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Why am I being asked to be in this study?

Your child is being asked to be in a study that involves research with human subjects. Being in this study is voluntary. Before you decide for your child to be in the study, it is important you understand why the study is being done and what it will involve. Please read this form carefully and ask your child’s doctor any questions you may have. After reading this form and asking any questions you have, if you decide for your child to be in this study you will sign and date the last page of this form. 

In collaboration with Medtronic MiniMed, your study doctor is part of a group of doctors, who will test a new investigational device system called Medtronic Advanced Hybrid Closed Loop (AHCL). The study will look at a new version of the control mechanism in the currently available 670G insulin pump (this will be version 4.0) for the management of your Diabetes.  

Your child has been asked to take part in this study because your child has Type 1 diabetes. 

Study purpose:

The purpose of this study is to evaluate the safety and effectiveness of the Advanced Hybrid Closed Loop system (AHCL), in adult and pediatric subjects with type 1 diabetes in a home setting.
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System description:

The Medtronic 670G insulin pump system, version 4.0, being used in this study is investigational because it has not been approved by the U.S. Food and Drug Administration (FDA).

The basic system consists of a Medtronic insulin pump, a Medtronic glucose sensor and transmitter, an insertion device for the sensor and a glucose meter. It is designed to translate sensor information and direct the pump to provide the needed dosage of insulin automatically and continuously. The glucose levels that are detected by the sensor are sent to the pump which then communicates those sensor values directly to the controller algorithm (software) in the 670G insulin pump, version 4.0. This happens every 5 minutes via a transmitter that is attached to your sensor. The controller algorithm decides how much insulin needs to be delivered to keep your glucose levels in a safe range.

Parts of the new system are investigational. One of the investigational features is something called Auto Correction or Auto Bolus. When this feature is activated, the system uses sensor glucose values to calculate insulin doses. This automatic bolus feature does not need your child’s acknowledgement to deliver the insulin.

Another investigational part is that the system can use sensor glucose instead of a meter glucose (fingerstick) to calculate an insulin bolus at meal time.

If you agree for your child to be in this study, your child will receive a Medtronic 670G insulin pump system, version 4.0, for use during the study. 

How long will your child be in the study? How many people will be in the study?

About 350 people between the ages of 7 and 75 years will be enrolled in this study in the United States.  Your child’s participation in the study may last about 4-5 months. Your child’s time in the study is divided into a run-in period that will last approximately 1 month and the actual study period that will last for about 3 months. More details regarding these two periods will be described below. The overall study is expected to last about 18 months. 

What are your child’s responsibilities during the study? 

As a study participant, your child will be responsible to follow the instructions given to him/her by the study doctor, e.g. about the right device settings, the need to wear glucose sensors continually, appropriate sensor calibration, to take blood glucose measurements as instructed, blood ketone testing as instructed, uploading study devices, use of alternative devices during the study, etc.  You and your child are also responsible to come in for all office visits as scheduled and you/your child should be ready for telephone calls according to the schedule provided to you by your child’s study team. Being in this study, it is important that you/your child:

· Have a companion (parent, sibling, spouse, etc.) available overnight and during exercise and meal challenges

· Tell the study doctor about your child’s medical and medication history

· Attend all visits scheduled with the study doctor

· Call the study doctor’s office to reschedule a missed visit as soon as possible

· Use the device system as instructed

· Upload the device (pump and glucose meter) information into the Medtronic CareLink system once per week or as instructed 

· Report any injuries, hospitalizations, emergency room visits, symptoms or complaints to the study doctor or study nurse as soon as possible.

What will happen if your child is in this study? 

Study Procedures:

If you decide for your child to be in this study, the study doctor and his/her team will collect information about your child (height, weight, etc.) and your child’s medical history. This includes any medication your child currently takes and any other information in your child’s medical records related to your child’s condition or treatment that may be relevant to your child being in the study. For this study, your child’s study doctor will schedule 18 separate visits with you/your child. Some of these visits will take place over the phone and some will take place in person at the clinic.  You and your child must make sure that you are available for each visit as scheduled. 

During the course of the study, your child will be asked to take part in some experimental procedures, such as following a certain kind of diet and doing exercise for a fixed amount of time. As part of that, you/your child will be asked to complete a log to document what your child did.

Details about Meal Challenges:

Sometime between Visits 4 and 5, your child will be asked to participate in a meal challenge whereby your child will not take a meal insulin bolus with one of his/her meals during a single day (either breakfast or dinner). Right when your child starts to eat this meal as well as and two and four hours afterwards, your child will need to do a blood glucose check with the study meter and treat if necessary. You or your child will be asked to complete a log you are given after your child starts the study to document what was done.

During  the study period, after your child starts using Auto Mode, your child will be asked to repeat the same meal challenge he/she did between visits 4 and 5 two more times, whereby your child will again not take an insulin bolus for the exact same type and size of meal he/she had between visits 4 and 5. For example: If your child had pasta with vegetables for the first meal, your child would have the same amount of pasta and vegetables for the second meal as well. Again, your child will be asked to check his/her blood glucose with the study meter right before as well as 2 and 4 hours after your child starts eating the meal. You or your child are also going to make an entry in the log to document what was done.

At 2 different times, for 4 consecutive days each (total of 8 days with meal challenges) during the study period, your child will be instructed by the study doctor to eat 1 or more meal(s) each day with 50% more calories, 50% more carbohydrate and 50% higher in fat than your child would normally eat. During one of those days, your child will also be asked to have a large meal without a meal bolus.  The study doctor will tell you and your child exactly which meals and on which days.  You will be asked to complete the log to provide information about what your child ate, when your child ate it and some other details about the meal. Your child’s study doctor will arrange the timing of those days with you. You will need to be around for these meal challenges.

Details about the Exercise Challenge:

At 2 different times, for 3 consecutive days each (total of 6 days with exercise) during the study period, your child will be asked to do 1-2 hours of physical exercise each day. During this time, your child may use the temporary target setting in the pump. You/your child will be asked to complete a log so that the information about the kind of exercise, the time your child started and stopped for the exercise how long it took, and some other details can be documented. Your child’s study doctor and his/her team will also ask you to take a photo of the place where your child exercised. Instead of the photo, you may also use an exercise App to document your child’s efforts. Either the photo or a report from the exercise App need to be given to the study doctor and his/her team.

Time Periods:

Run-In Period

Your child will complete a run-in period that lasts about 4-6 weeks. The visit schedule for the run-in period looks like this:

Visit 1:
You will sign the Informed Consent form on behalf of your child (your child may be asked to read and sign an Assent form as well) and your child will complete a screening process to make sure he/she meets all criteria for participation. This will involve some blood testing. For female participants of child bearing potential, a urine sample for a test to determine pregnancy will be taken. Your child’s height and weight will be measured. This visit will also include the completion of questionnaires.

Visit 2:
If your child passes all of the eligibility criteria, including the blood tests, you/your child will receive the Medtronic study pump and, possibly, a sensor and transmitter as well. Whether or not you/your child receives a sensor at this visit depends on you/your child’s experience using a CGM system. You/your child will be trained on the use of the devices. Your child will also receive the study meter and the ketone meter at this visit and he/she will be taught how to use them as well.

Visit 3:

This visit takes place up to 7 days after Visit 2. If your child was not supplied with a Medtronic transmitter and sensor at Visit 2, he/she will receive them at this visit, along with the required training. Your child will now start a run-in period that is about 2 weeks long. During this time, your child will be asked to wear the system exactly as instructed by the study doctor. It is important that your child wear the pump and CGM for the entire time, so that your child’s study doctor can verify what your child did at the next visit. Your child will also not be allowed to turn on the Auto Mode feature on the pump. If your child does, it could mean that your child will not be able to stay in the study.

Visit 4:

This visit takes place about 2-3 weeks after Visit 3. The study doctor and his team will make sure that your child wore the pump and CGM during the run-in period and that your child did not turn on Auto Mode as instructed at Visit 3. If your child did not follow the instructions about CGM wear, your child will be asked to wear the system for another 2 weeks, meaning your child would repeat the run-in period. If your child passed the CGM requirement, your child will move on and your child’s study doctor and his/her team will give your child study supplies, e.g. infusion sets, sensors, reservoirs, etc. as needed. Your child will continue to wear the system with Auto Mode turned off for one or two more weeks.

Study Period

The visit schedule for the rest of the study will be as follows:

	Visit Name
	Visit Description
	More Detail

	Visit 5
	Follow up Office Visit
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	This visit takes place 7-14 days after Visit 4. The Auto Mode feature will now be turned on and activated. The study team will set up your child’s system and adjust pump and sensor settings according to what your child needs. Your child will also be given more training and more supplies, e.g. infusion sets, sensors, reservoirs, etc. as needed

	Visit 6
	Follow-up Office or Telephone Visit
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	This phone call or office visit will be scheduled 1 day after Visit 5. The study team will make sure your child is OK, give him/her more training if needed and may make further pump and sensor adjustments.

	Visit 7
	Follow-up Office or Telephone Visit
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	This phone call or office visit will be scheduled 2 days after Visit 5. The study team will make sure your child is OK, give him/her more training if needed and may make further pump and sensor adjustments.

	Visit 8
	Follow-up Office or Telephone Visit
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	This phone call or office visit will be scheduled 3 days after Visit 5. The study team will make sure your child is OK, give him/her more training if needed and may make further pump and sensor adjustments.

	Visit 9
	Follow-up Office or Telephone Visit
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	This phone call or office visit will be scheduled 4 days after Visit 5. The study team will make sure your child is OK, give him/her more training if needed and may make further pump and sensor adjustments.

	Visit 10
	Follow-up Office or Telephone Visit
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	This phone call or office visit will be scheduled 5 days after Visit 5. The study team will make sure your child is OK, give him/her more training if needed and may make further pump and sensor adjustments.

	Visit 11
	Follow-up Office or Telephone Visit
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	This phone call or office visit will be scheduled 6 days after Visit 5. The study team will make sure your child is OK, give him/her more training if needed and may make further pump and sensor adjustments.

	Visit 12
	Follow-up Office or Telephone Visit
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	This phone call or office visit will be scheduled 7 days after Visit 5. The study team will make sure your child is OK, give him/her more training if needed and may make further pump and sensor adjustments.

	Visit 13
	Follow-up Office Visit
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	This phone call will be scheduled 14 days after Visit 5. The study team will make sure your child is OK, give him/her more training if needed and will make further pump and sensor adjustments.

	Visit 14
	Follow-up Telephone Visit
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	 This phone call will be scheduled 21 days after Visit 5. The study team will make sure your child is OK, give him/her more training if needed and may make further pump and sensor adjustments.

	Visit 15
	Follow up Office Visit
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	This office visit will be scheduled approximately 30 days after Visit 5. The study team will make sure your child is OK, give him/her more training if needed, and may make further pump and sensor adjustments. 

	Visit 16
	Follow-up Office or Telephone Visit
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	This phone call or office visit will be scheduled approximately 45 days after Visit 5. The study team will make sure your child is OK, give him/her more training if needed, and may make further pump and sensor adjustments. 

	Visit 17
	Follow up Office Visit
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	This office visit will be scheduled approximately 60 days after Visit 5. The study team will make sure your child is OK, give him/her more training if needed, and may make further pump and sensor adjustments. Your child will also be given more supplies, e.g. infusion sets, sensors, reservoirs, etc. as needed.

	Visit 18
	Follow up Office Visit
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	This office visit will be scheduled approximately 90 days after Visit 5. The study team will make sure your child is OK. It is the last visit, the end of the study. Your child’s height and weight will be measured.  A little blood will be taken, and you/your child will complete questionnaires. Your child will be asked to give back the study devices.


Medtronic CareLink® System:

Your child will be required to use the Medtronic CareLink® system, by uploading the pump and meter on a regular basis. You, your child, your study doctor and his/her team can view information from your child’s devices in the CareLink Therapy Management system by using a secure username and password. The information available in the Medtronic Therapy Management system is the same information the study doctor will collect from your child’s devices during an in-person office visit. For this study, the information gathered from the CareLink system will be added to the health information collected during the study. Separate instructions with more information about how to use the CareLink system will be provided to you and your child.

Medtronic takes steps to protect the privacy of the health information sent to the Medtronic CareLink Network over the Internet. However, Medtronic cannot guarantee the health information is protected against unauthorized interception.

What are the possible risks, side-effects, discomforts and inconveniences?

Potential side effects associated with insulin pump infusion set: 

· Localized infection

· Skin irritation/redness

· Bruising

· Discomfort/pain

· Bleeding

· Irritation

· Rash

· High blood sugar (Hyperglycemia) after infusion set occlusion or site failure including Diabetic ketoacidosis (DKA). When there is not enough insulin the body cannot use sugar (glucose) as a fuel source. Therefore, fat is used for fuel instead. When fat breaks down, it produces ketones and those can build up in the body.

· High blood sugar (Hyperglycemia) after infusion set falling off including DKA

· Anxiety associated with insertion

Potential risks associated with insulin administration and pump use: 

· High blood sugar (Hyperglycemia)

· Low blood sugar (Hypoglycemia) 

· Diabetic ketoacidosis (DKA)

· Severe low blood sugar (Severe hypoglycemia) with or without associated seizure, coma or death

· Kinked cannula leading to high blood sugar (hyperglycemia) 

· Infusion set disconnection from pump leading to low blood sugar (hypoglycemia) 

· Dislodged cannula leading to high blood sugar (hyperglycemia)

· A pump error may lead to under delivery or over-delivery of insulin

· Battery failure – no insulin delivered

· Insulin deterioration leading to high blood sugar (hyperglycemia) 

· Incomplete priming; fails to prime tubing and/or cannula, leading to high blood sugar (hyperglycemia) 

· Remove a reservoir, without suspending and reconnecting after a while, resulting in high blood sugar (hyperglycemia) 

· Patient not filling pump reservoir when needed leading to high blood sugar (hyperglycemia) 

· Magnetic Resonance Imaging resulting in pump/transmitter malfunction

· Inaccurate insulin delivery due to sudden altitude changes

· Low blood sugar (hypoglycemia) or high blood sugar (hyperglycemia) from manual bolus

· Low blood sugar (hypoglycemia) or high blood sugar (hyperglycemia) from computer hacking 

Potential risks associated with high blood sugar (hyperglycemia):

· Diabetic ketoacidosis

· Symptomatic ketosis

· Cardiovascular event

· Dehydration

· Potassium and sodium imbalance

· Shock

· Altered mental status

· Coma

· Acidosis

Potential risks associated with low blood sugar (hypoglycemia):

· Seizure

· Coma

· Altered mental status

· Loss of consciousness

· Cardiovascular event

· Death

· Risk of rebound hyperglycemia with ketosis

Potential risks associated with sensor use:

· Skin irritation or reaction to adhesives

· Bruising

· Discomfort

· Redness

· Bleeding

· Excessive bleeding due to anticoagulants

· Pain

· Rash

· Infection

· Irritation from tapes used with glucose-sensing products

· Raised bump

· Appearance of a small "freckle-like" dot where needle was inserted

· Allergic reaction

· Faintness after needle insertion

· Soreness or tenderness 

· Swelling at insertion site

· Sensor fracture, breakage or damage

· Minimal blood splatter associated with sensor needle removal

· Residual redness associated with adhesive and or tapes

· Scarring 

· Scab

· Blister

· Itchiness

· Inflammation

· Anxiety 

· Incorrect sensor glucose reading can result in incorrect diabetes management

· Over-treating after alarms can result in high blood sugar (hyperglycemia) or low blood sugar (hypoglycemia)  

· Anxiety associated with insertion

Risks with Transmitter may include:

· Skin irritation or reaction to adhesives

· Bruising

· Discomfort

· Redness

· Pain

· Rash

· Infection

· Irritation from tapes used with glucose-sensing products

· Raised bump

· Allergic reaction

· Soreness or tenderness

· Residual redness associated with adhesive and/ or tapes

· Scarring

· Scab

· Blister

· Itchiness

· Inflammation

Risks associated with the Serter:

· Improper insertion may lead to device performance issues or high blood sugar (hyperglycemia)

Risks associated with finger sticks:

· Soreness at tips of fingers

· Discomfort

· Bruising

Risks associated with Auto Mode:

· Low blood sugar (Hypoglycemia)

· Severe low blood sugar (Severe hypoglycemia)

· High blood sugar (Hyperglycemia)

· Diabetic ketoacidosis 

· User Entry Error

· Patient administering boluses by entering false carb doses leading to low blood sugar (hypoglycemia) or high blood sugar (hyperglycemia)

· Patient entering false glucose values for any reason leading to low blood sugar (hypoglycemia) or high blood sugar (hyperglycemia)

· Patient entering false blood glucose values for calibration leading to low blood sugar (hypoglycemia) or high blood sugar (hyperglycemia)

· Sensor failure resulting from patient failure to calibrate leading to low blood sugar (hypoglycemia) or high blood sugar (hyperglycemia)

· Sensor over-reading resulting in low blood sugar (hypoglycemia) 

· Sensor under-reading resulting in high blood sugar (hyperglycemia)

· Sensor missed transmission, or any other fault resulting in no sensor glucose  value, leading to high blood sugar (hyperglycemia) or low blood sugar (hypoglycemia) 

· Voluntary insulin delivery (with the pump or with a syringe) immediately prior to entering Auto Mode may result in severe low blood sugar (severe hypoglycemia) despite shutting down insulin delivery by the algorithm

· Patient takes insulin via injection while in Closed Loop (Auto Mode) 

· Low blood sugar (hypoglycemia) or high blood sugar (hyperglycemia) related to entering or exiting Closed Loop (Auto Mode)

· Insulin over-delivery due to acetaminophen

· Hypoglycemia or Hyperglycemia when using sensor glucose values to calculate a meal bolus:

· If a sensor value is much lower than a blood glucose would be at that time, there is a risk of hyperglycemia, because the amount of insulin delivered could be smaller

· If a sensor glucose is much higher than a blood glucose at that time, there is a risk of hypoglycemia, because the amount of insulin delivered could be larger

· If your child feels low (but sensor glucose value is not low) and if your child is experiencing severe hypoglycemia, severe hyperglycemia or DKA, you/your child should do a BG check with the meter.

· Hypoglycemia or Hyperglycemia when auto correction (auto bolus) is activated:

· If a sensor glucose is much higher than a blood glucose at that time, there is a risk of hypoglycemia, because the amount of insulin delivered could be larger

· If your child feels low (but sensor glucose value is not low) and if your child is experiencing severe hypoglycemia, severe hyperglycemia or DKA, you/your child should do a BG check with the meter.

Risks associated with Acetaminophen use:

· False elevation of sensor glucose readings.  The level of inaccuracy depends on the amount of acetaminophen active in the patient’s body and may be different for each person.

Note: Use of acetaminophen or medications containing acetaminophen (e.g. cold, pain, fever, and cough medications) while using Auto Mode:

· You/your child will be instructed by the study doctor not to use sensor glucose readings to make treatment decisions until your child has stopped using products that contain acetaminophen.

· You should take additional blood glucose meter readings to verify glucose levels.

· You/your child should turn off Auto Correction.

· You/your child should consider exiting Auto Mode.

Pregnancy: If your child is or becomes pregnant, there may be risks to her or her unborn child that are not yet known. 

If your child is a female who is sexually active and able to conceive will be excluded if she is not using an effective method of contraception and do not agree to continue using an effective method of contraception for the duration of the study as determined by the study doctor. If you think your child has become pregnant, please tell the study doctor.

There may be additional risks related to this study that are not yet known.

What are the possible benefits of the study? 

If you agree for your child to be in this study, it is possible that your child may not have any direct medical benefits. 

The information from this study may benefit other patients with diabetes in the future.

What other treatment choices does my child have if he/she is not in the study?

Your child does not have to be in this study to be treated for his/her diabetes.

If you decide that your child should not to be in this study, there is other care available to your child. Your child may be treated in other ways, for example, other infusion pump therapy or multiple daily injections (MDI). You should discuss other treatments and their possible risks and benefits with your child’s doctor.

Who is paying for this study? 
The study site will receive payment from Medtronic for work involved in collecting study data, managing the study at the site and for procedures done solely for the study. 

Consultative or Financial Relationships 

Dr. Bruce Buckingham is a paid consultant and advisor to Medtronic MiniMed, Inc., the company sponsoring this study.

Will my child be paid for being in this study?

You will be paid for some study visits to reimburse you for costs that you and your child may incur as a result of your child’s participation (e.g., travel related expenses). You will receive the payment after your child completes the study visit. You will be paid according to the following schedule:

	Type of Visit
	Payment Amount

	Telephone Visit
	$25.00/each

	Office Visit
	$50.00/each


The study doctor or study nurse will tell you how you will be paid. 

You will receive the payment after your child completes the study visits. The payments stated above are provided to compensate you for your child’s participation in the study, for keeping a detailed diary, completion of questionnaires and other documentation, for your hours missed from work or other normal activities,  to help towards transportation cost and other related costs. 

You will not be paid for any office visits or phone calls that your child does not complete.  If your child does not complete the study, you will not be paid for the rest of the visit(s) in the study.  No other payments will be made to you unless clearly stated in this consent document. 

Payments may only be made to U.S. citizens, legal resident aliens, and those who have a work eligible visa.  You may need to provide your social security number to receive payment.

What will I have to pay for if my child is in this study?

If your child participates in this study, the study will pay for those services, supplies, procedures, and care associated with the study that are not a part of your child’s routine medical care.  However, there may be additional costs to you.  These include basic expenses like transportation and the personal time it will take to come to the study visits.  You and/or your health insurance must pay for services, supplies, procedures, and care that are required during this study for routine medical care.  You will also be responsible for any co-payments and/or deductibles as required by your insurance.  Participation in this study is not a substitute for health insurance. 

COMPENSATION for Research-Related Injury

All forms of medical diagnosis and treatment – whether routine or experimental – involve some risk of injury.  In spite of all precautions, your child might develop medical complications from participating in this study.  If such complications arise, the Protocol Director and the research study staff will assist your child in obtaining appropriate medical treatment.  In the event that your child has an injury or illness that is directly caused by your child’s participation in this study, care will be provided to your child.  You will not be responsible for any of these costs. 

If you receive Medicare benefits, and if the sponsor of this study pays for any study-related treatment, complications or injuries, personal information about your child, your child’s treatment, and your child’s participation in this study will be provided to the sponsor, who may be required by law to provide it to Medicare.
You do not waive any liability rights for personal injury by signing this form.
Does my child have the right to refuse to be in this study or to leave this study?

Being in this study is voluntary. Your child may choose not to be in the study or to leave the study at any time for any reason. If your child chooses not to be in the study or to leave the study, this will not result in any penalty and your child will not lose any benefits to which he/she is otherwise entitled.  Your child’s regular care and your relationship with the hospital or clinic and his/her doctors will not be affected. 

You and your child will be told about any new information that may make you change your mind about staying in the study. You may be asked to sign a new consent form if this occurs.

Your child may leave the study simply by telling the study doctor. There are no specific tests that are required prior to leaving the study. Your child may be asked to come in for a final device check or visit. All of your child’s health information collected for the study cannot be removed from the study data and will be used as described in this form.  

The study doctor may take your child out of the study without your permission if:

· It is in your child’s best medical interest.

· Your child does not follow the study doctor’s instructions.  

· The study sponsor or regulatory authority stops the study.

If this happens you/your child will be told, and the reasons will be explained to you. 

What is the role of the sponsor’s representative?

Trained Medtronic personnel may be present at the training and at study follow-up visits. The role of the Medtronic person is to give technical support.  Your child will also receive technical support from Medtronic personnel throughout the study via the 24-hour Helpline. All Medtronic support will be done under the careful direction of your child’s study doctor.

What happens if my child passes away while in the study?

If your child passes away while he/she is in the study, the study doctor will ask your family or other authorized representative for permission to retrieve medical records surrounding your child’s death and to return the 670G insulin pump system, version 4.0. If the study doctor has this permission, they will be collected and sent back to the sponsor. The sponsor will collect information from the study devices. Your family or other authorized representative does not have to grant permission.

The study does not mandate that an autopsy be performed. If an autopsy is performed, a copy of the autopsy report and a copy of the death certificate, if available, will be sent to the sponsor as part of the information collected for the study.

Where can my child and I find out about the study results?

A description of this clinical trial will be available on http://www.ClinicalTrials.gov, as required by U.S. Law.  This Web site will not include information that can identify you. At most, the Web site will include a summary of the results. You can search this Web site at any time.

Who can I call with questions, complaints or if I’m concerned about my child’s rights as a participant?

If you or your child have any questions, concerns or complaints, or questions about the research or being in this study, you should contact Dr. Bruce Buckingham at 650-804-0476 (24 Hours).

If you think your child has a research-related injury, you should contact Bruce Buckingham at 650-804-0476 (24 Hour) and they will direct your child to treatment.

If you have any questions, concerns or complaints, or questions about your child’s rights as a research subject, you should contact Western Institutional Review Board® (WIRB®) at (800) 562-4789. WIRB is a group of people who perform independent review of research studies.

How will the sponsor use the study information?

If you decide for your child to participate in the study, Medtronic (including, for purposes of this section, its agents and contractors) and others who work with the study will see health information about your child.  This consent form and Authorization to Use and Disclose Health Information (“Authorization”) govern how your child’s health information is disclosed and used.  

This consent form describes the study, and what Medtronic will do with the study data, including your child’s health information received during the study. Medtronic will keep your child’s health information confidential in accordance with all applicable laws and regulations.  Medtronic may use your child’s health information to conduct this research, as well as for additional purposes, such as overseeing and improving the performance of its device, new medical research and proposals for developing new medical products or procedures, and other business purposes.  Any reports or publications about the study or any other research will not include your child’s name or a description of your child.  Information received during the study will not be used to market to your child; your child’s name will not be placed on any mailing lists or sold to anyone for marketing purposes.  U.S. Food and Drug Administration (FDA) regulations, as well as other applicable laws, control Medtronic’s work in developing and assuring the safety and quality performance of its medical devices. Medtronic may disclose your child’s health information to the FDA, as well as to other U.S. and foreign government authorities responsible for assuring the safety of medical devices. Medtronic also may disclose your child’s health information to institutional review boards and other persons who are required to watch over the safety and effectiveness of medical products and therapies and the conduct of research.  You agree to allow Medtronic to use the study data in these ways.  You also agree to allow FDA and other governmental authorities to inspect your child’s health information.

For your child to participate in the study, you will need to sign this consent form and the Authorization to Use and Disclose Health Information.

EXPERIMENTAL SUBJECT’S BILL OF RIGHTS

As a research participant you have the following rights.  These rights include but are not limited to the participant's right to:

· 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.

May we contact you about future studies that may be of interest to you?

____ Yes ____ No

Statement of the Subject’s Parent:

You and your child have read this consent form and the research study has been explained to you and your child. Your and your child’s questions have been answered to your satisfaction. You understand that by signing this form, you have not waived your child’s legal rights nor released anyone from negligence. You choose to volunteer for your child to participate in the study. You will be given a signed copy of this form. 

· All children are required to assent, unless the investigator determines that the capability of the child is so limited that the child cannot reasonably be consulted

· If assent is obtained, have the child sign an assent form, unless the investigator determines that the child is not capable of signing

Printed Name of Subject 

_____________________________________
               ____________        

Signature of Legally Authorized Representative (LAR)

  Date 

(e.g., parent, guardian or conservator)   

_____________________________________            


Print Name of LAR                                        

_____________________________________

LAR’s Authority to Act for Participant 



(e.g., parent, guardian or conservator)

Signature of Person Obtaining Consent
Date

Print Name of Person Obtaining Consent
Authorization To Use Your Health Information For Research Purposes 

Because information about your child and your child’s 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 child’s health information will be used or disclosed in the study.  Your child’s 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 child’s health information be utilized in the study?

The purpose of this study is to evaluate the safety and effectiveness of the Medtronic 670G Advanced Hybrid Closed Loop system (AHCL), in adult and pediatric subjects with type 1 diabetes in home settings. 

Do I have to sign this authorization form?

You do not have to sign this authorization form.  But if you do not, your child 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?

If you decide that your child will participate, you are free to withdraw your authorization regarding the use and disclosure of your child’s health information (and to discontinue any other participation in the study) at any time.  After any revocation, your child’s 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 child’s information (e.g., necessary to maintain integrity of research).  If you wish to revoke your authorization for the research use or disclosure of your child’s health information in this study, you must write to: 

Dr. Bruce Buckingham, MD

SUMC, Department of Pediatric Endocrinology

780 Welch Road, Room CJ320H

Palo Alto, CA   94304

What Personal Information Will Be Obtained, Used or Disclosed?
Your child’s health information related to this study, may be used or disclosed in connection with this research study, including, but not limited to:

· Name 

· Telephone number(s) including home, cell, and work

· Work and home addresses  

· Email address

· Birthdates and dates significant to study (dates of visits, enrollment, consent, off-study)

· Serial numbers of devices used in the study
· Information related to your child’s diabetes including data downloaded from diabetes devices such as BG meter, ketone meter, insulin pump, and closed loop systems, and any other devices used
· Medical records including those containing medical history, physical exam, as well as lab and test results needed to ensure eligibility criteria are met, and/or to review for medical issues of concern or that may arise during participation in the study

· Results of questionnaires about the study, diabetes management or possible complications of diabetes 

Who May Use or Disclose the Information?
The following parties are authorized to use and/or disclose your child’s health information in connection with this research study:

· The Protocol Director, Dr. Bruce Buckingham, 

· Research Staff

· The Stanford University Administrative Panel on Human Subjects in Medical Research and any other unit of Stanford University as necessary

Who May Receive or Use the Information?
The parties listed in the preceding paragraph may disclose your child’s 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

· WIRB Review, and other persons who are required to watch over the safety and effectiveness of medical products and therapies and the conduct of research.  

· The Food and Drug Administration

· The Data Safety and Monitoring Board for the study (a group of experts who will review study progress and safety).

· Medtronic MiniMed, Inc. and its affiliates and business partners

Your child’s 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 child’s health information will end on January 1, 2070 or when the research project ends, whichever is earlier.

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 of your child’s 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 a medical or billing decision about your child (e.g., if included in your official medical record). 

Signature of Legally Authorized         
Date

Representative (LAR)

(e.g., parent, guardian or conservator)

Print Name of LAR
LAR’s Authority to Act for Participant

(e.g., parent, guardian or conservator[image: image24.png]
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