PARENTAL PERMISSION FORM

I, __________________, give permission for my child, ______________, to participate in the research titled “Supplemental Vitamin D and Functional Outcomes in Early Adolescence,” which is being conducted by Drs. Richard Lewis and Emma Laing of the Department of Foods and Nutrition at The University of Georgia. Dr. Lewis may be reached in room 279 Dawson Hall at 706-542-4901. I understand that the participation of my child is completely voluntary. I can withdraw permission at any time without penalty or loss of benefits to which my child is otherwise entitled, and have the results of the participation, to the extent that which it can be identified as my child’s, returned to me, removed from the research records, or destroyed. Refusal to participate will involve no penalty or loss of benefits to which my child is otherwise entitled.

1) The following points have been explained to me:

a) The reason for the research is to study the impact of vitamin D supplementation on biochemical markers of bone health in children. The benefits that my child and I can expect from participation are the assessment of diet, maturation, growth, and body composition (percentage of body fat and nonfat tissue). The type of information collected will provide important information about growing children and their potential to be healthy teens and adults. In addition, my child will gain individual health knowledge that may improve his/her quality of life and possibly detect a health problem. If vitamin D status and markers of bone health are improved in childhood through increased dietary vitamin D, the benefits may be realized long after the time my child is involved in the study. This information can be used to determine if a simple and inexpensive nutritional supplement can improve bone health during childhood, which would reduce the risk of osteoporosis later in life.

b) All measurements are being used for research purposes only, not medical purposes. However, if abnormalities are found in any measure, I and/or my child will be notified and referred to an appropriate health care professional. 

c) Once enrolled in the study and following the completion of each testing session, my child will receive $50 for baseline, $50 for 3 weeks, $20 for 6 weeks, $20 for 9 weeks, and $60 for 12 weeks, for a potential total of $200 for the entire study. Payments will be distributed only if all testing sessions are completed for a given time point and supplements are taken as directed. My child will receive a certificate at study completion, birthday cards, reminder calls, and other non-monetary incentives such as UGA posters, magnets, key chains, etc., items of approximately $1 to $2 in value. Finally, all individual and group results will be presented to my child and me at the conclusion of the study.

2) The procedures are as follows:

a) Prior to enrolling in the study, my child will be mailed a sexual maturation self-assessment form to complete at home and mail back to the Bone and Body Composition Laboratory (BBCL). My child will compare his/her own appearance to pictures/drawings representative of each sexual maturation stage (i.e., drawings and photographs of genital areas) and circle the image he/she most closely resembles. If my child meets the criteria for inclusion for sexual maturation, he/she will be scheduled for the first testing session. Prior to any testing or participation, a permission form for me and an assent form for my child will be mailed/emailed to me outlining the testing procedures that will be used during the study. My child and I will be instructed to sign these forms prior to our appointment. However, if I misplace or do not bring the signed forms upon our arrival to the laboratory, my child and I will be given the opportunity to reread these forms and ask any questions that we may have about the study before signing the forms. The researcher will then sign the respective forms. My child and I will be walked through all procedures and reminded that we are free to withdraw without penalty at any time. 

b) Session 1 of testing will be conducted at five different time points [at the beginning of the study and after 3, 6, 9, and 12 weeks] and will require approximately 45 minutes. On the day of testing, my child and I will arrive in the BBCL in Dawson Hall at the scheduled time, following an overnight fast. My child will provide his/her second morning urine sample in a private restroom. A trained phlebotomist will insert a small tube (catheter) into a vein in my child’s arm and will then draw approximately 30 mL of blood from my child’s arm, after which he/she will be given a snack (15-20 minutes). My child’s blood and urine will be analyzed for compounds that reflect how his/her bone health and vitamin D status responds to the supplements. Any unused portions of blood that is collected will be discarded after 3 years.

For possible analysis in the future, a portion of the blood will be saved in order to assess vitamin D-related genes that may influence how my child’s blood work responded to the supplements. Any information that is discovered from this genetic testing is related to research only (i.e., response of the vitamin D receptor gene to various levels of supplementation) and will not be used as therapy or diagnostic testing. This information will help the researchers advance their knowledge about the role of vitamin D in children. Therefore, the researchers do not intend to contact me or my child, now or in the future, regarding any future DNA testing. A new Federal law, called the Genetic Information Nondiscrimination Act (GINA), generally makes it illegal for health insurance companies, group health plans, and most employers to discriminate against my child based on his/her genetic information. This law generally will protect my child in the following ways: Health insurance companies and group health plans may not request my child’s genetic information obtained from this research. Health insurance companies and group health plans may not use my child’s genetic information when making decisions regarding his/her eligibility or premiums. Employers with 15 or more employees may not use my child’s genetic information obtained from this research when making a decision to hire, promote, or fire my child or when setting the terms of my child’s employment. All health insurance companies and group health plans must follow this law by May 21, 2010. All employers with 15 or more employees must follow this law as of November 21, 2009. I am aware that this new Federal law does not protect my child against genetic discrimination by companies that sell life insurance, disability insurance, or long-term care insurance.

c) My child and I will be instructed on the proper use of the provided supplements. We agree to follow the instructions on the label of the supplements. I understand that the supplement is either 0 IU vitamin D3 (i.e., the placebo), 400 IU vitamin D3, 1,000 IU vitamin D3, 2,000 IU vitamin D3, or 4,000 IU vitamin D3, none of which can cause harm to my child if taken properly. If supplementation causes noticeable, negative side effects, my child may opt to continue the study without taking supplements, or he/she may discontinue the study completely. When we return to the BBCL for follow-up testing sessions, my child and I will return the remaining tablets and receive a new bottle of tablets (except at the final visit). We will also be asked to return the supplement compliance calendars. In order to minimize over-consumption of vitamin D from outside sources, my child will be asked to refrain from taking any vitamin, mineral or herbal supplements during the study. My child will be instructed to follow his/her normal dietary habits and will not be asked to refrain from fortified food products. My child will also be instructed to follow his/her normal physical activity patterns during the course of the study.

d) Session 2 of testing will be conducted at the beginning of the study and at 12 weeks only and will require approximately 3 to 4 hours. First, my child and I will complete diet and physical activity questionnaires (approximately 15 minutes). We will also be given a three-day diet record to be mailed back to the BBCL in a stamped, self-addressed envelope provided by the researcher. My child’s body composition will then be measured using two non-invasive bone- and muscle-scanning machines (30-40 minutes) and muscle strength will be assessed using a hand-grip dynamometer (1-5 minutes). I understand that a trained laboratory technician under the supervision of Dr. Richard D. Lewis will conduct all measurements. To assess if the supplements alter calcium absorption, an important measure of bone health, my child will have his/her blood drawn once following an overnight fast (an additional 5 mL of blood during Session 1). My child will receive a breakfast that includes a beverage containing 150 mg calcium and a stable calcium isotope tracer, 44Ca. The 44Ca isotope is safe and will cause no harm to my child. For the following 3 hours my child will not be allowed to consume any additional food or beverage apart from the water that is provided. Three hours after consuming the beverage, the phlebotomist will draw another 5 mL of blood from the catheter. The catheter will then be removed. 

e) Session 3 of testing will be conducted at the beginning of the study and at 6 and 12 weeks only and will require approximately 20 minutes. My child and I will complete a general information/health questionnaire (at baseline only), as well as diet and sun exposure questionnaires (approximately 15 minutes). My child’s height, sitting height, leg length, and body weight will then be measured (5 minutes). 

3) Information from all testing sessions will be stored in locked filing cabinets. The discomforts or stresses that may be faced during this research are minor physical discomfort from blood draws and minor psychological discomfort from the questions about my child’s diet or medical history. To minimize this stress, participants will be interviewed in private rooms. If undue discomfort occurs, my child has the right to discontinue the testing at any time. 

4) The following foreseeable risks have been explained to me:
a) I understand that one of the foreseen risks to my child is discomfort during the blood draw. I understand that if a blood sample cannot be obtained after two attempts, no further attempts will be made. 

b) I understand that another foreseen risk to my child is exposure to a small amount of radiation when assessing body composition with the bone- and muscle-scanning machines. The scans for the entire study will give a total radiation dose of 4.82 microseiverts ((Sv). This dose is very small, as radiation doses from an adult chest X-ray ranges from 500 to 800 µSv and environmental background radiation per week totals 35 µSv. Thus, the total radiation exposure for the study is 0.5 to 1% of standard chest X-rays. In the event that information from any scan is lost or unusable, no additional scans will be performed. 

Because our current knowledge of the risk of X-ray to the unborn child is limited, prior to conducting the bone and muscle scans, my child (if female) will sign a consent form developed for use with these machines that asks if she is currently pregnant or believes she may be pregnant. If my daughter is pregnant, she will be told that she cannot participate because the X-rays from the bone- and muscle-scanning machines pose a risk to the fetus. If my child expresses any doubts regarding pregnancy, a pregnancy test will be provided to complete in the privacy of her own home prior to DXA or pQCT testing. If the pregnancy test is refused or if determined to be pregnant, my daughter may maintain confidentiality by electing not to disclose the pregnancy test results to the research group, but must voluntarily withdraw from the study. Refusal will be documented. If my daughter and I elect to notify the research group of the pregnancy she/we will receive a referral to Dr. Andrew Muir, pediatric endocrinologist and study physician, or to our own primary care physician. Dr. Muir will also be available to medically evaluate my child if he/she reports any adverse reactions to the supplements. 

My child’s risk of vitamin D toxicity is minimal, but will be monitored by the research team who will perform blood and urine tests immediately following baseline, 3, 6, 9, and 12 week testing sessions. In addition, if my child reports any abnormal responses, or if blood and urine values suggest toxicity as described above, he/she will no longer receive supplements, but will be allowed to continue in the study if he/she desires.
5) The results of my participation and that of my child will be confidential and will not be released in any identifiable form without my child’s prior permission and mine unless required by law. It is possible that the United States Food and Drug Administration may inspect my child’s study records. My signature on this form authorizes that use of my data and my child’s data in group analyses, which may be prepared for public dissemination and/or available to other researchers, without breaching my own or my child’s confidentiality. To accomplish this, my child will be assigned a four digit subject participation code, which will be used on all data collected during my child’s participation in this research. A master list with my child’s name and corresponding code number will be kept separate from testing data and locked at all times. Records linking code numbers to names will be destroyed three years post-completion of this study. The final dataset will be stripped of any of my child’s individual identifiers prior to release for sharing with other researchers. A link to the dataset (computerized spreadsheet) on our study website will be created and made available after the primary results from this study are accepted for publication in a research journal. A data-sharing agreement will be required from other researchers, which will stipulate that data will be used for research purposes only.
6) In order to process the payment for my child’s participation, the researcher(s) need to collect my child’s name, mailing address and social security number on a separate payment form. This completed form will be sent to the Department of Foods and Nutrition business office and then to the UGA Business Office. The researchers have been informed that these offices will keep my child’s information private, but may have to release my child’s name and the amount of compensation paid to my child to the IRS, if ever asked. The researchers connected with this study have gone to great lengths to protect my and my child’s private information and will keep this confidential in their locked files. However, they are not responsible once my child’s name, social security number and mailing address leave their office/laboratory for payment processing.
7) As a participant, my child assumes certain risk of injury. The researchers will exercise all reasonable care to protect my child from harm as a result of his/her participation. In the event of an injury as an immediate and direct result of my child’s participation, the researchers’ sole responsibility is to transport my child to an appropriate facility if additional care is needed. The researchers will not provide any compensation or payment for medical care. As a participant, my child does not give up or waive any of his/her legal rights.

8) The investigator will answer any further questions that my child or I may have about this research, either now or during the course of the project. I understand the procedures described above. 

My child was given the opportunity to complete a simple urine test for pregnancy:

(Check one):  YES____ 
NO____

_________________________
_______________

Signature



Date

I refuse for my child to take the pregnancy test:

(Check one):  YES____ 
NO____

_________________________
_______________

Signature



Date
I understand the procedures describe above.  My questions have been answered to my satisfaction, and I agree to give permission for my child to participate in this study. I have been given a copy of this form.

Richard Lewis/Emma Laing


_________________________
_______________

Name of Researcher



Signature



Date

Telephone: 542-4901

Email: rlewis@fcs.uga.edu
_____________________________ 

_________________________
_______________

Name of Parent or Guardian


Signature



Date

Please sign both copies, keep one and return one to the researcher.

Additional questions or problems regarding your child’s rights as a research participant should be addressed to The Chairperson, Institutional Review Board, University of Georgia, 612 Boyd Graduate Studies Research Center, Athens, Georgia 30602-7411; Telephone (706) 542-3199; E-Mail Address IRB@uga.edu.
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