigator for 13 weeks. 

• You will have the option of returning to the clinic or completing a phone consult 
7-12 days after discharge from the CRC for a 1 week follow-up visit.  At this visit 
the following will be done: 

o Your Navigator will be downloaded and the data reviewed by the study 
doctor and/or the study nurse. If this is a phone visit, the data will be 
downloaded at home and e-mailed to the study staff for review. 

o Recommendations for insulin dose changes will be made. 

o An assessment of the data will be done to check how many hypoglycemic 
events occurred, how many alerts were responded to and how many alerts 
were ignored. 

• If you have any questions regarding the Navigator you will be able to contact the 
study staff via phone or email. 

• You will return to the clinic for a final follow-up visit after 13 weeks.  At this visit 
you will receive the usual standard of care.  In addition, the Navigator will be 
downloaded and the data reviewed. At this visit, you will also return all study 
supplies.  
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Volume of Blood Draws  

•  The maximum number of blood draws is 34 for a total volume of 1 
tablespoon.  Each blood draw will be less than 1cc or 0.2 teaspoons. The 
same amount of blood will be drawn each time. 

• There will be no stored blood samples. 

WOMEN OF CHILDBEARING POTENTIAL 
 
If you are a woman who is able to become pregnant (you have started your menstral 
cycle), it is expected that you will use an effective method of birth control to prevent 
exposing a fetus to a potentially dangerous agent with unknown risk.  If you are 
pregnant or currently breast feeding, you may not participate in this study.  You 
understand that if you are pregnant, if you become pregnant, or if you are breast-
feeding during this study, you or your child may be exposed to an unknown risk. 

 
To confirm to the extent medically possible that you are not pregnant, you agree to 
have a pregnancy test done before beginning this research study if requested by study 
staff.  You must agree to avoid sexual intercourse or use a birth control method judged 
to be effective by the investigator and which will not interfere with the proposed 
investigation.  You must accept the risk that pregnancy could still result despite the 
responsible use of reliable method of birth control.  You agree to notify the investigator 
as soon as possible of any failure of proper use of your birth control method, or if you 
become pregnant, either of which may result in your being withdrawn from the study. 

TISSUE SAMPLING FOR GENETIC TESTING, OTHER TESTING, OR 
BANKING FOR FUTURE RESEARCH  

Research using tissues (including blood samples) is an important way to try to 
understand human disease.  You have been given this consent form because the 
investigators want to include your tissues in a research project.  There are several 
things you should know before allowing your tissues to be studied:  

During office visits for the research study, blood samples will be collected to determine 
your actual blood sugar levels and glycosylated hemoglobin or HbA1c.  The blood 
samples will only be identified by the study code number assigned to you; no names or 
personal information will be included. 
 
The results of blood tests done on blood glucose meters throughout the study as well as 
the HbA1c tests done at the time of the office visits will be provided to you. 
 
The results of these tests will be used as a part of your diabetes management and will be 
included in your medical record.  These results may be included in dictations or letters 
that are the method our clinic uses to communicate with your primary care or referring 
physician.  This is a practice that is standard in our diabetes clinic. 
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Right to Withdraw.  A subject with a linked sample always has the right to withdraw 
from a study. 

You have the right to refuse to allow your tissues to be studied now or saved for 
future study.  You may withdraw from this study at any time. The investigators 
might retain the identified samples, e.g., as part of your routine clinical care, but 
not for additional research. 

After the results of your blood tests are obtained the samples will be destroyed, 
they will not be stored for future research purposes.   
 
Use in Commercial Development of Products 
Any tissues you have donated which are used in research may result in new 
products, tests, or discoveries.  In some instances, these may have potential 
commercial value and may be developed and owned by the Investigators, 
Stanford University and/or others.  However, donors of tissues do not retain any 
property rights to the materials.  Therefore, you would not share in any financial 
benefits from these products, tests, or discoveries. 

 
SUBJECT RESPONSIBILITIES 

You should  

• Keep your study appointments.  If it is necessary to miss an appointment, please 
contact the research staff  immediately:   

• Paula Clinton, RD, CDE at 650-736-2313 or pclinton@stanford.edu or to page 
call 650-497-8000 and ask the page operator to page Paula Clinton / 15333.   

•  Betsy Kunselman, NP, CDE at 650-498-7353 or betsycde@stanford.edu or to 
page call 650-497-8000 and ask the page operator to page Betsy Kunselman / 
25027.   

• Tell the Protocol Director or study staff about any side effects, doctor visits, or 
hospitalizations that you may have. 

• Tell the Protocol Director or study staff if you believe you might be pregnant.  
• Complete your questionnaires as instructed. 
• Ask questions as you think of them. 
• Tell the Protocol Director or study staff if you change your mind about staying in 

the study. 

While participating in this research study, you should not take part in any other research 
project without approval from all of the Protocol Directors.  This is to protect you from 
possible injury arising from such things as extra blood drawing, extra x-rays, the possible 
interaction(s) of research drugs, or other similar hazards. 

mailto:pclinton@stanford.edu
mailto:betsycde@stanford.edu
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RIGHT TO WITHDRAWAL 

If you first agree to participate and then you change your mind, you are free to withdraw 
your consent and discontinue participation at any time.   Your decision will not affect 
your ability to receive medical care for your disease and you will not lose any benefits to 
which you would otherwise be entitled.  You have the right to refuse to allow your tissues 
to be studied now or saved for future study.  The investigators might retain the identified 
samples, e.g., as part of your routine clinical care, but not for additional research.   If you 
would like to withdraw from the study, please contact the protocol director, Bruce 
Buckingham, MD at 650-723-5791. 

Study withdrawal procedures: 

If you withdraw your child from the study, or the study device (Navigator) is stopped for 
any reason, you will be asked to return to your routine diabetes care. 

• There are no anticipated consequences to discontinuing the study device or the 
research study early. 

• If you withdraw your consent, you must return all study-related supplies, 
including unused glucose sensors, test strips, and the Navigator to the research 
staff. 

The Protocol director may also withdraw you from the study and the study 
medication may be stopped without your consent for one or more of the following 
reasons: 

• The Protocol director decides that continuing your participation could be 
harmful to you. 

• Failure to follow the instructions of the Protocol Director 
• You need treatment not allowed in the study 
• The study is cancelled 
• Other administrative reasons 
• Unanticipated circumstances 

POSSIBLE RISKS, DISCOMFORTS, AND INCONVENIENCES 
 
Taking part in research often involves some risks of physical or psychological injury or 
discomfort. The most likely risks of this study are described below.   These deserve careful 
thought. This study may include risks that are unknown at this time.  You should talk with 
the Protocol Director if you have any questions. 

 
FINGER STICK RISKS 
About 2 drops (0.1 teaspoon) of blood will be removed by fingerstick.  This is a standard 
method used to test blood sugar levels and HbA1c.  It hurts when the lancet goes into 
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your finger but not for long.  In about 1 in 10 cases a small amount of bleeding under the 
skin will produce a bruise.  A small scar may persist for several weeks.  The risk of an 
infection is less than 1 in 1000.  This test will be done up to 12 times. 
 
CATHETER RISKS 
A hollow needle/plastic tube (catheter) will be placed in your arm for taking blood 
samples. This will remain in for approximately 10-26 hours and removed just before you 
are discharged. When the needle goes into a vein, it hurts for a short time.  A special 
cream may be used to make it hurt less.  The most common risks related to putting the 
numbing cream (Elamax/LMX) on the skin are redness, blanching (temporary whiteness 
of the skin area), swelling, and itching.  There may be minor discomfort from having the 
needle/plastic tube taped to your arm. In about one in 10 cases a small amount of 
bleeding under the skin will produce a bruise. The risk of a blood clot forming in the vein 
is about one in 100, while the risk of infection or significant blood loss is one in 1000. 
 
CONTINUOUS GLUCOSE SENSOR RISKS 
The continuous glucose sensor may produce pain when the sensor is inserted into the 
skin.  We can use numbing cream before inserting the sensor to prevent discomfort.  
Rarely, a skin infection can occur at the site of insertion of the sensor.  Itchiness, redness, 
bleeding and bruising at the insertion site may occur as well as local tape allergies.  A 
microscopic piece of the sensor membrane  may occasionally be left under the skin after 
the sensor is removed- as stated this poses no health or safety risk. 
 
RISK OF HYPOGLYCEMIA (LOW BLOOD SUGAR) 
As with any person having insulin-dependent diabetes, there is always a risk of having a 
low blood sugar (hypoglycemia).  Symptoms of hypoglycemia can include sweating, 
jitteriness, and not feeling well.  Just as at home, there is the possibility of fainting or 
seizures (convulsions).  Since we will be closely monitoring you during this study, a 
serious low blood sugar is not expected to occur.  Even if low blood sugar does occur, it 
almost always goes away quickly with treatment to raise the blood sugar.  We will ask 
you to test your blood sugar several times overnight and to treat any blood sugars that are 
70 mg/dL or lower. 
 
RISK OF HYPERGLYCEMIA (HIGH BLOOD SUGAR) 
Hyperglycemia usually does not cause many obvious symptoms, but you may become 
thirsty, or have a higher level of sugar in your urine.  In severe cases of hyperglycemia, 
diabetic ketoacidosis (DKA) or coma may occur.  A serious effect from the 
hyperglycemia is not expected to occur, as we will be monitoring for ketones and blood 
glucose levels frequently. Because of this, the risk is lower than it would be for you at 
home if the pump had been disconnected. 
 
POTENTIAL BENEFITS 
 
You will be able to view you real time blood sugar using the Navigator prior to the 
GCRC admission.  You will also have the option of continuing to use the Navigator for 
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13 weeks at home after the GCRC admission.  The information downloaded from the 
device may assist with your diabetes management. 
 
This study is designed for the researchers to learn more about the safest way to turn off 
basal insulin in response to falling blood glucose levels. This study is not designed to 
treat any illness or improve your health.  Also there are risks as mentioned in the Risk 
Section. 

It is possible that you will not directly benefit from being a part of this study. 
 
WE CANNOT AND DO NOT GUARANTEE OR PROMISE THAT YOU WILL 
RECEIVE ANY BENEFITS FROM THIS STUDY.   
 

ALTERNATIVES 

 
Because this study is not providing a treatment, your alternative to participation would be 
to not participate.  If you do not participate, your medical care will not be changed. 
   
SUBJECT’S RIGHTS 

You should not feel obligated to agree to participate.  Your questions should be answered 
clearly and to your satisfaction.  

If you decide not to participate, tell the Protocol Director.  You will still receive care for 
your disease and will not lose any benefits to which you would otherwise be entitled.  

You will be told of any important new information that is learned during the course of 
this research study, which might affect your condition or your willingness to continue 
participation in this study. 

CONFIDENTIALITY 
 
Your identity will be kept as confidential as possible as required by law.  Except as 
required by law, you will not be identified by name, social security number, address, 
telephone number, or any other direct personal identifier.  Your research records may be 
disclosed outside of Stanford, but in this case, you will be identified only by a unique 
code number.  Information about the code will be kept in a secure location and access 
limited to research study personnel.   Copies of the signed consent and HIPAA 
authorization will be provided to the subject and/or parent/guardian. De-identified data 
will be available upon request and at the PI’s discretion to the Juvenile Diabetes Research 
Foundation, Abbott Diabetes Care, Jaeb Center for Health Research, Smiths Medical Inc, 
and Stanford Medical Center. 
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The results of this research study may be presented at scientific or medical meetings or 
published in scientific journals.  However, your identity will not be disclosed.  

Patient information may be provided to Federal and other regulatory agencies as required.  
The Food and Drug Administration (FDA), for example, may inspect research records 
and learn your identity if this study falls within its jurisdiction. 

FINANCIAL CONSIDERATIONS 

SUBJECT PAYMENT 

There will be no cost to the subjects to participate in this research study.  The Freestyle 
Navigator CGM’s and sensors will be provided.   Freestyle test strips and necessary 
batteries will also be provided.  Each subject will receive $50 for each clinic visit (max of 
3) and $100 for the CRC admission for a maximum reimbursement amount of $250.00.  
You will receive a check after all study visits have been completed.  

Legally, you can be paid only if you are a U.S. citizen, a legal resident alien, (i.e. possess 
a ‘green’ card), or have a work eligible visa sponsored by the paying institution. 
 
Travel assistance will be offered on a case by case basis.  

COST TO THE SUBJECT 

There will be no cost to you for participating in this study.  All hospital visits, doctor’s 
examinations, laboratory procedures, and medical supplies required for this study will be 
provided at no charge.  Costs of standard medical care for diabetes that would occur even 
if you were not in this study will still be your responsibility. 

SPONSOR 

All funding in this study will be provided by the Juvenile Diabetes Research Foundation 
(JDRF).   Abbott Diabetes Care will be supplying all the medical devices and equipment. 

CONSULTATIVE OR FINANCIAL RELATIONSHIPS 

Bruce Buckingham, MD is on the Speakers Bureau for the Medtronic- MiniMed, and he 
has received financial support from Medtronic- MiniMed for conducting research studies.  
Medtronic MiniMed are the makers of one of the types of insulin pumps that some 
participants may be using.  Study coordinators Paula Clinton, RD, CDE and Betsy 
Kunselman, NP, CDE are certified pump trainers for Medtronic- MiniMed and may be 
paid for their services.   They also work on research studies involving other continuous 
glucose sensing devices.  Paula Clinton is on the Speakers Bureau for LifeScan and may 
be paid by the company for these services.  
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CONTACT INFORMATION 

• Appointment contact:  If you need to change your appointment, please 
contact:   

 Paula Clinton, RD, CDE at 650-736-2313 or pclinton@stanford.edu or to 
page call 650-497-8000 and ask the page operator to page Paula Clinton / 
15333.   

  Betsy Kunselman, NP, CDE at 650-498-7353 or betsycde@stanford.edu or 
to page call 650-497-8000 and ask the page operator to page Betsy 
Kunselman / 25027.    

• Questions, Concerns, or Complaints:  If you have any questions, 
concerns, or complaints about this research study, its procedures, risks, and 
benefits, or alternative courses of treatment, you should ask the Protocol 
Director.  You may contact Bruce Buckingham, MD or Darrell Wilson, MD 
at 650-723-5791. 

Emergency contact: If you feel you have been hurt by being a part of this study, or 
need immediate assistance, please contact Bruce Buckingham, MD or Darrell Wilson, 
MD at (650) 723-5791.  If it is urgent and you need to speak with a physician 
immediately, please page the pediatric endocrinologist on call at (650) 497-8000.  
Identify yourself as a research participant including the name of the study you are a 
participant in. 

• Independent of the Research Team Contact:   If you are not satisfied with 
the manner in which this study is being conducted, or if you have any 
concerns, complaints, or general questions about the research or your rights 
as  research study subject, please contact the Stanford Institutional Review 
Board (IRB) to speak to an informed individual who is independent or the 
research team at (650) 723-5244 or toll free at 1-866-680-2906.  Or write 
the Stanford IRB, Admin Administrative Panel on Human Subjects in 
Medical Research, Administrative Panels Office, Stanford University, 
Stanford, CA, 94305-5401.  In addition, please call the Stanford IRB at 
either (650) 723-5244 or toll free at 1-866-680-2906 if you wish to speak to 
someone other than the research team or if you cannot reach the research 
team.  

 

COMPENSATION 
 
All forms of medical diagnosis and treatment—whether routine or experimental—involve 
some risk of injury.  In spite of all precautions, you might develop medical complications 
from participating in this study.  If such complications arise, the Protocol Director and the 

mailto:pclinton@stanford.edu
mailto:betsycde@stanford.edu
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research study staff will assist you in obtaining appropriate medical treatment but this 
study does not provide financial assistance for additional medical or other costs.  
Additionally, Stanford is not responsible for research and medical care by other 
institutions or personnel participating in this study.  You do not waive any liability rights 
for personal injury by signing this form. 

USE AND DISCLOSURE OF PROTECTED HEALTH 
INFORMATION 

Authorization To Use  
Your Health Information For Research Purposes  

Because information about you and your health is personal and private, it 
generally cannot be used in this research study without your written 
authorization.  If you sign this form, it will provide that authorization.  The 
form is intended to inform you about how your health information will be 
used or disclosed in the study.  Your information will only be used in 
accordance with this authorization form and the informed consent form and 
as required or allowed by law.  Please read it carefully before signing it.   

What is the purpose of this research study and how will my health 
information be utilized in the study? 

The purpose of doing this study is to help us understand the best way to stop 
an insulin pump from delivering insulin to prevent hypoglycemia.  We think 
that if we take into account how quickly your blood sugar (glucose) is 
dropping, we can stop your basal insulin from your pump for 2 hours and 
keep you from going low. We hope that what we learn from this study can 
be used to set up communication between a continuous glucose monitor and 
an insulin pump. However, we do not currently know the best way to do this.  

Do I have to sign this authorization form? 

You do not have to sign this authorization form.  But if you do not, you will 
not be able to participate in this research study.  Signing the form is not a 
condition for receiving any medical care outside the study. 

If I sign, can I revoke it or withdraw from the research later? 
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If you decide to participate, you are free to withdraw your authorization 
regarding the use and disclosure of your health information (and to 
discontinue any other participation in the study) at any time.  After any 
revocation, your health information will no longer be used or disclosed in 
the study, except to the extent that the law allows us to continue using your 
information (e.g., necessary to maintain integrity of research).  If you wish 
to revoke your authorization for the research use or disclosure of your health 
information in this study, you must contact: Bruce Buckingham, MD at 
(650) 725-6549 and Darrell Wilson, MD (650) 725-6547. 

What Personal Information Will Be Used or Disclosed? 

Your health information related to this study may be used or disclosed in 
connection with this research study, including, but not limited to: 

Your health information, results of blood tests, MRIs, x-rays, physical 
exams, medical treatment, sensor use, diabetes management information 
including Navigator, insulin pump and blood glucose meter downloads, 
physical exam results as well as the results of questionnaires, and interviews 
conducted as a part of the study may be used or disclosed in connection with 
this research study.  

Confidentiality of your records will be maintained, and all records will be 
kept in accordance with current legal requirements. 

Who May Use or Disclose the Information? 

We will try to keep your research records confidential, but it cannot be 
guaranteed.  Records that identify you (including your medical records) and 
the consent form signed by you, may be looked at by the following parties in 
connection with this reseach study: 
 

• Federal agencies that oversee human subject research 
• The Protocol Directors: Bruce Buckingham, MD and Darrell Wilson, 

MD, as well as the staff of the Department of Pediatric Endocrinology 
who will be responsible for your diabetes management while you are 
a participant in this research study.  The staff includes the doctors, 
nurses, dieticians, social workers, and administrative assistants. 

• Stanford Medical Center’s Institution Review Board 
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• The National Institute of Health 
• Outside sources of data analysis including Abbott, the makers of the 

Navigator 
• The Jaeb Center for Health Research for data management and 

analyses 
• The investigators and research team for this study 
• The JDRF 
• Abbott Diabetes Care (the manufacturer of the Navigator) 
• Smith Medical (manufacturer of the Cozmo insulin infusion pump) 
• Information pertaining to your diabetes management and clinic 

records may be dictated to other physicians or groups providing 
medical care for you. 

 
The groups listed above may also need to review your medical records.  
You may not be allowed to see or copy certain information in your 
medical records collected in connection with your participation in this 
research study while research is in progress.  Your information may be 
re-disclosed if the recipients described above are not required by law to 
protect the privacy of the information. 

Who May Receive / Use the Information? 

The parties listed in the preceding paragraph may disclose your health 
information to the following persons and organizations for their use in 
connection with this research study: 

· The Office for Human Research Protections in the U.S. Department of 
Health and Human Services 

• Federal agencies that oversee human subject research 
• Stanford Medical Center’s Institution Review Board 
• The National Institute of Health 
• Outside sources of data analysis including Abbott, the makers of the 

Navigator 
•  The JAEB Center for Health Research for data management and 

analyses 
• The investigators and research team for this study 
• The JDRF 
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• Information pertaining to your diabetes management and clinic 
records may be dictated to other physicians or groups providing 
medical care for you. 

Your information may be re-disclosed by the recipients described above, if 
they are not required by law to protect the privacy of the information. 

When will my authorization expire? 

Your authorization for the use and/or disclosure of your health information 
will expire on December 31, 2015.   

Will access to my medical record be limited during the study? 

To maintain the integrity of this research study, you may not have access to 
any health information developed as part of this study until it is completed.  
At that point, you would have access to such health information if it was 
used to make medical or billing decision about you (e.g., if included in your 
official medical record).  

 

________________________________  

Signature of Subject 

_______________________________________ 
Signature of Legally Authorized Representative 

______________ 
Date 

 

 

Experimental Patient’ Bill of Rights 

As a human subject you have the following rights.  These rights include but are not 
limited to the subject's right to: 
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• be informed of the nature and purpose of the experiment;  
• be given an explanation of the procedures to be followed in the medical 

experiment, and any drug or device to be utilized;  
• be given a description of any attendant discomforts and risks reasonably to be 

expected;  
• be given an explanation of any benefits to the subject reasonably to be expected, 

if applicable;  
• be given a disclosure of any appropriate alternatives, drugs or devices that might 

be advantageous to the subject, their relative risks and benefits;  
• be informed of the avenues of medical treatment, if any available to the subject 

after the experiment if complications should arise;  
• be given an opportunity to ask questions concerning the experiment or the 

procedures involved;  
• be instructed that consent to participate in the medical experiment may be 

withdrawn at any time and the subject may discontinue participation without 
prejudice;  

• be given a copy of the signed and dated consent form;  
• and be given the opportunity to decide to consent or not to consent to a medical 

experiment without the intervention of any element of force, fraud, deceit, duress, 
coercion or undue influence on the subject's decision. 

 

YOUR SIGNATURE INDICATES THAT YOU HAVE READ AND 
UNDERSTAND THE ABOVE INFORMATION, THAT YOU HAVE DISCUSSED 
THIS STUDY WITH THE PERSON OBTAINING CONSENT, THAT YOU HAVE 
DECIDED TO PARTICIPATE BASED ON THE INFORMATION PROVIDED, 
AND THAT A COPY OF THIS FORM HAS BEEN GIVEN TO YOU. 

 

________________________________ 
Signature of Adult Participant 

________________ 
Date 

_____________________________________________________________ 
Social Security #; If payment is provided and SS# is not recorded separately. 

 
1)____________________________________               _______________________ 
Signature of Legally Authorized Representative      Date 
(Parent, Guardian or Conservator)   
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________________________________________________________              
Representative's Authority to Act for Subject (ie. Mother, father, etc.) 
 
 
2)________________________________________         _____________________ 
Signature of Legally Authorized Representative         Date 
(Parent, Guardian or Conservator)  
 
________________________________________________________              
Representative's Authority to Act for Subject (ie. Mother, father, etc.) 
 
 
The permission of the second parent was not obtained because:  

[ ] This parent is deceased  
[ ] This parent is unknown  
[ ] This parent is incompetent  
[ ] This parent is not reasonably available. Explain: 
___________________________________________________________ 
[ ] The first parent has legal responsibility for the care and custody of the child 

 

*Person Obtaining Consent 

I attest that the requirements for informed consent for the medical research project 
described in this form have been satisfied – that the subject has been provided with the 
Experimental Subject’s Bill of Rights, if appropriate, that I have discussed the research 
project with the subject and explained to him or her in non-technical terms all of the 
information contained in this informed consent form, including any risks and adverse 
reactions that may reasonably be expected to occur.  I further certify that I encouraged the 
subject to ask questions and that all questions asked were answered. 

 

________________________________ 
Signature of Person Obtaining Consent  

________________ 
Date 

 
 
 
 
 

 YES I received a copy of my signed assent/consent form 
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Signature of Parent/Guardian or adult subject    Date 
 
 
 

 NO  I did not receive a copy of my signed assent/consent form 
 
 
Signature of Parent/Guardian  or adult subject    Date 
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