










































































































































4. Is deception involved?
If yes, please describe.

YES 0 NO f8J

5. Do the data to be collected relate to any illegal activities (e.g. drug use, abuse, assault)?
YES 0 NO f8J
If yes, please explain.

6. The benefits of this activity to the participants must outweigh the potential risks. To this end,
please:

a. Describe the benefits to the individual participants and to society.

Subjects will receive information regarding their exercise capacity, body composition and fitness level.

b. Describe the potential risks to any individual participating in this project. Please
explain any possible risks of psychological, legal, physical, or social harm. What
provisions have been made to insure that appropriate facilities and professional attention
necessary for the health and safety of the participants are available and will be utilized?

In the age group selected for Ihis study. the cardiovascular complicalions are e'lremely unlikely, SuhjecIs '"..e an e'lrl'mdy low likelih.",c1 of cardiac

arrhythmia and hearl attack (myocaolial infarction), In Ihc extremely unlikely evenl of inelusion ofa suhject wilh rare syndrnmes of predisposition 10 cardiac

arrhythmia (such as Ilrugada syndrome. t\RVD. IIOCM. long ()T syndrnme ele), there would he a risk of cardiac arrhythmia. and even sudden ,'ardiac "cath,

The risk will not he any hil/her Ihan iflhal individual were to ,'xcrei", ,1II hisiher own, withoullhe knowledge of his,her underlying I",art disca,,', Tominimite

;lny such risk. all suhjccts wilh any known pre-cxisting.l'ardiovnscular disease will he excluded. ,\SCM glliuclil1~S "If cxcrdl\c le~till!! and Iraining will ~

",lIowed strictly hy Ihe inwsligalor in deleonining e,sercise cap'lCily "f suhjecls 10 minimite risks of physical injury during exercise.

BodpocJ; BnJpnd is a device that 1llC'~surcs hndy cnmpnsitinn. The nH.~asurcmcnt is wililtlut ri~k. hut may t:ausc symphlfns or c..:Iallslrnphohiil In some '\lIhj ...·cls

which may lind the device un3<ceptahle, !luring inilial ""niliaritati"n procedure ,uhjeers will he asked ahmll such issues and gil'en a chance 10 sil ill Ihe

chamher pri"r Illlesting,

Reacli"e hyperemia: Suhjecls may experience 'pins and needles' in Ihe arm heing suhjecled lolhe lesl which ,!uickly disappears once o<choding ..ulfis "el1al,'d

and hlm'H.f now rc(unlS to normal. Five l11illllh.·S nf complete pc.:dusinn is required in Ihe standard ml.:thod. No d:lIllagc 10 risSlIl' ha~ C'vt.'r b...·cl1 rcporh:d.

Pulse wa\'t: \'dtl~jty: rhis is 1llt.'4lsured h~ placing Doppler prohcs over r:IJi<..t1 ;trtery.,.:arotid ;lrfl'F)'. tt:mnral :trIer) .. Illd dnr"lali-; flo4:di, ;Irll:r)'. 'hl.' dc\il.'L' ""~.,,

1I1lraSnuI1d 10 ll1easure vehx:ily nfhl<Hld l1(lW, \.. hidl has)1o l...lltl\\'1l ddd...'ri"us t.:tll'l'l tll1li'\~IIt.'. SlIhjClt.."1 dignil~ willll\..' .... Irirlly lIrlwlti \\hik 1l1;lklll~

111t.';l~Hn:l11l'l1ts from th~ ' .... l11oral artery, gi\t1'1l thatillis \\lluld rl'ljllin: rroncs to I't.: plac~'d illl!-r"in.



7. Please describe how participants will be infonned of their rights and how informed consent
will be obtained and documented. Attach a copy of the consent form and any materials used in
the recruitment of participants.

Consent waiver, see attached

8. The confidentiality of all participants must be maintained. To this end, please respond to the
following.

a. How will the confidentiality of participants be maintained?

Like any study, participation will involve some loss of privacy, but the information collected from each su~icct will he
handled as confidentially as possible. The individuals file and hardcopy data will be locked in a file cabinet within a
locked office in a secure building and each data file will be encoded without the individuals name to associate it. The
blood samples will not have any names associated with them (decoded) prior to their packaging for shipment to the lab
where the analyses are carried out.

b. How will confidentiality of data be maintained?

The data will be coded and entered into a computer spreadsheet and all individual identifiers will be

removed.

c. Describe the process of final disposition of the data. How long will the data be stored
and how will they be destroyed?

All hardcopy data will be destroyed and the computer files will be erased 5 years following the

protocol, at which time all manuscript writing will cease.

d. How are participants protected from the future harmful use of the data collected in
this protocol?

All data will be used only for the purpose of this study and no data will be shared with anyone outside

the immediate study team. Further, all study data will be decoded so there will be no identifying

features left on the spreadsheets.
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