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The Purpose of this study.  This study is designed to examine short-term changes in the test data 
we obtained from you in the previous DEXA/BIA study and to examine interrelationships between 
these tests and the 43-chemistry blood test shown in the attached Informed Consent.   
Participation Requirements: In this extension you will be asked to complete a test battery at 
baseline, 30 days and 60 days from baseline containing the same DEXA test, Quality of Life 
questionnaire, physical measurements you previously completed. However, in this extension you 
will be asked to also complete the 45-blood chemistry test shown below.  No-  bio-impedance 
test that were taken in Phase 1 will be taken in this study. 
Sequential Activities for Study Subjects: 

1. On-Line Information. Review the on-line Informed Consent and the Quality of Life (QOL) 
inventory that you will be required to complete if you volunteer to participate. Samples 
of test reports that you will receive are also available on this website. Call the Research 
Center (210-824-4200) to clarify any information on these forms that is not clear. 

2. Visit the Research Center. If you are willing to volunteer, complete the Informed 
Consent and QOL and make an appointment to visit the Research Center to schedule 
testing and turn in the completed Informed Consent and QOL.  You will be provided with 
a copy of the jointly signed Informed Consent’s signature page.  

3. Required tests. You will be asked to complete three sets of the test battery described 
below—one at baseline, 30-days and 60-days as described in the procedures below. 

a. DEXA Test. This is the same test you completed in the first phase. Please refer to 
Atch. 1 for the most current information on the DEXA test.   Before completing 
the test, the same procedure will be followed asking you to remove your shoes, 
jewelry, and any metal objects.  When taking the test, please wear loose-fitting 
clothing (preferably exercise or workout attire) and allow twenty minutes to 
complete it.  Please be on time since we will have subjects continually scheduled 
before and after you.  

b. Quality of Life Inventory (QOL)  This is the same test in took in the first phase. 



 

 

c. Body measurements. These are some of the same measurements you completed 
in the first test only this time it will be limited to hips, waist, and thighs and 
completed by same-sex technician.  You may still continue in the study if you 
object to having these measurements taken. 

d. Caliper Measurements (Atch 1)  You will be provided with a plastic caliper and 
asked to take the caliper measurement as described in Atch 1.  

e. Blood tests. (Atch 2)  The blood chemistries that will be measured are shown in 
Atch 2. Pick up a requisition to have your blood drawn at a Quest Lab location of 
your choosing. Be sure to fast for at least 10 hours before taking the test. Taking 
increased amounts of water will make it easier for the technician to find your 
veins.  Also, keeping the arm warm where the blood sample will be obtained can 
also make finding your veins easier. It typically takes 2-3 days for receipt of your 
blood test results.  Please indicate below how you want to be notified when we 
receive all of your test results: 

 
Call or email to: ________________________________________________________ 
 

4. $225 testing fees.  You will be paid the following fees for taking the tests: $50 for the 
baseline tests, $75 for the 30-day tests and $100 for the 60-day tests ($225 total).  These 
fees will be paid promptly upon receipt of each of the completed test results.  

5. Receiving test results. Since these tests have medical implications, you must authorize 
us to email the results to you.  Please indicate in the space provided how you want your 
results sent to you:   
 

       Email to: _____________________________________________________________ 
 
       Mail to: ______________________________________________________________ 
  
6. How to interpret your test results. To help you better understand your DEXA results, you 

will be given a password-protected website providing detailed information on how to 
interpret your DEXA and blood chemistry reports. (These instructions are generic and 
will not include your personal test results.)  No information will be provided on the 
measurements of your hips, waist, and thighs.   

 
 

Benefits of completing study requirements:  
□ You will receive three DEXA Body Composition Test Reports (average value of 

$125 each and three blood chemistry test reports of an average total value of 
$435)—a total value of $$1,630 . 

□ You will receive a total of $225 fees to taking the tests; 
□ You may be entitled to participate in future studies; and  
□ Your participation will provide the benefits of participating in a clinical trial as 

provided in the Phase 1 attachment.  



 

 

in order to participate, you must have participated in the previous phase and agree to follow the 
requirements of the study as set forth in this Informed Consent  

Study Procedures: A Checklist for Participation 
1. _________I have read this Informed Consent and met with the research coordinator and  
 understand what is expected of me. 
 
2.__________I am willing to participate in this extension and acknowledge that upon signing 

this Informed consent, I will be enrolled as a participant. 
 
3.__________I will incur no financial costs in this extension.  
 
4.__________I will complete all required tests described above. 
 
5.__________I am aware that all conditions of the Informed Consent and HIPAA requirements  

for the first phase of this study are applicable to this extension. 
 

6.___________I agree to withdraw from the study if I am pregnant or become pregnant. 
 
Participant Time Involved: The total time required for taking the three test batteries and forms is 
approximately two hours and 30 minutes. 

Whom to Contact: Contact Mike Gale at 210-824-4200 or 210-275-9173 (24 hours) if:  
Voluntary Participation: Your participation in this study is voluntary.  You may decide to terminate 
your involvement in the study at any time.  Your decision will not result in any penalty or loss of 
benefits to which you are entitled.  If you have any questions about the study, tests, or your rights as 
a participant, or if you wish to withdraw from the study, contact Dr. Kaats or the research coordinator at 
(210) 824-4200.   

Your participation in this study may be stopped at any time by your physician or healthcare 
provider without supporting information. Participation may also be stopped by the study’s 
principal investigator upon receipt of information that either the product has unexpected 
adverse effects or that changes in the study protocol are inconsistent with information provided 
to you in this Informed Consent. Notwithstanding these conditions, this Consent Form is the 
sponsor’s agreement to provide all services listed in this form including all tests and payments 
for completing the testing. 
Consent:  I have read the information in this consent form.  All my questions about the study and my 
participation in it have been answered.  I freely consent to be in this research study. None of my 
medical records are being requested for this study.       

NAME_________________________________________________  DATE________________________ 

ADDRESS________________________________________________ZIP Code____________________ 

Telephone:__________________________________________________________________________ 

EMAIL_______________________________________________________________________________ 



 

 

Atch 1. Caliper 

 



 

 

Atch 2. The Blood Chemistry Panel 
 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

1 CHO LESTERO L, TO TAL 16 ALKALINE PHO SPHATASE 31 LYMPHO CYTES

2 HDL CHO LESTERO L 17 ALT 32 MCH

3 NO N-HDL CHO LESTERO L 18 AST  33 MCHC

4 CHO L/HDL RATIO  19 BASO PHILS 34 MCV

5 LDL CHO LESTERO L 20 BILIRUBIN, TO TAL 35 MO NO CYTES

6 TRIGLYCERIDES 21 BUN/CREATININE RATIO 36 NEUTRO PHILS

7 CARDIO  CRP 22 CALCIUM 37 PLATELET CO UNT

8 GLUCO SE 23 CARBO  DIO XIDE 38 PO TASSIUM

9 ABSO LUTE BASO PHILS 24 CHLO RIDE 39 PRO TEIN, TO TAL

10 ABSO LUTE EO SINO PHILS 25 CREATININE 40 RDW

11 ABSO LUTE LYMPHO CYTES 26 EO SINO PHILS 41 RED BLO O D CELL CO UNT

12 ABSO LUTE MO NO CYTES 27 GLO BULIN 42 SO DIUM

13 ABSO LUTE NEUTRO PHILS 28 GSR 43 TSH W/REFLEX TO  FT4

14 ALBUMIN 29 HEMATO CRIT 44 UREA NITRO GEN (BUN)

15 ALBUMIN/GLO BULIN RATIO 30 HEMO BLO BIN 45 WHITE BLO O D CELL CO UNT

The 45-Measurement Blood Test


