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October 12, 1993 

Michael Sawka, Ph.D. 
Military Ergonomics Division 
U.S.A.R.I.E.M. 
Kansas Street 
Natick, MA 01760-5007 

Dear Dr. Sawka: 

Enclosed is the renewal for our collaborative project entitled 
IIInteraction of Aerobic Fitness and the Hypohydration Response 
During Exercise-Heat Stressvv. The Board will meet in November. I 
anticipate no problems but with IRB's who knows? 

Sometime in the next two or three months I would like to go 
out to Natick for a visit and take along our Trauma/Critical Care 
fellow. I believe he would be interested in seeing some of the 
physiologic instrumentation you routinely utilize, and hear the 
kind of research you are involved with. I will give you a call 
later in the month. 

sincerely, o/,/, 
Richard C. Dennis, M.D. 

Enclosure 

RCD : smc 
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October 12, 1993 

Linda Frattura, Coordinator 
Institutional Review Board for 

Boston University Medical Center 
88 East Newton Street 
Boston, MA 02118 

Human Research 

Re: Protocol #2147/93 

Dear Miss Frattura: 

Enclosed is the Report on Status of Approved Research for the 
research protocol entitled @@Interaction of Aerobic Fitness and the 
Hypohydration Response During Exercise-Heat Stress@@ (Protocol 
2147/93). There were ten subject entered into the second phase of 
this project in the past year. There have been no complications, 
no problems or changes in the protocol. We wish to renew this 
project . 

Sincerely, 

Richard C. Dennis, M.D. 
Principal Investigator . 

Enclosure 

RCD : smc 
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VI 

VI I 

REPORT ON STATUS OF APPROVED RESEARCH 

submit 30 copi 
of the curren pies of a revised 
Informed Consent Form i f  chanqes are being requested; use numbered 
continuation sheets as necessary, identifying responses w i t h  appropriate 
roman numerals and/or letters; T H I S  REPORT MUST BE TYPED 

collated w i t h  30 cooies 

RESEARCH PROJECT T I T L E :  I n t e r a c t i o n  o f  A e r o b i c  F i t n e s s  a n d  t h e  H y p o h y d r a t i o n  
R e s p o n s e  D u r i n g  Exercise-Heat S t r e s s  

P R I N C I P &  INVESTIGATOR: R i c h a r d  C .  D e n n i s ,  M . D .  

DATE OF'ORIGINAL APPROVAL BY IRE: 7 ~ 7  
DATE O F  LAST APPROVAL BY IRB: '//qd 

PRESENT STATUS O F  PROJECT: x ACTIVE INACTIVE - - NOT BEGUN 

COMPLETED TERMINATED (INCOMPLETE BUT 
TERMINATED) - 

RENEWAL OF APPROVAL: 

x RENEWAL IS REQUESTED RENEWAL IS NOT REQUESTED 

IF the project i s  not active please state reasons for requesting renewal: 

x RESEARCH PROJECT HAS NOT CHANGED FROM THAT DESCRIBED IN THE ORIGINAL 
APPROVED A P P L I C A T I O N s  OR THE LAST REPORT ON STATUS O F  APPROVED RESEARCH 

-- RESEARCH PROJECT HAS CHANGED (SEE ITEM V I 1 1  E )  

-- CHANGE(S) I N  RESEARCH PROJECT ARE CONTEMPLATED. IRB APPROVAL IS BEING 
REQUESTED (SEE ITEM V I I S  F) 

TOTAL NUt46ER OF S U B J E C T S  ORIGINALLY PROPOSED: 6 0  

NUMBER OF S U B J E C T S  ENROLLED TO DATE: 4 0  

NUMBER OF S U B J E C T S  ENROLLED T H I S  YEAR: I O  



’. 

Protocol 2147/93 

VII. Narrative Progress Report: 

a. 

b. 

C. 

d. 

e. 

A total of 19 subjects were entered into Phase I, ending 
two years ago. A total of 21 subjects have been entered 
into Phase 11, modification approved by the IRB on July 
6, 1990, 10 of which were in the past 12 months. 

A manuscript entitled IIRole of Thermofactors on Aerobic 
Capacity Improvements with Endurance Trainingt8 was 
published in the Journal of Amlied Phvsioloav in 1993 
based on the original protocol. Subjects are still being 
studied for the second phase which will continue this 
year. 

There have been no untoured affects or adverse reactions 
or injuries. 

There have been no unanticipated events. 

There have been no new changes in the research project 
have occurred since the last IRB approval. 

Signature: (Principal Investigator) 

Telephone: (6171 638-6406 

Signature: &LL*&c/(: ~ ~ ’ H Z L  1-tl.7 (Section/Department/DivisionChief) 

Date: October 8, 1993 



IRB-2147 
1991 

STATEM E N T  OF INFORM ED CONSENT 

INTERACTION OF HYDRATION AND ljETABOLIC 
I N T E N S I T Y  ON T H W L  B G U L A T O R Y  R E S P O N S E S  

DURING ExEBs3SE - HEAT S T R E S S  

SUMMARY: You are being asked to participate h a research project to exm'm your abiky to 
work h the heat when you have less than normal body water (dehydrated). We wish to 
determine Y dehydratkm has the same effect during 6ght intersky work as It does durhg 
moderate and high htertsity work (treadmill, walking and runlng). This study WJI be conducted 
at USARIEM faciliities located h Natick, Massachusetts, and at the N d  B W  Research 
Lahatory in Boston, Massachusetts. Data l  of the heat exercise test'hg have been explained 
to you in a separate Motmed consent The volume of plasma and red Celts contahed h your 
body will be measured a small amount of radioacthe chromium and radioactbe 'Odine. These 
measurements will help determine your level of hydration 

PROCEDURE: We will collect abolrt 1 ounce d your blood which wil be antkmagubted ushg a 
standard solution and labeled by adding a smaI amount of radioactbe chromkm to the bkxd. 
About 2 teaspoons of this sample and a small amount of {ggbactke iodine will be hmed M o  
your v e h  You will receive 0 5 mkrocuries of radioactive 
microcuries of radioactive 5'Cr dlsodium chromate. Blood samples will be collected prbr to the 
injection and up to 60 minutes after the hjectii  The total moult d blood collected wil be less 
than about 2 ounces. The procedure described above is performed rWMy h ow hboratoiy. 
These measurements will take less than 2 hours and wiU be d m  at the Naval B W  Research 
Laboratory. 

Iodine-labeled albumh, and 5 

POTENTIAL RISKS AND HAZARDS: There is a remote chance that you might mistakenty be 
iii$?cted with another donds blood and that thls might possibly c a w  a reactbn of disease 
(such as hepatitis), but a strict'identfcation system vutuaf!y excludes this possibility. You could 
get a black and bkre mark a! the site of the N, or an M c d o a  There is ako aslight risk that the 
radioactke iodine might cause a reaction. There are no risks known to be assodated with the 
amounts of radioadvity that you WI exposed to h this sh@. The thyroid, the single organ 
subjected to the largest amount dr40dii radiation during this study, receives less than 1/5 of 
the permissible exposure for a single study as outtined by the Food and Drug Administmh 
The'radiation dose to th6 b&y ts less thsi :hat ot om c k s  x-ii j .  

BENEFITS: Personal satisfaction aside, you will derive no health or other benefits from you 
partiCipatiOn in this study. If yw have any questions regarding the research or your participation 
in it, either rxru OT at any time n the Mure, please feel free to a s k  the research team, particubr)j 
Dr. Dennis, who may be reached at 638-4950, You may obtain further krformation abou yw 
rgMs as a research subject by calling the lnstitutbnal Review Board for Human Research at 
Boston University Medical Center at 638-7266. tf any problems arise as a resuh of y o u  
participation kt this study, 'mWi research related injuries, please call Dr. Dennis,  or Dr. Valeri 
at 6384950 immediately. 

VOLUNTEER SUBJECT CONSENT 

I have read and understand the above explanation and the risks of participating in this 
study. Detaib of this procedure and potential risks and hazards have been verbafty exphined to 
me and I have had a chance to ask questions which have been answered to my satislaction I 
understand that any new Information developed during the course of the research that may 



relate to my willingness io continue partkipatJon will be provided to me. I understand that my 
blood will be i n j e d  back to me after it has been manipulated in the laboratory and thar I am 
asked to provide blood samples after the injection. However, I may discontinue participation at 
any time without penalty or loss of benefits to which I am otherwise entitled. I further understand 
that my identity will be known only to the investigators and I will not be Ment ikd by name h any 
publication resulting from this study. However, the F d  and Drug Administration may inspect 
my record I authorize the attending physician, his assiststants or designees to perform such 
therapies of procedures which in his professional judgement may become necessary to 
safeguard my health during this study. 

I understand that in the event injuty occurs resulting from this research procedure, 
medical treatment will be avaihble a! Unbersity Hospital However, no special arrangement wil 
be made for compensath 01 for payment for tfeatm8fl solely because of my participation in this 
experiment I understand that this paragraph b a s ta tema of University Hospital's poky and 
does not wake any d my legal rights. 

I understand that I will receke a copy of this form 

SIGNATURE OF WITNESS SIGNATURE OF VOLUNTEER 

SIGNATURE OF INVESTIGATOR DATE 


