
D2d interim supplement Protocol Appendix A
Vitamin D and Type 2 Diabetes (D2d) study
Informed Consent to Participate in Research
Collaborating Clinical Site Principal Investigator: [insert name]
Collaborating Clinical Site Co-Investigators: [insert names]
Collaborating Clinical Site Study Telephone Number: [insert telephone number]
INTRODUCTION

You are being invited to take part in the D2d interim supplement (D2di) study because you have completed the Vitamin D and Type 2 Diabetes (D2d) study.  The D2di study is a short-term (up to 6 months) extension of the D2d study.  
Taking part in this research study is entirely your choice.  You may decide not to participate in this study or may decide to stop taking part in this research study at any time for any reason.  If you decide not to participate in the study or stop being in this research study after you agree to participate, your decision will not affect your care or treatment outside this study, payment for your health care, or your health care benefits.  

If you decide to take part in this research study, you will be asked to sign this form.  You will be given a copy of the signed form. You should keep your copy for your records. The form has information, including important names and phone numbers, to which you may wish to refer in the future.

Please read all the information in this form carefully.  Please ask the Principal Investigator, study doctor, or (his/her) representative, to explain any words, terms or sections that are unclear to you.  You should also ask any other questions that you have about this research study.  Do not sign this consent form unless you understand the information in it and have had your questions answered to your satisfaction.  

New things might be learned during this study that you should know about.  The investigators will tell you about any new information that may affect your willingness to continue in this study.  

As a participant in the D2di study, your identity, medical records, and data relating to this research will be kept confidential, except as required by law. Representatives from the National Institutes of Health, (the study sponsor), D2d study Coordinating Center, and representatives from Tufts Medical Center may look at records that identify you.
If you have questions about your rights as a research study participant, please call the (insert official name of site IRB) Institutional Review Board (IRB) at ###-###-####. The IRB is a group of researchers, doctors, nurses and non-medical people who review human research studies for safety and protection of people who take part in the studies. Federal law requires the IRB to review and approve any research study involving humans. This must be done before the study can begin. The study is also reviewed frequently while it is in progress.

This research study has been reviewed and approved by the (insert official name of site IRB) IRB. Also, an external monitoring committee is watching the study for information on safety.
PURPOSE OF STUDY

The D2d interim supplement is a short-term extension of D2d to allow participants who return for the last visit of the D2d study to continue on the study pills and contribute additional data on the effect of vitamin D on the prevention of diabetes, and other health problems, such as heart disease and cancer while D2d results are being analyzed and the feasibility of a longer term extension study is considered.  2,423 people at research sites across the United States enrolled in the D2d study. All participants who complete the last encounter of the D2d study (approximately 2,350 nationwide) are invited to continue participating in this short-term extension of the D2d study. At (insert name of clinical site) (insert # of local participants) people that participated in the D2d study will be given the opportunity to participate in this D2di study. 
PROCEDURES TO BE FOLLOWED

This D2di study will last about 6 months.  The duration of your participation will depend upon when your last D2d study visit was.  During the extension study, you will continue to take 1 pill every day by mouth in the morning with breakfast, as you have been doing in the D2d study.   As in the D2d study, the study pill contains either vitamin D (4000 international units) or no vitamin D (i.e. placebo pill that does not have a medical effect). Both types of pills have other ingredients (soybean oil, gelatin, glycerin and water). You will continue taking the pill that you were taking in the D2d study and you will not know whether the pill you are taking has vitamin D or not, until the study results have been analyzed.  The research staff will also not know which pill you are taking.   As in the D2d study, you will be asked not to take more than a certain amount of vitamin D and calcium on your own, and to not to start any new supplements (vitamins and minerals), especially vitamin D or calcium, without first discussing it with a research team member because taking additional vitamin D or calcium may lead to side effects. 

You will get a new 6-month supply of the study pills at your last D2d visit and receive verbal and written instructions on how to take them (one pill daily in the morning with breakfast), similar to the D2d study.  

Participation in D2di requires phone or email contact only with the site every 3 months. There will be no study visits. During the phone or email contact, you will be asked about our health, medications and visits to doctors. You will also be reminded to call the study site if you have any changes in your health or questions.  
During D2di, please notify the study staff if your doctor tells you that you have diabetes or if you are prescribed a diabetes medication (for any reason). The study staff will give you a list of diabetes medications. 

At the last encounter of D2di, the Research Coordinator will discuss returning the study pill bottle and the possibility of a future D2d extension study with you. 
RISKS

The risks of participation in D2di are similar to the D2d study.  While taking the study pill, which may be vitamin D, there is a very small risk of developing kidney stones or a high level of calcium in your blood and urine. During the D2d study, blood and urine tests were monitored for high calcium. No more tests will be needed during D2di. At your last D2d study visit, you will have your blood and urine tested for calcium (a mineral) and creatinine levels (a test of kidney function) if you choose to participate and have not had these tests done in the past 6 months. We will stop the study pills and refer you to your primary care provider if you get a kidney stone or if your doctor finds that your blood calcium level or creatinine is above a certain level. During the study, there is also a very small risk of developing a metallic taste in your mouth, nausea, vomiting, decreased appetite, anemia (low blood count), high level of phosphorus (a mineral) in your blood, fatigue, weakness, difficulty sleeping, frequent urination, headache or kidney damage. If you stop taking the pills because of a medical condition, you will not re-start the pills. However, you will be asked to continue stay in the study and complete the scheduled visits and all procedures.  
There is potential loss of privacy. We will protect your information by labeling your research records with a code, and keeping the key to the code in a password protected database.  

For women, if you are pregnant or nursing a baby or intend to become pregnant during the study, you should not participate in the study and you should notify the investigator(s). If you become pregnant or you miss a period during the study, you should notify the research team.  The study pills will be stopped but you are encouraged to stay in the study. 
BENEFITS

We do not know whether you will receive any benefit from participating in this study, and continuing to take the study pills. The information we learn from this study may help people in the future who are at high risk for getting diabetes.
ALTERNATIVES

The choice to take part in this study is yours.  The alternative to participation in this study is not to participate.
WHOM TO CONTACT
If you have any problems or questions about the study, you may call the principal investigator (and study physician):
(Insert Site Principal Investigator’s name) 
Phone Number 
###-###-####

(Insert after hours #) 
###-###-#### (24 hours a day)

If you have any problems or questions about the study, you may call one of the following members of the research team:
(Insert Site Research Coordinator name) 
Phone Number 
###-###-####

(Insert after hours #)
 ###-###-#### (24 hours a day)
Other people you may call with questions are:
(Insert name(s) and phone number(s) of other members of the research team [e.g. co-investigator, study physician, research coordinator]).

RESEARCH RELATED INJURY

Emergency medical treatment will be given to you if you are hurt or get sick as a direct result of taking part in this research study. Any needed medical care is available at the usual cost. All needed facilities, emergency treatment, and professional services are available to you, just as they are to the general public. You or your medical insurance company will pay for any such medical care. There are no plans to pay for your treatment if you get hurt or sick as part of this study. The institution where this research is being conducted has not set aside any money to pay for a research-related injury or illness. 

COSTS

There are no costs associated with participation in this study. 
PAYMENT

You will not be given any payment or a stipend since you will not need to return for any study visits. 
PRIVACY AND CONFIDENTIALITY

If you agree to take part in this research study, your personal information will not be given to anyone unless we get your permission in writing. Your personal information will only be given if the law requires it. Your personal information will also only be given for regular hospital treatment, payment, and hospital management activities. Study results will be published, but your identity will not be revealed in any articles or scientific presentations. We will make every effort to keep your information private, but it cannot be completely guaranteed. Certain government agencies (the Office for Human Research Protections, U.S. Food and Drug Administration), the National Institutes of Health, the (insert official name of site IRB and name of D2d collaborating clinical site institution), or representatives of the D2d study Coordinating Center may check records that identify you. This might include your medical or research records and the informed consent form you signed. The records of this study might also be reviewed to make sure all rules and regulations were followed.

A description of this study will be available on www.clinicaltrials.gov, as required by U.S. law.  This web site will not include information that can identify you.  At most, the web site will include a summary of the results for all participants.  You can search this web site at any time.  

DOCUMENTATION OF CONSENT
I have been given a copy of this form. I have read it or it has been read to me. I understand the information and have had my questions answered to my satisfaction. I agree to take part in this study, as noted below. 

I understand that I will be informed of any new findings developed during the course of this research study that may affect my willingness to stay in this research study.

_____________



_____________________________________________

Date





Participant’s Signature

I have fully explained to [insert name of participant] ________________________________ the nature and purpose of the above-described study and the risks that are involved in its performance.  I have answered all questions to the best of my ability.

_____________



____________________________________________

Date





Principal Investigator or Representative’s Signature
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