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Informed Consent Form 

 

1. I voluntarily and without element of force or coercion, consent to be a participant in the 

research project entitled “The effects of calcium collagen chelate on bone status in trained 

cyclists.” This study is being conducted by Chris Mojock, Dr. Lynn Panton, Dr. Jeong-Su Kim, 

Dr. Mike Ormsbee and Dr. Bahram Arjmandi of the Department of Nutrition, Food & Exercise 

Sciences at The Florida State University.  

 

2. The purpose of the proposed study is to examine how calcium collagen chelate (CCC) 

supplementation during daily training  affects body composition, bone mineral content (BMC), 

bone mineral density (BMD), biomarkers of bone metabolism and blood hormone levels . Sixty 

normal-weight, healthy male (18 to 54 years of age) cyclists (cycling > 3 hrs/wk) will be 

recruited for this study. 

 

3. My participation in this study will require coming to the Human Performance Laboratory at The 

Florida State University for testing on one or two different occasions over 12 weeks to 

complete the measurements and assessments as described below.   Total time commitment 

will be approximately three hours per visit.  

 

I will come to the Human Performance Laboratory in a fasted state (no food or drink, except 

water for at least three hours) at least 24 hours after my last strenuous exercise bout and will 

turn in my three-day food log that was sent to me by email after my phone interview.  On my 

first visit, I will be given an informed consent document to sign and a medical history form to 

complete before I can participat e in the study. I cannot participate in this study if I have 

uncontrolled hypertension (blood pressure (BP) >160/100 mmHg), currently taking BP 

medications, have been diagnosed with cardiovascular disease, stroke, diabetes, thyroid or 

kidney dysfunction, and or have any musculoskeletal complications (i.e. osteoarthritis or injury) 

that would impede exercise testing and training. In addition, I will be excluded if I currently 

smoke, take cholesterol medication or use any medications known to affect b one metabolism 

or regularly partake in planned exercise , other than cycling, for more than two days per week 

for more than 40-minutes per session (within the past six months).  

 

During Visit 1, I will answer questionnaires regarding nutritional habits, training and racing 

history. I will have my resting BP, resting heart rate (HR), anthropometric measurements , 

blood collection and maximal exercise testing performed . Height and weight will be asses sed 

using a standardized scale.  My body composition, bone mineral content (BMC) and bone 

mineral density (BMD) will be measured using dual energy X-ray absorptiometry (DXA).  Very 

low doses of radiation are used; however, this test is non -invasive.  I will lie on a padded table 

for approximately 10 minutes while the scan is being completed.  Testing will be completed 

according to the manufacturer’s instructions and specifications by a certified X -ray technician.  
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I will repeat my three-day food log again during the sixth week of the 12-week training 

period and turn it into the research staff.  Following 12 weeks of supplementation, I will report 

to the lab following a three-hour fast and at least 24 hours after my last strenuous bout of 

exercise to complete Visit 2.  I will replicate my three- day food log during the final three days of 

the intervention, return it to the investigators and repeat all measurements and exercise testing 

performed during Visit 1 (BP, HR, blood collection, DXA [body composition, bone status ], 

maximal performance testing and 35-km TT).   This visit will take approximately three hours. 

 

4.  I understand there is a minimal level of risk involved if I agree to participate in this study. I may 

experience some muscle soreness from the exercise testing sessions. The risks associated 

with exercise testing are minimal and the selected protocols have been previously used in 

other studies. There is the possibility of muscle fatigue or soreness related with exercise  

training or testing.  The risk will be minimized by using qualified investigators to supervise 

testing and ensure proper procedures. The risk of a cardiovascular event during testing will be 

minimized by careful review of my medical history and mon itoring of my exercise sessions.   All 

mouth pieces, breathing hoses and nose clips will be sterilized and cleaned with disinfecting 

solutions. 

 

The risk of blood drawing is small and there may be some local discomfort at the site of needle 

placement with possible bruising or swelling. The risk of local infection is also small. These 

risks will be minimized by the use of skilled technicians using sterile techniques and equipment  

(single-use collection instruments and appropriate handling/disposal of biohazard waste and 

sharps).  

 

Body composition will be evaluated by Dual-Energy X-ray Absorptiometry (DXA). This involves 

low exposure to radiation less than 5 mREMs per DXA scan. Doses received from DXA 

examinations are small in comparison to other common radiation sources and are believed to 

represent no significant health risk. No risk of adverse health conditions have been established 

for lower exposures of 5000 mREMor less. By comparison, natural background radiation is 

about 300 mrem/year, an x-ray of the spine is 70 mREM, a mammogram is 45 mREM , and a 

round trip transcontinental plane flight is 6 mREM.  The measurement of body composition 

using DXA is non-invasive. 

 

The dietary supplement is a calcium ion and collagen peptide chelated product.   It describes 

an association of a metal ion having a valence of two or more  to form a structure wherein the 

positive electrical charges of the metal ion are neutralized by the electrons available through 

collagen/hydrolyzed collagen. The binding represents physical associations of calcium with 

collagen peptide, mostly through ion ic interactions. It mimics the status of natural presence of 

calcium in food. Collagen in the dosage of 10g per day has been used in other trials with no 
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I will also have my blood drawn under sterile conditions (2 blood draws per each visit) , the total 

amount of 20 milliliters from a forearm vein (between the upper and lower arm) will be stored 

for later analysis. The blood samples will be analyzed for calcium level, 25-hydroxyvitamin D,  

and parathyroid hormone (PTH).  In addition, biomarkers of bone metabolism will be measured 

including, alkaline phosphatase (B-ALP), tartrate resistant acid phosphatase (TRAP), 

osteocalcin (OC), sclerostin (SCL), carboxy- and amino-terminal propeptide of type I 

procollagen (PINP or PICP), and cross-linked C- and N-telopeptide of type I collagen (CTX or 

NTX).  I will then perform an incremental exercise test on an electronically braked cycle 

ergometer (RacerMate; Velotron Dynafit Pro, Seattle, WA).  I will begin exercising at 50 W; 

resistance will increase by 50 W every two minutes up t o 200 W.  Thereafter, resistance will 

increase by 25 W every two minutes until I can no longer maintain performance.  During the 

test I will wear headgear with a mouthpiece attached, a nose clip, and a heart rate monitor 

around my chest.  This will be done to measure my aerobic fitness.  

 

If I meet the requirements to be classified as a trained cyclist (cycling !  8 hrs/wk, maximal 

oxygen consumption (VO2max) !  50 ml/kg/min), I will rest for 15 minutes and then perform a 

35-km time trial (TT).  If I do not meet the requirements I will not be able to participate in the 

training portion of the study, but my data will be used for a cross-sectional analysis comparison 

between recreational and trained cyclists.  For the TT, a computer display will provide me with 

gearing, current and average speed, cadence, grade and distance  while I am cycling on the 

Velotron cycle. I will be instructed to complete the TT as quickly as possible. For purposes of 

standardization, no outside encouragement will be offered during the TT  and I will not be 

allowed to listen to music.  Blood will be collected immediately and 30 minutes post -exercise 

for later analysis.  I will be given three-day food logs (to list all foods and beverages consumed 

over three days) to return filled out at six weeks and again on the final visit and will receive 

instructions on how to complete these forms .  I will also be given compliance logs (to track 

daily supplementation and training) to return filled out every two weeks .  This visit will take 

approximately three hours. 

 

After finishing Visit 1, I will be randomly assigned to one of two intervention groups for the 

duration of the twelve-week intervention: 1) 6 g/d of CCC or 2) placebo control (CON) 

composed of an inert compound with calcium and vitamin D equi valent to that found in the 

CCC.  Participants in both groups will consume their respective supplements twice daily (four 

pills in the morning and four pills in the evening) for the next 12 weeks.  I will return my empty 

supplement containers and compliance logs every two weeks, at which time I will be given my 

supplements for the next two weeks.  I will maintain my normal diet and weekly training volume 

throughout the duration of the study.  If I drop below six hours per week of training for two 

consecutive or a total of four weeks during the intervention period, I will be removed from the 

study.  If I drop below 80% compliance with my respective supplement, I will be removed from 

the study. 
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reported side effects although participants may experience gastrointestinal discomfort such as 

bloating and/or constipation.  

 

5. The possible benefits of this research for both groups include knowledge of body composition , 

bone mineral content (BMC), bone mineral density (BMD), resting vital measures, maximal 

oxygen uptake, biomarkers of bone metabolism and hormone status. I will have the potential to 

improve body composition and bone status.  

 

6. The results of this study may be published but my name or identity will not be revealed. 

Information obtained during the course of the study will remain confidential, t o the extent 

allowed by law. My name will not appear on any of the results. No individual responses will be 

reported. Only group responses will be reported in the publications. Confidentiality will be 

maintained by assigning each subject a code number and recording all data by code number. 

The only record with the participant’s name and code number will be kept by the  principal 

investigator, Chris Mojock, in a locked drawer in his office. Data will be kept for 10 years and 

then destroyed.  

 

7. In case of an injury, first aid (free of charge) will be provided to me by the laboratory personnel 

working on the research project. However, any other treatment or care will be provided at my 

expense.  

 

8. Any questions I have concerning the research study or my participati on in it, before or after my 

consent, will be answered by the investigators or they will refer me to a knowledgeable source. 

I understand that I may contact Chris Mojock at cmojock@fsu.edu, Dr. Mike Ormsbee at (850) 

644-4793 (mormsbee@fsu.edu) or Dr. Lynn Panton at (850) 644-4685 (lpanton@fsu.edu) for 

answers to questions about this research study or my rights. Group results will be sent to me 

upon my request.  

 

9. In case of an injury, or if I have questions about my rights as a subject/participant in this 

research, or I feel I have been placed at risk, I can contact the chair of the Human Subjects 

Committee, Institutional Review Board, through  the office of the Vice President of Research at 

(850) 644-8633 (humansubjects@magnet.fsu.edu). 

 

10. The nature, demands, benefits and risks of the study have been explained to me. I knowingly 

assume any risk involved.  

 

11. I have read the above informed consent form. I understand that I may withdraw my consent 

and discontinue participation at any time without penalty or loss of the benefits to which I may 

otherwise be entitled. In signing this consent form, I am not waiving my legal claims, rights or 

remedies. A copy of this consent form will be given to me.  
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________________________________  

Print name 

 

 

________________________________   ________________________________  

Signature      Date 
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