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[bookmark: _Toc363642116][bookmark: _Toc204761362]20.1	OVERVIEW

[bookmark: _Toc182985669][bookmark: _Toc185558206][bookmark: _Toc204761363]In order to facilitate the implementation of the D2d study at the sites, promote participant retention, and ensure study procedures are implemented in a uniform way a number of tools have been developed.  These include template letters for participants, template letters for primary care providers and sample source documents.  All of these documents may be downloaded for the sites use and modification (i.e. adding site logo, letterhead and site specific information).

[bookmark: _Toc363642117]20.2	PARTICIPANT LETTERS

A letter should be sent to the participant if she misses a visit and you are unable to contact her over the phone or via e-mail.  The template letter (20.2.1) should be sent to all addresses the site has for the participant. A copy of the letter sent and a note stating when it was sent should be in the source documents.  
[bookmark: _Toc363642118]20.2.1	Participant Missed Appointment Letter
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[INSERT TODAY’S MM/DD/YYYY]



Re: Participation in the Vitamin D and Type 2 Diabetes study (D2d)




Dear [INSERT PARTICIPANT NAME], 

We are writing because you recently missed a D2d study follow-up appointment and we have not been able to contact you.  We are concerned because we need to carefully monitor your health during the study.  

Please contact us as soon as possible to discuss your continued participation and schedule a follow-up appointment.  We will work with you to find a time that is convenient for you. 

Your continued participation in the study is very important and appreciated.  Once again please contact [INSERT NAME OF RESEARCH COORDINATOR] as soon as possible.  


Sincerely,



INSERT NAME, TITLE 				INSERT NAME, TITLE			
D2d Site Principal Investigator 				D2d Site Research Coordinator
INSERT MEDICAL CENTER NAME 			INSERT MEDICAL CENTER NAME
INSERT EMAIL				  	INSERT EMAIL	
INSERT PHONE 					INSERT PHONE	
[bookmark: _Toc363642119]20.3	PRIMARY CARE PROVIDER LETTERS

Primary care providers (PCP) can assist in promoting participant continued participation.  Therefore, educating the PCP on the study at the time of participant’s enrollment and engaging the PCP during the study by providing regular updates on the study and their patient’s status is strongly encouraged. The following template letters have been developed to be sent to a participant’s primary care provider.   
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[INSERT TODAY’S MM/DD/YYYY]

Re: Participation in the Vitamin D and Type 2 Diabetes study (D2d)

Study Participant Name: [INSERT FIRST LAST NAME]
Date of birth: [INSERT MM/DD/YYYY]

Dear [INSERT PROVIDER NAME],

We would like to inform you that your patient, [INSERT FIRST LAST NAME], is currently participating in the D2d study at [INSERT SITE NAME], which is supported by the National Institutes of Health.  The D2d study is a double-masked, placebo-controlled clinical trial to test whether vitamin D supplementation in people with pre-diabetes will reduce the rate of progression to clinical diabetes. As part of the trial, participants receive 4,000 IU/day of vitamin D3 (cholecalciferol) or matching placebo and will be followed for up to 4 years (average follow up will be 3 years).  During the study, participants will have fasting plasma glucose and HbA1c checked every 6 months and a 2-hour oral glucose tolerance test periodically. 

· We will follow your patient per the study protocol and we will be in communication with you regarding the participant’s diabetes status. We will not manage diabetes that may develop during the study or the participant’s other health problems.  Therefore, it is essential that all participants maintain a relationship with a primary care provider.  

· We will send you a letter twice per year updating you on the participant status and at any point the diagnosis of diabetes is made in the course of the study.

· We have obtained permission from (Mr/Mrs/Ms) [INSERT LAST NAME] permitting you to share health information with us.  Please see the attached signed medical release form.

Please notify us if you make the diagnosis of diabetes and/or plan to initiate any diabetes therapy. Before you initiate pharmacotherapy for diabetes, we will have (Mr/Mrs/Ms) [INSERT LAST NAME] come to the study clinic for a fasting plasma glucose and hemoglobin A1c, analyzed at the D2d study central laboratory. 

· Your patient has agreed not to take any multivitamin, or other preparations containing vitamin D or calcium during the trial, in excess of 1,000 IU/day of vitamin D and 600 mg/day of calcium. Please notify us if you plan to prescribe a higher dose of vitamin D or calcium supplementation during the period of the study.

Enclosed is a pamphlet that provides details on the study and would be happy to discuss it with you.

Should you have any questions or concerns, please do not hesitate to contact us.

Sincerely,


INSERT NAME, TITLE 				INSERT NAME, TITLE			
D2d Site Principal Investigator 				D2d Site Research Coordinator
INSERT MEDICAL CENTER NAME 			INSERT MEDICAL CENTER NAME
INSERT EMAIL				  	INSERT EMAIL	
INSERT PHONE 					INSERT PHONE	
[bookmark: _Toc363642121]20.3.2.	Template follow-up letter to PCP (for participants not diagnosed with diabetes)
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[INSERT TODAY’S MM/DD/YYYY]

Re: Participation in the Vitamin D and Type 2 Diabetes study (D2d)

Study Participant Name: [INSERT FIRST LAST NAME]
Date of birth: [INSERT MM/DD/YYYY]

Dear [INSERT PROVIDER NAME], 

Your patient, [INSERT FIRST LAST NAME], has been participating in the D2d study at [INSERT SITE NAME], which is supported by the National Institutes of Health. The D2d study is a double-masked, placebo-controlled clinical trial to test whether vitamin D supplementation in people with pre-diabetes will reduce the rate of progression to clinical diabetes. As part of the trial, participants receive 4,000 IU/day of vitamin D3 (cholecalciferol) or matching placebo and are followed for up to 4 years.

(Mr/Mrs/Ms) [INSERT LAST NAME] had glucose testing as part of the D2d study. 

Per the study protocol, your patient does not meet the criteria for the diagnosis of diabetes. (Mr/Mrs/Ms) [INSERT LAST NAME].   As a reminder:

· Please notify us if you make the diagnosis of diabetes and/or plan to initiate any diabetes therapy. Before you initiate pharmacotherapy for diabetes, we will have (Mr/Mrs/Ms) [INSERT LAST NAME] come to the study clinic for glycemia testing and we will notify you if (Mr/Mrs/Ms) [INSERT LAST NAME] meets the criteria for diagnosis of diabetes.

· Your patient has agreed not to take any multivitamin, or other preparations containing vitamin D or calcium during the trial, in excess of 1,000 IU/day of vitamin D and 600 mg/day of calcium. Please notify us if you plan to prescribe a higher dose of vitamin D or calcium supplementation during the period of the study.

Should you have any questions or concerns, please do not hesitate to contact us.

Sincerely,


INSERT NAME, TITLE 				INSERT NAME, TITLE			
D2d Site Principal Investigator 				D2d Site Research Coordinator
INSERT MEDICAL CENTER NAME 			INSERT MEDICAL CENTER NAME
INSERT EMAIL				  	INSERT EMAIL	
INSERT PHONE 					INSERT PHONE		
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 [INSERT TODAY’S MM/DD/YYYY]

Re: Participation in the Vitamin D and Type 2 Diabetes study (D2d)

Study Participant Name: [INSERT FIRST LAST NAME]
Date of birth: [INSERT MM/DD/YYYY]

Dear [INSERT PROVIDER NAME], 

Your patient, [INSERT FIRST LAST NAME], has been participating in the D2d study at [INSERT SITE NAME], which is supported by the National Institutes of Health. The D2d study is a double-masked, placebo-controlled clinical trial to test whether vitamin D supplementation in people with pre-diabetes will reduce the rate of progression to clinical diabetes. As part of the trial, participants receive 4,000 IU/day of vitamin D3 (cholecalciferol) or matching placebo and are followed for up to 4 years.

(Mr/Mrs/Ms) [INSERT LAST NAME] had glucose testing as part of the D2d study. Results are as follows:

 [INSERT HbA1c, FPG AND 2hPG RESULTS AS APPLICABLE]

These results are consistent with the diagnosis of diabetes according to study criteria. (Mr/Mrs/Ms)  [INSERT LAST NAME] will continue in the D2d study; continue taking the study pills (vitamin D3 or placebo) and returning to the clinic for bi- annual scheduled follow-up visits.
  
· Please note we will not manage (his/her) diabetes and we have asked (Mr/Mrs/Ms) [INSERT LAST NAME] to follow up with you for further care.
· Please note these tests were conducted in a research laboratory. Therefore, prior to making the diagnosis of diabetes in the clinical setting and instituting pharmacotherapy, if necessary, it is recommended that these tests be repeated in a clinical laboratory.  

We appreciate your collaboration in the D2d study and will continue to update you on the status of your patient’s participation in the study.  

Should you have any questions or concerns, please do not hesitate to contact us.

Sincerely,


INSERT NAME, TITLE 				INSERT NAME, TITLE			
D2d Site Principal Investigator 				D2d Site Research Coordinator
INSERT MEDICAL CENTER NAME 			INSERT MEDICAL CENTER NAME
INSERT EMAIL				  	INSERT EMAIL	
INSERT PHONE 					INSERT PHONE	
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