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What are some general things you should know about research studies?

You are being asked to take part in a research study.  To join the study is voluntary. 

You may refuse to join, or you may withdraw your consent to be in the study, for any reason.

Research studies are designed to obtain new knowledge that may help other people in the future.  You may not receive any direct benefit from being in the research study. There also may be risks to being in research studies.

Deciding not to be in the study or leaving the study before it is done will not affect your relationship with the researcher, your health care provider, or the University of North Carolina-Chapel Hill.  If you are a patient with an illness, you do not have to be in the research study in order to receive health care. 

Details about this study are discussed below.  It is important that you understand this information so that you can make an informed choice about being in this research study.  You will be given a copy of this consent form.  You should ask the researchers named above, or staff members who may assist them, any questions you have about this study at any time.

What is the purpose of this study? 

Education is well recognized as an essential component of management of diabetes and hypertension (high blood pressure).  This study will give patients with diabetes and hypertension the opportunity to attend one-on-one education sessions in a community pharmacy with clinical pharmacists. Subjects that elect to participate will receive medication reviews, weight assessments, blood pressure monitoring, and hemoglobin A1c assessments (only applicable for patients with diabetes).  Subject will receive a free blood pressure monitor or blood glucose meter.

The purpose of this research study is to evaluate the effectiveness of an education service in a community pharmacy setting. 

You are being asked to be in the study because you are a male or female between the ages of 18 and 75 and you have a diagnosis of 

· Type 1 or Type 2 diabetes 

· Hypertension

Are there any reasons you should not be in this study?

If any of the following is true then you should NOT be in the study:

· Can not obtain transportation to Kerr Drug, Inc.

· Can not speak and/or read English

· Currently pregnant or nursing

· Currently have end-stage renal disease or are on dialysis

How many people will take part in this study?

A total of approximately 10 subjects at ten Kerr Drug, Inc. sites will take part in this study.

How long will your part in this study last? 

After your initial enrollment visit, you will participate in two additional visits with a pharmacist over 3 months.


What will happen if you take part in the study?

Each participant will elect to complete three Medication Therapy Management interventions for 30 minutes per visit.
· Diabetes Sessions:

Visit #1

1) Patient consent form will be completed 

2) Medication Review

3) Hemoglobin A1c Performed

4) Patient trained on Blood Glucose meter (if applicable)

Visit #2

1) Medication Review

2) BG meter will be downloaded or blood glucose log book will be copied (if applicable)

3) Blood glucose readings and information of the visit will be sent to your physician 

Visit #3

1) Medication Review

2) BG meter will be downloaded or blood glucose log book will be copied (if applicable)

3) Information from the visit will be communicated to your physician 

4) Hemoglobin A1c Performed

5) Complete Patient Satisfaction Survey 

· Hypertension Session

Visit #1

1) Patient consent form will be completed

2) Medication Review

3) Blood pressure measured 

4) Patient trained on blood pressure monitor

5) Information from the visit will be communicated to your physician 

Visit #2

1) Medication Review

2) Blood pressure measured

3) Blood pressure monitor will be downloaded (if applicable)

4) Information from the visit will be communicated to your physician 

Visit #3

1) Medication Review 

2) Blood pressure measured

3) Blood pressure monitor will be downloaded (if applicable)

4) Information from the visit will be communicated to your physician 

5) Complete satisfaction survey

What are the possible benefits from being in this study?

Benefits of this program may include loss of weight, improved blood glucose, blood pressure, and hemoglobin A1c measurements, meeting diabetes standards of care recommended by American Diabetes Association and improved overall health.  Reductions in weight, blood pressure and blood sugar may help reduce overall risk of heart disease or stroke. 

What are the possible risks or discomforts involved with being in this study? 

· Hypoglycemia (low blood sugar) associated with the possibility of starting new medication for hyperglycemia.  Medication changes may be made by either a recommendation from the pharmacist or during your regular office visit by your physician.  A hypoglycemia action plan will be reviewed with you during your initial visit. 
· Hypotension (low blood pressure) associated with the possibility of starting new medication for improving blood pressure.  Medication changes may be made by either a recommendation from the pharmacist or during your regular office visit by your physician.  

· A finger stick for obtaining a blood sample may include discomfort, and/or bruising, infection, excess bleeding, clotting, or fainting.  You will be informed of these risks and asked to sign a consent form waiver.  

In addition, there may be uncommon or previously unknown risks that might occur.  You should report any problems to the researchers.

How will your privacy be protected?  

All visits will be held in an enclosed office.  All personal information obtained during visits will be recorded in a medical chart, which will be stored in a locked file cabinet.  Outcomes from this study will be recorded on the primary investigator’s computer which requires a password to access.      

You not will be identified in any report or publication about this study. Although every effort will be made to keep research records private, there may be times when federal or state law requires the disclosure of such records, including personal information.  This is very unlikely, but if disclosure is ever required, UNC-Chapel Hill will take steps allowable by law to protect the privacy of personal information.  In some cases, your information in this research study could be reviewed by representatives of the University, research sponsors, or government agencies for purposes such as quality control or safety.   

A copy of this consent form will go in to your medical record and your doctor will be informed of the screening lab values and tests done.  These may be useful in determining treatment.  This will allow the doctors caring for you to know tests and/or lab values you may be receiving as a part of the study and know how to take care of you if you have other health problems or needs that arise during the study.

What will happen if you are injured by this research?
All research involves a chance that something bad might happen to you.  This may include the risk of personal injury. In spite of all safety measures, you might develop a reaction or injury from being in this study. If such problems occur, the researchers will help you get medical care, but any costs for the medical care will be billed to you and/or your insurance company. The University of North Carolina at Chapel Hill has not set aside funds to pay you for any such reactions or injuries, or for the related medical care. However, by signing this form, you do not give up any of your legal rights.

What if you want to stop before your part in the study is complete?
You can withdraw from this study at any time, without penalty.  The investigators also have the right to stop your participation at any time. This could be because you have had an unexpected reaction, or have failed to follow instructions, or because the entire study has been stopped.

Will you receive anything for being in this study?
You will be given a blood glucose meter or a Omron® blood pressure monitor, diabetes product samples (may include glucose tablets, moisturizers, pill boxes, aspirin, etc), and various non-branded diabetes or heart disease educational materials 

Will it cost you anything to be in this study?

You may have possible costs associated with this study:

· Cost of healthier foods.  The nutrition recommendations may require you to purchase foods like fruits, vegetables, whole grains, fish, and lean meats which may cost more than foods normally consumed.

· Cost of transportation to and from the Kerr Drug location for 3 visits.

· Cost of medication.  The recommendations to achieve blood glucose control may be require you to purchase additional medication.  Cost options will be discussed with patient before recommending additional therapy to their physician.

· Cost of blood glucose strips and lancets.  The recommendations to achieve blood glucose control may be require you to test blood glucose more frequently and purchase more strips and lancets.  

Who is sponsoring this study?

This research is funded Community Pharmacy Foundation, and Kerr Drug, Inc.  This means that the research team is being paid by the sponsor for doing the study.  The researchers do not, however, have a direct financial interest with the sponsor or in the final results of the study.

What if you have questions about this study?

You have the right to ask, and have answered, any questions you may have about this research. If you have questions, or if a research-related injury occurs, you should contact the researchers listed on the first page of this form.
What if you have questions about your rights as a research subject?

All research on human volunteers is reviewed by a committee that works to protect your rights and welfare.  If you have questions or concerns about your rights as a research subject you may 
What if you have questions about your rights as a research subject?

All research on human volunteers is reviewed by a committee that works to protect your rights and welfare.  If you have questions or concerns about your rights as a research subject you may contact, anonymously if you wish, the Institutional Review Board at 919-966-3113 or by email to IRB_subjects@unc.edu.

Subject’s Agreement: 

I have read the information provided above.  I have asked all the questions I have at this time.  I voluntarily agree to participate in this research study.

_________________________________________ 

_________________

Signature of Research Subject


 
Date

_________________________________________

Printed Name of Research Subject

_________________________________________

_________________

Signature of Person Obtaining Consent


Date

_________________________________________

Printed Name of Person Obtaining Consent
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