WIHS Musculoskeletal (MSK) ROI Consent Template
Research Purpose

The purpose of this research study is to determine the effect of menopause on bone and muscle in HIV-infected and uninfected women.
Information on Research

Study Purpose

We are doing this research study to look at the effect of estrogen deficiency during menopause on bone mass and structure, muscle mass and strength and immune function. You are being asked to participate in this research study because you enrolled in the Women's Interagency HIV Study (WIHS) and are nearing or have transitioned into menopause.

In our previous studies, we found that the rate of bone loss was greater in HIV-infected than in -uninfected postmenopausal women. Some studies have shown that fractures (broken bones) occur more frequently in HIV-infected individuals, especially those who are older. Conditions associated with aging, such as osteoporosis and frailty, may occur earlier in HIV-infected individuals, which may lead to more falls and fractures. In this study, we will investigate whether loss of estrogen during menopause affects bone and muscle strength differently in HIV-infected and -uninfected women.

About 330 women are expected to be enrolled in this study. Approximately, 130 women will participate at Columbia University Medical Center. The study will last for 5 years and will include two additional visits for measurements of bone and muscle health. This study will also utilize blood specimens already collected during WIHS study visits. Your eligibility for this study will be determined based upon data already collected for the WIHS study.

If you are eligible to join the study, you will be invited to obtain additional procedures to better define your bone mass and structure, as well as your muscle mass, strength, function and endurance. The same procedures will be repeated at the end of the study. A description of each procedure is described in the sections that follow.

Study Procedures

You will undergo the following tests and procedures at the baseline and follow-up visit.
1. DXA Scan:  your bone mass will be measured by dual energy xray absorptiometry (DXA). DXA is a routine, painless xray procedure during which you will lie on a table for 10 to 15 minutes and the amount of bone mineral per area at the spine, wrist, and hip will be measured. These values are then compared to the average for normal women aged 30 and to women of your age. During your DXA scan, you will have a vertebral fracture assessment to evaluate whether there may be a fracture in your spine. The DXA will also measure your total body composition, which gives us information about the ratio of fat to muscle in your body.

2. cQCT: A central QCT of the spine and hip will be performed. Central QCT involves very thin pictures of several vertebrae (bones) in your lumbar spine and bones in your hips.

3. Muscle strength and function measures: This includes measuring your handgrip strength, measuring your ability to stand from a seated position on a chair, measuring your balance, and measuring your walking speed.

4. Blood tests: 5 tubes of blood will be drawn in order to measure numbers cells that can potentially turn into bone cells. This study will be performed only for participants from the Bronx site.
5. pQCT: A peripheral quantitative computed tomography (pQCT) will be performed of the wrist and ankle to get a 3-dimensional picture of your bones, which gives more detail about your bone geometry and the quality of your bones than the DXA scan. The pQCT machine has not yet been approved by the FDA for commercial use. This study will be performed only for participants from the Bronx site.
Use of Data/Specimens for Future Research

We may want to use or share your data and/or blood sample(s) with other investigators at Columbia University and/or with investigators at another institution so that other research studies can be done now or in the future. If you agree to let us keep your samples for future research, they may be kept for an indefinite amount of time. Data and specimens sent to other institutions will be sent with all identifying information removed.

Some research using blood or tissue allows the researchers to make medical tests or treatments that may have commercial value. If this happens, there are no plans to pay you for any products or treatments that are made, or for using your samples.

Please initial below to indicate whether or not you give permission for your data/specimens to be used for future research.

______ (initial) I agree to have my data/specimens stored for future research by the investigators who are conducting this study.

______ (initial) I agree to have my data/specimens stored and shared with other investigators who are doing research that is related to this study or my condition.

______ (initial) I agree to have my data/specimens stored and shared with other investigators who are doing different kinds of research that is not related to this study or my condition.

______ (initial) Please do not use my data/specimens for future research or share them with other researchers.

Risks

Your participation in this study involves risks related to the blood draw, radiation exposure, and muscle function tests.
1. Risk of Drawing Blood: The needle used to collect blood may cause a bruise at the insertion site, and in very rare circumstances, an infection may develop. Other risks related to the blood draw include pain, bleeding, blood clots, discomfort, swelling, lightheadedness, and fainting.

2. Radiation Risk of the DXA scan, pQCT scan, cQCT scan: If you take part in this research, you will have 2 DXA scans and 2 cQCT scans over the course of 5 years, all of which involve radiation. Study participants at the Bronx site will also have 2 pQCT scans. To give you an idea about how much radiation you will get, we will make a comparison with an everyday situation. Everyone receives a small amount of unavoidable radiation each year. Some of this radiation comes from space and some from naturally occurring radioactive forms of water and minerals. 

The imaging scans that you receive as part of this study will result in about the same radiation dose that you would get from normal living with natural background radiation in about 2 years. The risks associated with this radiation dose are very small; estimates of the cancer risk associated with this radiation dose vary from zero to about one chance in 5,000.

The radiation dose we have discussed is what you will receive from this study only and does not include any exposure you may have received or will receive from other tests. Radiation exposure is cumulative throughout life and any additional exposure should be considered carefully.
3. The muscle function tests may cause fatigue or muscle soreness, and very rarely dizziness and shortness of breath. You can stop anytime you feel discomfort or that you cannot continue. During the balance tests, there is a small risk of falling. The Study Personnel performing the muscle function tests have been trained to administer the test as safely as possible and to prevent injury with falls. 
Benefits

If you take part in this study, there is no guarantee of a direct benefit to you. Benefits to you may include learning about your bone health. You will be provided with results of the DXA scans. Benefits to society include information gained from these tests that may also be helpful to patients with HIV.

Alternative Procedures

You have the option not to participate in this study at all.

Confidentiality

Any information collected during this study that can identify you by name will be kept confidential. We will do everything we can to keep your data secure, however, complete confidentiality cannot be promised. 
Despite all of our efforts, unanticipated problems, such as a stolen computer may occur, although it is highly unlikely. Any information or specimens pertaining to you will be associated with a unique code number, and all computerized databases used in this study will only be accessible by a special password determined by the study investigators. 
The following individuals and/or agencies will be able to look at and copy your research records: (1.) The investigator, study staff and other medical professionals who may be evaluating the study; (2.) Authorities from Columbia University and New York Presbyterian Hospital, including the Institutional Review Board ('IRB'); (3.) The National Institutes of Health and/or the Office of Human Research Protections ('OHRP'). 
The investigator, regulatory authorities, IRB and study sponsor may keep the research records indefinitely. If the results of the study are published or presented at a medical or scientific meeting, you will not be identified.

Research Related Injuries

If you are hurt or become ill during the course of this study, you should contact Michael Yin, MD at (212) 305-7185.

Although compensation for injury that results from participation in this research is not available, Columbia University will assist you in obtaining medical treatment, including emergency treatment, hospital care and follow-up care as needed. 
Your insurance carrier will be billed for the cost of such treatment and will be charged in the usual way. If your carrier denies coverage, Columbia University is under no obligation to pay for the treatment, but may do so at its sole discretion. 
By providing financial or other assistance, neither Columbia University nor the researchers are stating that they are legally responsible for the injury. Further information regarding compensation for injured research subjects may be obtained from the IRB Office.

Compensation

You will receive a customary participant compensation fee of $50.00 to help with transportation costs for visits.

Additional Costs

There is no cost to you for participating in this study.

Additional Information

If you have any questions or concerns about the study, you may contact Dr. XX at

XX. If you have any questions about your rights as a subject, you may contact:

Institutional Review Board

Address
An Institutional Review Board is a committee organized to protect the rights and welfare of human subjects involved in research.

Voluntary Participation

Your participation in this study is completely voluntary. You can refuse to participate or withdraw from the study at any time and such a decision will not affect your care at CUMC now or in the future.

Statement of Consent

I voluntarily consent to participate in the study. I have read this consent form and understand the nature and the purpose of the study. 

I have discussed the study with the investigator or study staff, have had the opportunity to ask questions and have received satisfactory answers. The explanation I have been given has mentioned both the possible risks and benefits to participating in the study and the alternatives to participation.

I understand that I am free to not participate in the study or to withdraw at any time. My decision to not participate, or to withdraw from the study will not affect my future care or status with this investigator.

I understand that I will receive and may keep a copy of this signed and dated consent form. By signing and dating this consent form, I have not waived any of the legal rights that I would have if I were not a participant in the study.

Signature

Study Participant

Print Name____________________Signature____________________Date__________

Person Obtaining Consent

Print Name____________________Signature____________________Date__________

Printed On:
