
7 0 7 5 5 5  September 15, 1993 

Note to Files: 

On September 14, 1993, Dr. Susan Rose called to confirm that she 
approved of the procurement of the research services involving human 
subjects from Midwest Research Institute of Kansas City, Missouri. This 

correspondence that had forwarded the 
for review. 

was in response to previous 
procurement package to her 

Harold Clark 

cc: Steve Morrell 



ER-1ll:Clark 

APPROVAL OF PR0CUR;EMENT BY MARTIN MARIETTA ENERGY 
SYSTEMS, INC. 

Susan Rose, Office of Health and Environmental Research, ER-72, HQ/GTN 

The operating contractor in Oak Ridge has proposed the attached procurement of 
research services involving human subjects from Midwest Research Institute of 
Kansas City, Missouri. Based on a letter from Dr. Katherine Duncan of the 
Department of Health and Human Services to John McKelvey of Midwest 
Research Institute (copy attached), it appears that the company has the approval 
of the National Institute of Health for their Multiple Project Assurance 
(Number M-10511, effective July 1,1991, through June 30,1996. We are 
recommending that the procurement proceed based on conversations with 
Imre Gyuk, EE-141, that this Multiple Project Assurance approval meets the 
criteria for such research by the Department of Energy. If this is not the case, 
please advise this office immediately. 

Also included for your information is a copy of the procurement package which 
includes the following: 

1. Approval by the Oak Ridge National Laboratory Committee on 
Human Studies 

2. Assurance of Compliance with HHS Regulations for the Protection 
of Human Research Subjects for Midwest Research Institute 

3. Project Assurance Certificate for the subject project 

4. Volunteers' Informed Consent 

5. Screening Information Form 

6. Description of study and other miscellaneous information 

I022000 



Susan Rose - 2 -  

If you have any questions, please call Harold Clark at 615/576-0823. When 
replying, please refer to 93-1351. 

Martha J. Kass, Acting Director 
Energy Programs Division 

Attachments 

cc w/attachments: 
Irme Gyuk, EE-141, H g F O R s  
Steve Morrell, AD-42,ORO 
Paul Gaily, ORNL 

HClark:6-0823:as:6-3666:08/3 1/93: 135 l.as 
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United States Government Department of Energy 
Oak Ridge Operations memorandum 

DATE: September 8 ,  1993 
REPLY TO 
A T N  0': ER- 11 1 :Clark 

Susan Rose, Office of Health and Environmental Research, ER-72, HQlGTN TO: 

The operating contractor in Oak Ridge has proposed the attached procurement of 
research services involving human subjects fkom Midwest Research Institute of 
Kansas City, Missouri. Based on a letter from Dr. Katherine Duncan of the 
Department of Health and Human Services to John McKelvey of Midwest 
Research Institute (copy attached), it appears that the company has the approval 
of the National Institute of Health for their Multiple Project Assurance 
(Number M-1051), effective July 1,1991, through June 30,1996. We are 
recommending that the procurement proceed based on conversations with 
Imre Gyuk, EE-141, that this Multiple Project Assurance approval meets the 
criteria for such research by the Department of Energy. If this is not the case, 
please advise this office immediately. 

Also included for your information is a copy of the procurement package which 
includes the following: 

1. Approval by the Oak Ridge National Laboratory Committee on 
Human Studies 

2. Assurance of Compliance with HHS Regulations for the Protection 
of Htlmrvl Research Subjects for Midwest Research Institute 

3. Project Assurance Certificate for the subject project 

4. Volunteers' Informed Consent 

5. Screening Information Form 

6. Description of study and other miscellaneous information 

IO22002 



Susan Rose - 2 -  September 8,  

If you have any questions, please call Harold Clark at 615/576-0823. When 
replying, please refer to 93-1351. 

Martha J. m’s, Acting Director 
Energy Programs Division 

Attachment8 

cc w/attachments: 
Irme Gyuk, EE-141, HQ/FORS 
Steve Morrell, AD42,ORO 
Paul Gaily, ORNL 

1993 

- 

t 0 2 2 0 0 3  
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DEPARTMENT OF HEALTH 8 HUMAN SERW- Public HoJth SofvlCO 

National Instltutor of Health 
Bethesdr, Maryland 20892 

Building 3 1  
Room 5B-59 
301/496-7005 

A p r i l  30, 1991 

John McRslvey 
President and Chief Executive O f f i c e r  
Midwast Research Institute 
425 Volker Boulevard 
Kansas City, Missouri 64110 

Re: Assurance #M-1051 

Dear Dr. Kclelvey: 

The D@partmeAt  of ~ealth and ~uman Services (I3H.S) has approved 
the renewal of your Multiple Project Acsurance dated April 18, 
1991, submitted by your institution in compliance With the 
requirements for th8 protection of human subjects (45 CFR 4 6 ) .  

Y o u r  new Assurance w i l l  become effective on July 1, 1991, and 
retains tha same identification number of M-1051. The approval 
period is for f ive  years. Therefore, it w i l l  expire on June 30, 
1936, and a new Assurance is to be negotiated with the O f f i c e  f o r  
Protection from Research Risks (opRR) prior to that date. Please 
reference your Multiple Project Assurance number w i t h  all future 
correspondence to this office. 

Your Institutional Review Board (IRB) has bean a8signed 
identification number 01. This IRE numbu, along w i t h  your 
Assurance number, will be required in certain forms (e-g., PHS- 
2590) and other correspondence- 

The Assurance defines the relationship of your institution to - 
since it sets out your rmrponsibilitiee and the proc8dUres that 
W i l l  be used by your institution to protect human subjacts- 
Among the most important elements of the Assurance are the 
reporting requirements to this off ice  and your agrement to 
disseminate the content of this Assurance to those individuals at 
your institution who are in any way associated w i t h  htunan subject 
research. 



08/30/93 15:25 YIDWEST TOX&YETA 

Page 2 - John McKelvay 
A copy of the approved Assurance is enclosed, as is a blank 
format sheet to facilitate the future reporting of changes in 
your IRB membership. 

If I can be of further help, p l e a s e  contact me. 

sincerely , 
- 

Adjunct Medical Officer 
Division of Euluan Subject 
Protections, OPRR, OD 

Enclosures 

KD/nz 

0 0 3  

1 0 2 2 0 0 5  
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I m N  MARlEITA ENERW SYSTEMS, INC. 

ORNL 
Rcquiawoa nea B & R N u m m  SN@Z AKouKKloo 

ORNL Tkmniau Reprueauck  Paul C Oallcy (S74-0419) 

DOE ftcLlraw ILurdo aut (S764823) 
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iidwast Research Instltute hat conducted studies of physiological responses to electric-id 
irgnotlt flrldr i n  huarnr for  several years; There studies have beem t onsored by the 

'or t h l s  reserrch produces uniform, low intensity fields over a large area and has ken 
Xxtensively characterized by the OWL EMF qual Ity assurance tern and researchers from the 4 . S .  
Irtfonrl Inst i tute o f  Standards and Techno1 . This exposure facility at Hiduest R@S@irrch 

:lectrfc Power Research Instltute and the U.S. Deprrkrmt o f  Energy. T R e exposure frcility 

'nstituto 1s the only controlled, whalo-body "x ~ u r g o 6 c m  f a c i l i t y  I n  the United Strtrt. 

'ask 1 o f  the proposed tukontrrct involves malysls of data collected by Midwest Res88rch 
.nrtltute under 8 prevlout grant from the U.S. Oopartmemt o f  Energy. 
mdy  access to 8ll tha d8t8 and 1s frmiliar wlth the detai ls  o f  this work. They are. 
:hersfore In the best position to analyze tho dr t r  quickly and cost-effsctlvely. 

The rererrch t a u  has 

'asks 2 and 3 o f  thts project Involve neu experlwntr whlch require t h e  use o f  the  whobbody 
:!IF exposure system detcrlbd above. This frcillty~ls tha only one o f  Its kind i n  .tho Untted 
Xrtcrr. COnSt~UCtlOn of such 8 Crclllty Is very expensive and char8cteriz8t~on and 
~erlflcatlon o f  the fields I n  the system requlrer an extended period o f  mrrsurements and 
:estlng. Becruse tho proposed tukontrrct does not include funds for  design, constnrctfon, 
ind characterirrtlon o f  a now f rc i l t fy ,  W u e s t  Reserrch Institute i s  the only orgmiz8tion 
:rpable of mooting the subcontract requirements. 
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ASSURANCE OF COMPLIANCE WITH 
HHS REGULATIONS FOR THE PROTEGVON 

OF HUMAN RESEARCH SUBJECTS 

- 

I 

1 0 2 2 0 0 9  
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Institutional Endorsemnt 8nd HHS Approval 

A. Authorized 
* Slgnrtura: Oat.: 6/18/91 

Mar# : 
Ti t la :  
Addrart: 

Phon8 : 

8. P r l u r y  Contact (hdfcrta I f  samm) 
Signature: D8ta: 
NIslrX a. abvm 
Tt t la :  
Addross : 

Phona: 

F. WApprovlmg 

W-: 
11th: 

Stgnaturn: Date: Stgnaturn: Date: 
W-: 
11th: 

1 0 2 2 0 1 0  
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A88urance of C o m p l i a n c m  with HfIs Regulation8 for 
Protactim or nuran RW- subjects 

Midwest R o r e a r c h  xxmtituto, huminafter reforrod to ae 
n~net~tution,w hrrrby giver ammur(u~ao that it will COnrplY w i t h  
the Department of health and Human servicmm (Ims) rt3gUlatiOnS for 
the Protaction of ~ u ~ n  ~ornrrrch subjacf. (45  CFR 4 6 ,  as amended) 
am specified balow. 

Inetitutional Enborromont and HHS Approval 

I. dtatoamnt of Applioabilfty, Principles, and ~onrrcal 
Polici.. 

XI . Implmuttation 

1x1. Addondur - Narcb 28, 1986 

IV. Addonbur - A p r i l  18, 1991 

E i b i t  A - Tha b.1mnt R~port 

Exhibit B - T i t l o  4 5 ,  Coda of ?rboral RIQUlationo, Part 4 6  
Protoetion of Ifrtpan bubjratr 

- Clarification: ~rrrgoncy nodical Care 

lrrrhibit c - ?ora 441, a m ,  muma, anb Menta1 Hmlth 
Ad.linirtration 

X w h i b i t  0 - Qumrtrrly S-illaaum Form 

B x h i b i t  E - Mombarrhip ol thm Hi-mt R u r a r c h  Institutr 

OPRR Report Humbar 91-01 

Efurur aubjoct8 c0rritt.r 

ii 

1 

6 

24 

26 

20 

37 

56 

60 

63 

65 

T h m  original dMIurrrrt 4.fining this irutitution'8 Multiple 
PrOjrot8 A ~ ~ U ~ M C O  warn approvd on July 1, 1982. Thm document 
was rov ied  am bdicat.a in brotion III and raapproved on July 1, 
1986. Curront ahangem in institutional policies and procedure. , 

are addrer8.d in Soction IO. A r.vi8.d menbarship ll8t of t h e  
Midwest R88oarch In8tituto Efurrn subject8 COnhmitter i6 provided 
i n  E%hfbit 16. 

C h a n g e 8  murmarited i n  the addcndr of March 2 8 ,  1966, and 
April 18, 1991, are noted in thr marginm OF the tat by an 
asterisk (e ) .  

i 



June21, 1993 

Paul Gailey 
Oak Ridge Nation81 C8boratory 
P.O. Box 2008, MS 6070 
Oak Ridge, TN 37831 

Subject: MRI Proposal "Effects of Electrlc and Ma~netic field8 on Humans 

Dear Mr. Gailoy: 

I have enclosed a copy of Midwest Research Institute's documentation of the Humn 
Subjects Committee review and approval in connection with the proposed study under 
consldetstion by Oak Ridge. Please include thi6 in your file for .the record. 

Sincerelv, 

MIDWEST RESEARCH INSTITUTE 

R O t h  Donaldmn, Director, 
Contracts and F scilitlms Services 

RDmw 

Enclosure 

9 0220 I 2  
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_MIDWEST RESEARCH INS= 
INTEROFFICE MEMORANDW 

June i8, 1993 

TO: 

FROM: 

TASK 1: 

TASK 2: 

The above proposed studies arc an extension of studies previously appiovsd by the 
Committee. The new studies will use previously approved p d u r e t  U'expOSUre b d s  the ' 
sazno u p m n t l y  used. The Committee w u  sent thcappropriate b m u n d  i n f o m a ,  
duternent of work, volunteer infomai consent form and the Form ADM 441 fot review. 
The Committee members were' requested to documt (by mail) their apprwed, dbppaovrl 
Of q u a t  fot fcvicw of the proposed study at 8 m v &  fn@hg Of the HSC. 

The Committee unanimously approved the activity p h  ami infotmed consent fonn. 

Please call me U you have any quutionr. 

MRI HSC AtEumce Identification No: M1W1 
IRB Idtntifkation No. 01 

CC; Dr. Charles Gnham 
RA-111 File 
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PROJECT NO. 11 1 1-05 

VOLUNTEERS' INFORMED CONSENT 

1, redding IK 

herrby acknowredge and cemfy to tho follomng: 

1 .  I heroby volunteer and consent to be a sublsct In a resoarch rtudy SOOn80Wd 
by the Oeparvrum of Energy and direcred at Midwest Research Institute (MRII, bv Or. 
Cherles Grahrm and Mr. Harvey 0. Cohen. I understand this rtudy will determine If 
exporurr to magnotic fields at Iovols (200 mG) fwnd in thr homo and workpbw hm U W  
effect on humrn physiology and performame. I underand there are no known health 
r i s k  auoclasd with thr brirf perladt of exposure 1 may axpenenco. 

1 undomand my penlciprtion will involvo coming to MRI for a brlal tsmlllarbatlon 
srrrbn, and than for an alLmorning expacuro test souion. Tha frmilirrlrrtlon reubn 
will last about an hour. I will comgbta various qwnbnnalrrs, hrvo recording miworr 
Btt8Ch.d to my CWSt and arm to m6urm physkl0gk.l m k W  l h W  m, bbod 
preuun,  rerplrrtbrr, m.t. and I will practice tho prooedurar for taking them mobu1108 

to my hebm. 
M V O I d  thW. I understand these p m d u n 8  8nd tTW88UNS not OIinhrl Of hrrrrdous 

I will than corn to MRI for rn expoauro mat mubcr h t h g  from 8 am to IbOUI 
1290 prn. I am amre  that thlr rtudy inctudu I cornpurron group that wlU not k 
expo8.d tu th. mgnetio fieldr, a d  that during my test swbrr the flsldr m y  or may 
not 80 turned on, On arrival at tho lab, I will complet. th. quallonnairu and havo tho 
r@cordlng wn80m a r c n o d  as ln the famIlbrlzWon rmsbn. 1 M U  man r m k r  8cuT~d In 
tho r x p o w r  trcyity tor tha mst of the morning [mading rnatwbl will k provlddd). At 
Inrsrvalr. tho m a t u r o ~  I p n c t k d  rrrlirr will k mkm. 

2. I have boen given, in my opinion, an 8dOq-W upbnatbtl of the nstum 
dUrcltlOn, and purpose of tho o~porimont, the means by which the exparimant wdl be 
conducted. and any pwsiblc inconvenieno. hazard.. discomfort, rirltr, and ndvarre 
effocu on my health which could result from my parddpatkn. 

I 
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3. I understand my questlorn concrroing p r o c d ~ e 8  which affect r~ will k 
answered fully and promptly bv either Or. Charb8 Graham, Princlprl Invordgator, or by 
Or. Eugons Podnbsrsc, Chairman of tho MRI Hwnm Sub)ocU Commineo, which 
reviewed 8nd approved *is study (616i753-7600). 

4. 1 understand tMt I have tho rioht to wlUulnw my CocuOcIt and to dkcondnw 
psnlclpatbn in this experiment at  any d m  without pmjudlw n g u d b r  of the 8tlhra of 
tho rxporlmnt and regsrdkrr of the o t t m  of SUM wlcMrrw41 on rho obirctivu md 
rmultr of zho exoetunent; and I also understand th8t my p8mCipstlm In tho expmrlmnt 
m y  bo tarmlnatrd at any tim by the InvaroqoOor h chug0 Of th. prom. 

5. 1 s g r w  that any informadon obtrirwd from mo, by Ma, or Its ruthoruod 
regresmnttt(ves, In connoctlon with thb study mw be Urwud by MRl In publhtlon, and 
ropom without identltylng m. 

016 

~ 

6. I herrby cedfv  that the medlcrl=hhtory larformstbn that I prOvld0 to MR1 Ir 
cornpleto and correct to the best of my knowkdgr, and that I hsve Informad MRI ruff Ot 
a l  rwbw or chronic modicJ problem8 that I now h n r  or h v e  had. 

Todry's date k ,19 

Signature of Wmimantor 

IO220 I 1  
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m 

Sincm this mtudy NM only in thd rorninp, is MY p u t i c u l u  morning h t t e r  
than r n o t h u  for you? . 

1 0 2 2 0 1 9  
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PROTECTlowOFHuwAwlluuCn 

FURTHER STUDIES OF $0442 EXPOWRE EFFECT'S ON HUMAN PROJECT 

RA-I 11 
FUNCTIW No. 

1 0 2 2 0 2 0  
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MEN NEEDED 
FOR 

RESEARCH PROJECT 

MEN IN GOOD B- THE AGES OF 18 
AND 35 ARB NEEDED FOR A W - D A Y  RESEARCH 
STUDY. THEAIMOFTHESWYISTOFINDOUTIF 
EXPOSURE TO M A G W C  FIELDS AT LE-U 
C O W O m Y  FOUND IN THE HOME OR WORKPLACE 

ORBLOOD P m .  P A R m m ! S  corn 
MRI FOR ONE MORNING SESSION LASTING FROM 8 A M  
TO AROUND NOON. 

HAS ANY SHOBT-TBBM I N F L m  ON HEART RATE 

3 0 2 2 0 2 3  



FURTHER STUDIES OF 60-HZ EXPOSURE EFFECTS ON HUMAN FUNCTION 

MRI Project No. RA-111 

For 

Dopenmenr of EmrW 

1 
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a -  
_. - 

Sixty, hluhhy young clwn (@god 16 to 35, no CnrOnk d W w  or 
Oh.#Uw, nornmokw) will bo recruited from bad co#sOrs, unlv.r8itJur resmueh 
h8ttturu rnd the genrml public tor paid peruclprm h tho StUdY. Written informed 
cofwnt wUI bo o b u l w  pdor to panklP8tM. 

2 
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I 

1 0 2 2 0 2 6  



I 

1 

: I  

L 
t 

1 
1 

: I  

. :  , . :  , 

. .  

. :  : !  
. I  

08/24/93 14: 18 --- -. 

1111-06 

HI -. CAN YOU HEAR ME OK? 000D. 

WE W i l l  BE TAKING A B A S E M  MEASUREMEW IN THE NEXT FEW 
MINUTES. SO GETYOORSELF INTO A R E W E D  AN0 COMFORTABLE 
POSTlCm IN THE CHACR: 

KEEP YOU BACK KAT AGAiNST THE CHAIR AND YOUR FEET 
STRAIGHT OUT ON THE FOOTSTOOL OURlNG THE MEASUREMENT, 
B€ SURE YOUR EYES ARE ClOSED AND YOUR ARMS ARE RESTINQ 
COMFOCITABLY ON Tm ARMS OF THE CHAIR. TRY NOT TO PUT 
ANY PRE- ON W E  FINGER SENSORS WONITOWCORRECT 
msinoN IF  NEEM^. 

WE'LL RECORD FOR A W U T  3 MIN - THEN GIVE YOU A SHORT 
8REAK - AND TH€N RECORD FOR ANOTHER 3 MIN. I'LL TELL YOU 
WHEN WE ARE READY TO START. 

OK (NAME), THAT -8 THE FIRST MEASUREMENT. TAKE A U'KLE 
BREAK, I'LL LEf YOU KNOW WH€N WE ARC READY TO START 
AGAIN. 

OK (NAME). EVERYTHING LOOKS FINE. WE GOT A GOOD 
RECORDING. YOU CAN RfAD AND R H A X  NOW. I'LL GET BACK TO 
YOU IN ABOUT A HALF AN HOUR. 

026 

I022021 
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10 

11 

- 
E u m 3 m - m  

Pinger p u b  Iy: .2v/mm 

HR nc .(#Vlmm 
1 

2 

3 m n  10.11 . 1mVIrnm 

IIE .5mv/mm 

5-6 lsnvlmm 

4 Rerplntlocr 

5 

6 
Em I 10-9 . LmVlmm 

9-11 . lmVlmm 7 EcGm 

a Muber [IC .SY/mm 
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FAXI lllllll 
MIDWEST RESEARCH INSTITUTE 

425 Volker Boulevard, Kansas C'Hy, Missouri 647 10-2299 

MRI 

Date 30-c 9 3 

~ - 

Telephone (8 1 6) 753-7600 
FAX (8 16) 753-8420 

Overhead #. or Projea, Task + Sub-Task 

This transmission consists of -3 pages (including cover) 

Receiving Facsimile Telephone Number 6?, /s ) 4-79-92 7s- 
Verification Telephone Number r- 

MRI Facsimile Machine: RAPICOM 610 (816) 753-8420 GROUP 111 

MRI Verification: (816) 753-7600 Ext. 361 

MESSAGE: 
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DEP-TlKENT OF EIEALTH & HUMAN SERVICES Public Health Servlce 

National lnstltutes of Health 
Bethesda, Maryland 20892 

Building 31 
Room 5B-59 
301/496-7005 

April 30, 1991 

John McXelvey 
President and Chief Executive Officer 
Midwest Research Institute 
425 Volker Boulevard 
Kansas City, Missouri 64110 

Re: Assurance #M-1051 

Dear Dr. McXelvey: 

The Department of Health and Human Services (HHS) has approved 
the renewal of your Multiple Project Assurance dated April 18, 
1991, submitted by your institution in compliance W i t h  the 
requirements for the protection of human subjects  (45 CFR 46). 

Your new Assurance w i l l  become effective on July 1, 1991, and 
retains the same identification number of M-1051. The approval 
period is for f i v e  years- Therefore, it will expire on June 30, 
1996, and a new Assurance is to be negotiated w i t h  the O f f i c e  for 
Protection from Research Risks (OPRR) prior to that date. Please 
reference your Multiple Project Assurance number with all future 
correspondence to this office. 

Your Institutional Review Board (IRB) has been assigned 
identification number 01. This IRB number, along w i t h  your 
Assurance number, will be required in certain forms (e.g., PHS- 
2590) and other correspondence- 

The Assurance defines the relationship of your institution to HHS 
since it sets out your responsibilities and t h e  procedures t h a t  
will be used by your institution to p r o t e c t  human subjects- 
Among the most important elements of t he  Assurance are the 
reporting requirements to this office and your agreement to 
disseminate the content of this Assurance to those individuals at 
your institution who are in any way associated w i t h  human subject 
research. 
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Page 2 - John McKelvey 

A Copy of the approved Assurance is enclosed, 
format sheet to facilitate the future reporting of changes in 
your IRB membership. 

If I can be of further help, please contact me. 

as is a blank 

Sincerely, 

M. D . 
Adjunct Medical O f f i c e r  
Division of Human Subject 
Protections, OPRR, OD 

Enclosures 

KD/nz 

5 0 2 2 0 3 2  
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F EXPEDITE * * * f f 
’ROPOSED MMES PROCUREMENT 

THE A ~ A C H E D  ADVANCE NOTIFICAT~ON DESCRIBES A PROPOSED MMES PROCUREMENT AND HAS BEEN 
SUBMITTED FOR DOE’S CONTRACTUAL AND PROGRAMMATIC RNIEW. PLEASE REVIEW THE AnACHED DOCUMENT 
AND INDICATE YOUR CONCURRENCE WITH THE PROPOSED SUBCONTRACT ACTION. IF YOU DO NOT CONCUR IN THIS 
ACTION, PLEASE INDICATE YOUR COMMENTS IN THE SPACE PROVIDED BELOW. SiNCE THE CONTRACTOR WLL 
INITIATE THE PROPOSED SUBCONTRACT ACTION WITHIN TEN DAYS UNLESS OR0 RESPONDS WITH NEGATIVE 
COMMENTS, IT IS IMPERATIVE THAT YOU PROMPTLY REVIEW THE DOCUMENT AND RETURN IT TO THE Oflo 
PROCUREMENT AND CONTRACTS DIVISION. 

& 

OESCRlPltON OF ACTION 

I I -  I 
UBN TO: AD-621 QRO PROCUREMENT A N 0  CONTRACTS DIVISION 

‘COMMENTS: 
G/g, ObL 0- 

G d / L s - u  
\ 

4 4  

F v I 
- f a / l C  P - c  Y d  A 4  Ode- e*& / 3&.-7 . 
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ARTIN MARIETTA ENERGY SYSTEMS, INC. POST OFFICE BOX 2002 
OAK R I M ,  TENNESSEE 37831.8501 

Mr. W. h M p l t ,  Chicf 
AOgubiKloM Branch 
Dcpartrncnt of Encrgv 
Oak Ridge Opcratlons OmcO 
P a t  OKICe xkx 2001 
Oak Rldge, Tennessee 378308501 

Dear Mr. Mynalt: 

fiwncc Noilncatlon of Unusual Procuremem 

Marlin Marleita Energy SyWms, Inc. (Fmrgy ,Sytcnx.), prOpoacs to tnkr into a un~, rcirnburscmcnl-lypc subcontreot 
with M l M  Reecarch Institute, KSnsas Clry, Mi#lourl, IO perrorm mwarch In "Physlo\oglcal Rc~pcinsc.~ of J?l!Jocirlc and 
Magncllc melds in Ilumans.' This ie work cavema cy DOE Kegulaiions ai 1oC.FK 745 ana DOB Oracr 1300.3. 

The rnilcipiod total culimalcU coal, lnauoing Gxed fee, Is $370,000. 

Energy Sysltms docs no1 plan IO x e k  compcrtifvc offcn on thb rcquirc;mwt. Wc hnvc rttrchd lhc ncmnoumpclih 
jusllIicetlon and approval Rom the ORAU / ORNL Cornrnlltee on Jluman Siudleq. W c  have also allached Mldwest'r 
AasUranCC of Compllanoe with IIT1S Regulatlons fhr Pratarton of Human R-rch Subjccrs nnd lhcir Cknlficalion wJ 
Voluntccrs' Infornicd Conecnt and cupporting documenla. 

Spearin8 Division, 
Pleni and DuslnerPi IJnit: hcrgy D e w ,  ORNL 

Rquisltion and B & I t  Numben: SN602 AK 00- 

ORNL Technical IZeprestnlailve: 

DOE l'cchnlcal Coniaci 

Paul C. aallcy (5744419) 

Ilarold Clark (57644323) 

This subcontract will nor bc approvc4 until we have received appmvnl of !he Research on Iiunmn SubJws. 

If you haw any qucslions or q u i r e  funhtr informadon, please contaa me or Shannon Drldga, the subcontract 
administrator, SI 576-1426. 

Sincerely, 

R. L Walcn, Jr., Manager' 
Sdoccnnoniic and hdminkrralivc 

supporl Pmgram 

RLW.SBBrld8es:rlc 

Aitachmcnie: AB etaled 

C: File - RFP NO. SNb02c85 - KC 
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BUlLDlNP MAILBTOP CUONE w p m e o  e*: NAME 

3147 6070 - 4-0419 
OIVIOIOM 

Paul Galley 32885 

0 .  €. CourviLLa .Energy 15 

'JUSTIFDCAYION FOR SOLE SOURCE OR RESTRICTED COMPETITION PROCUREMENT 

DATE 

6/9/93 
OAfE 

-mp#le and wknh thlr ( o n  MM the purchase reqolslOon or Form UCN-1127 when Iotd wllrruled aod In Whoa0 o( more. n4e lorn le nm required 
when eemle Is lesa 1bn 66,OOO: however, you MSI @how "no wb" on 1he requlsllbn and provlde on requeal aul(#enl lnfomwkn to enable Ihe buyer 
to vetWy IhBI lIWS tB 110 acoeptable snernale. Sole aourca wll onen delay an award rattiof lhnn a p m  an awud. 

A. Requlsmon No. or Fom UCN-1127 No. S&&> Rent x-10 

If wo& for olhere ana ovw ~l,ooo,ooo, aaam OR0 Work Iw Othas Revlew camme R o p ~ e d  Infonnatbn Form OR F4300. 

8. ChadcOno: SobQOumSpdfkVgn&rlo Midwest Research Institute 
0 No SUOsrtrudon (Muel be manuhclurer"s produd SpedRed lrom any vendor.) 
0 R M d  tomplltbn (Olve reaeone lor rw88ictlon and Ibl murcdB W W . )  

~ahnated l o w  corn: c 3 70 9 000 

~ d e o e r l p ~ n o ~ w u p p l ~ a r s e r r ~ ~  Physiologtcal Studies on responses to electric and maqnetic fields 

C. 0u01ne the proouremnt w10y 01 ma requmnt ,  t~ e q .  DO you.elrp.a *w-on sole .ourom? 0 YES El NO if yea, ~ k .  e u v ~  my 
wntrt you lo dbarn OPUOM. 

!Idwest Research Institute has conducted studles of physiologjcal responses to electric and 
sagnetlc fields in humans fo r  several years; 
ilectrlc Power Research Instltute and the 0.5. Department o f  Energy. The exposure faclljty 
'or this research produces uniform, low Intensity flelds over a large area and has been 
!xtenslvely Characterized by the ORNL EMF qual Sty assurance team and researchers from the .U.S. 
lational Institute o f  Standards and Technology. This exposure facil ity at Midwest Research 
institute Is the only controlled, whole-body human exposure f a c l l  ity in the United States. 

These studies have been sponsored by the 

[ask 1 of the proposed subcontract involves analysis o f  data collected by Midwest Research 
Institute under a prevlous grant from the u . S .  Department o f  Energy. 
*eady access to a l l  the data and i s  familiar with the detalls o f  this work. 
therefore In the best position to analyze the data qulckly and cost-effectively. 

Tasks 2 and 3 o f  t h i s  project involve new experiments which require the use o f  the whole-body 
fMF exposure system described above. This facility'is the only one o f  i t s  kind in the United 
itates. Constructlon o f  such a facility I S  very expensive and characterization and 
ferlflcatlon o f  the fields in the system requires an extended period o f  measurements and 
testlng. Because the proposed subcontract does not include funds f o r  design, construction, 
and characterlzatlon o f  a new facil tiy, Midwest Research Institute i s  the only organization 
capable of meeting the subcontract requirements. 

The research team has 
They are 
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MRI@, 

%.A\ - 

ASSURANCE OF COMPLIANCE WITH 
HHS REGULATIONS FOR THE PROTECTION 

OF HUMAN RESEARCH SUBJECTS 

-- 

I 

April 18,1991 

Midwest Reseurch Institute 
425 Volker Boulevard 

Kansas Cky, Mlrsourl64110 
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f n t t l  tutlonal Endorsement and HHS Approval 

* 
Data: W 8 f 9 1  

K u r # J r i  64110 

6. Ptlmary Contact (Indicrta I f  tam) 
Slgnrtute: Date: 
N I N  : as above 
T l t l e :  
Address : 

Phon.: 

C.  HHS Racomndlng O f f i c i r l  

Signature: 
Name: 
T l t l r :  
Address : 

Phone: 
0. Effective D8ts o f  Assurance 7/ / /6 /  
E. fxplrrtlon Oat8 o f  Assurance 6 / ! ! ~ / 9  6 

r c 

ii 
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MIDWEST RESEARCH INSTITUTE 

Assurance of Compliance w i t h  HHS Regulation8 for 
Protection of' Human Research Subjects 

M i d w e s t  Research Institute, hereinafter referred to a6 
"institution," hereby gives  assurance that it will comply with 
the Department of health and Human Services (HHS) regulations for 
the Protection of Human Research Subjects (45 CPR 46, a8 amended) 
am epecified below. 

fnetitutional Endorsement and HHS Approval ii 

Policierp 1 
I. Statement of Applicabillty, Principles, and General 

XI. Implementation 6 

111. Addendum - March 28, 1986 24 

IV. Addendum - April 18, 1991 26 

28 Exhibit A - The Belmont Report 

Exhibit B - Title 45, code of Federal Regulations, Part 4 6  
Protection of Human Subjects 37 

- Clarification: Emergency Medical C a r e  
OPRR Reporf Number 91-01 56 

Exhibit c - ~ o r m  441, Alcohol, D r u g  muse, and Mental Health 
Administration 60 

E x h i b i t  D - Quarterly Surveillance Form 63 

Exhibit E - Membership of the Midwest Research Institute 
Human Subjects Committee 65 

The orig inal  document defining this Institution's Multiple 
Projects Aaauranco was approved on July I ,  1982. The document 
was revised as indicated in Section 1 x 1  and reapproved on July 1, 
1986. Current Change8 in institutional policies and procedure6 , 

are addressed in Section IV. A revised membership list of the 
Midwest Research Inst i tute  Human subjects Committee is provided 
in Exhibit E. 

Changee.summarized in the addenda of March 28, 1986, and 
April 18, 1991, are noted in the margins of the tex t  by an 
aeteriak (+) . 

i 

1 

F 
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June21, 1993 

Paul Gailey 
Oak Ridge National Laboratory 
P.O. 60x 2008, MS 6070 
Oak Ridge, TN 37831 

Subject; MRI Proposal “Effects of Electrlc and Magnetic Fields on Humans 

Dear Mr. Gailey: 

I have enclosed a copy of Midwest Research Institute’s documentation of the Human 
Subjects Committee review and approval in connectlon with the proposed study under 
consideration by Oak Ridge. Please include this in your file for the record. 

Sincere I v, 

MIDWEST RESEARCH INSTITUTE 

Robert Donaldson, Director, 
Contracts and Facilities Services 

t 

R0:mw 

Enclosure 
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INTEROFFICE MEMORANDUM 

TO: Bob Donddson 

FROM: Gene Pcxirebarac 
Chairman, MRI Human Subjects Committee 

SUBJECT: MRI Project No. RA-1 I1 
Neurobehavioral Effects of EMF Exposures 

. TASK 1: Effects of EMF Exposure on Cardiovascular Functions 

TASK 2: 

The above propod studies arc an extension of studies previously approved by the 
Committee. The new studies will use previously approved procedurer at exposure levels the 
same as presently used. The Committee was sent the appropriate background information, 
statement of work, volunteer informed consent form and the Form ADM 441 for review. 
The Committee members were requested to document (by mail) their approved, disapproval 
or request for review of the proposed study at a convened meeting of the HSC. 

Magnetic Field Exposure Effects on EEG Measurer of Human Sensory and 
Cognithe Functions 

4 

The Committee unanimously approved the activity plan and informed consent form. 

Please call me if you have any questions. 

MIU HSC Assumce Identification No: MlOSl 
IRB Identification No. 01 

Chairman, HSC 

CC; Dr. Charles Graham 
RA-111 File 

i o 2 2 0 4  f 
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PRCITECTION O f  HUhlAN SUBJECTS 

Effects of WOsuTe on mans !E 

Dr. Charles Graham 

i 6. Each official rigning below cartifie$ chat the information providad on thir form is corrllal M d  that each inaitvtlon 
urumm rsmnribdity for assuring required tuwre reviews, approvair, and rubmurions of certification. 

I - - - - -  - Robert Donaldson, Director 

1 0 2 2 0 4 2  
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PROJECT NO. 11 11-05 

VOLUNTEERS' INFORMED CONSENT 

1. reslding at  

hereby acknowledge and cettifv to the following: 

1. I hereby volunteer and consent to be a subject In a research 6tUdY sponsored 
by the Oepement of Energy and directed a t  Midwest Research Institute (MRII, by Dr, 
Charles Graham and Mr. Hawey 0. Cohen. 1 understand this study will determine if 
exposure to magnetic fields at levels (200 mG) found in the home and workplace has any 
effect on human physiology and performance. 1 understand there are no known health 
risks assoclaled with the brief periods of exposure I may experience. 

I understend my penkipation will involve comlng to MRI for 8 brlet fmlll8flt8tlOn 
sesslon, and then for an all-morning exposure test session. The familiarbtlOn 8eSSbn 
will last about an hour. I will complete various questlonnalres, heve recording sensors 
attached to my chest and arm to measure physlologlcal actlvkv lhean rate, blood 
pressure, respiratlan, etc.1, and I will practice the procedures for taklng these measures 
several tlrnes. I understand these procedures and measures are not painful or hazardous 
to my health. 

I will then come to MRI for en exposure test session IaStinQ from 8 am 00 about 
1230 prn. I am aware that thls study includes a comparlson group that will not be 
exposed to the magnetic fields, and that during my test sesslon the flelds m y  or may 
not be turned on. On arrlval at the lab, I will complete the qumdonnaires end have the 
rrcardlng 8ensors anacned as in ihe famlllerlzatlon sesclon. I wlll than remaln sealed In 
the exposure facility lor the rest of the mominp [reading materlal will be provided). At 
Intervals, the measures I practlcd earlier will be taken. 

I agree to  not use alcohol for 24 hours prior to the test ses6ion. I know thls Is a 
beslc research study not deJoned to benefit me personally, and Khat I will recelve a total 
of $50.00 for my ganiclpatlon If I complets all study requirements; if not, I will be peid 
86.00 far each hour of scheduled penkipation. 

2. I have been given, in my opinion, an adequate explanatlon of the nature, 
duration, and purpose of the experiment, the means by which the experiment will be 
conducted. and any possible inconvenlenco. hazards, discomfort, risks, and adverse 
effects on my health which could result from my panldpatlon. 



3. I undersand my questions concerning procedures which affect me will be 
answered fully and promptly by either Dr. Charier Graham, Princlpal Investigator, or by 
Or. Eugene P.odrebarac, Chairman of the MRI Human Subjects Committee, which 
reviewed and approved this study (81 6/753-7600). 

4. 1 understand that I have the riQht to withdraw my consent and to discontinue 
parriclpatldn in this experlment a t  any dme without prejudice regardleao of the status of 
the experiment and regardless of the effect of such wlthdrawal on the objectives and 
rerulte of the experiment; and I also understand that my panicipatlon in the experlment 
may be terminated at any time by the Investigator in charge of the project. 

5. I agree that any information obtained from me, by MRI, or Its authorized 
representatives, In connecrlon with thls study may be vllllzed by MRI in pubilcatlons and 
reports without identlfylng me. 

6. I hereby certify that The rnedical-hiatory hfOfmaTlOn that I provide to MRI Is 
complete and correct to the best of my knowledge, end that 1 have Informed MRI staff of 
sll rerlous or chronic medical problems that I now have or have had, 

7. If I am Injured 8s a result of padcipation In this study, MRI wlll pay foi 
immedlete emergency medical treerment. Beyond its emergency Care payment, ft 16 
MRI'8 p o k y  to pay for only those costs for which MRI Is legally reoponalble. 

8.  My age is -; The date of my birth is I 1s-. . 

I 
I am executlng thls Volunteer's Consent as my tree act and deed. 

Today's date Is * 19 

Executed In the presence of each other 

Signature of Volunteer 

Signature of Experlrnenter 
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Acceptedi ID 
nos r11-05 

SCREENING INFORHATION 

fntmrviewer : Date: - 
Phone: (HI- ( W l  Nan. : 

~a~rame:  

*Age: (10-35)- 

Ioipht: xducational level/Major 

Sex:- Birthdate: Height: 

gOUrC8: 

Hava you participated i n  research s tudies  before? N o  -Yam 
(demorib.) 

In tkm last mix months, have you taken any medication segularly? - No -Yam* (describe) 

Do you nor take any medication? N O  -Yam* 
( doear i be 1 

Do you emoke c i g a r e t t e s  or uae tobacco? -NO Y e 8  
(dmacrlbe) 

Are you on any type of spac ia l  d i e t ?  N o  -Yea 
( d e w x i b e )  

Do YOU have any chronic health problem67 H o  Y e s *  
(desar ibe) 

Has n doator aver told you that  you had any problem with your heart  
or blood pressure? N o  Y a e *  (describe) 
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pav. you ever had surgery? -No - Yes 
' (de8aribe) 

HaV. you ever had any kind  of head injury which made you unconsaious, 
even for a few seconds? N O  __ yes (describe) 

Have you ever had any sefzurar or attacke? -Ho Y e a +  
(da8cr ibe) 

Do you have any aLlergies? -No -Yea (describe). 

In tha,laat 3 months, have you been sick at a l l ?  N o  -Yes 
(doecribe) 

'Not even (L aold or the stomach flu or something like that7 N O  - Yea (deacribe) B.ed? - How long? 

Bince this etudy runs only in the morning, is any particular morning better 
than another for you? ' 

Do you have any questions? 

OK, good. 
a i m  information and worked out a echeduh3. 
t i n o  to call you back? 

I'll gat baak in touch vith you as E- ar urn have tovieued 
when i s  a Qood 

. .  

Raviewed by: on - AaCept R e j e c t  

*pamaible reason for exclusion fraa participation; IF DOES NOT XPET 
CRITBRIA, INFORM VOLUNTEER 09 'BRT FACT, ASK XF uA)(B SIIOUm 8B XEPT 
ON L I B 1  FOR STUDIES WHICH DO NOT REQUIRS THE PARTI- -ClXO#I 
DO NOT CONTINUE WITH 8CREENING 

.. - 

._. 

- .. :.- 

' \  

3 0 2 2 0 4 1  
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ALCOHOL, DRUG ABUSE, AN0 MENTAL HEALTH AOMlNlSTRATlON 

PROTECTION OF HUMAN SUBJECTS 

PROJECT nu: 

I#CW QROUPS: 

TYPE OF CONSENT. 

CONFIOENTUU7Y 
OF DATA 

019 

RA-I 11 

FURTHER STUDIES OF W-HZ EXPOSURE EFFECTS ON HUMAN 
FUNCTION 

(b) Mow n d  whefo WIN prrmlrrkn br recorded 
prlnclpd invsrtlpator or darlgnats at MRI 

Ici If rubhta y. m h o n  nr mmtdlv hcomprtant. drtcribo how m d  by whom 
prrmhakm wlll bo grcntod 

NIA 
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RISK8 TO 
SUUECTS: 

ADDITIONAL COMMENTS: 

~ 
~ _ _  ~~ 

Osrcrlbr h dew m y  g h y r W .  osychdagkd. roehi. legal. economio or other rhka you 
can loresee, boih hunrdiatr and long rango: 
fa) hnrndImerWu 

T M  rish are mlnimal. Thm procedures and rrpaaurs condltlont hevm been 
approved for uu in previous nudim Ne known hralth rirks are esoocirtod 
wlth rtrr brief exposure condirlonr dPnnsd. Heeft re(. chm00a 8.m In 
prrviour rtudies h W D  beon wlfhin the normal ranm.. 

(bl Locro r m :  
There ur no long-tom rkk8 rsrocirrsd wlih th. Droposed procedures. 

Sbnrtua 

1 0 2 2 0 4 9  
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TEL-SCRIPT FOR DOE SUBJECTS 

Thanke for calling, Let me tell you about the etudy WB are 
doing. 
want to find out if phyeiological activity l i k a  heart fatet blood 
pressure and respiration is affected by exposure to magnetic 
fields a h i l a r  to thoae you vould f ind in your home or at work. 

Thie study le funded by the Dspartnant of Energy. We 

To be I n  tha study you need to be able to come to MRI for a 
morning seesion lasting P r o m  8 am t o  about 1a:30 pm. Wn aok t h a t  
you not US. alcohol for 24 hourn prior to the 881i86lOn. On 
arrival at the lab, you will complete aomo questionnaires and 
have reaording mensora attached to your cheet and hand. You vi11 
rimain eeatsd i n  the facility a l l  morning, and at 8lfZerenttimee 
we will ask you to eit quiatly vi th  your eyas closed Bo that we 
can record Borne physiological measures. Whsn we are not taking 
meaaurmments, you are free t o  eit quietly and read. 

Not a l l  people will be exposed to t h n  f i e l d 8  i n  thim mtudy; for. 
tho00 who are axpoeed thers are no known health rieke assoaiated 
vith the brief patiode of exposure w e  vi11 be USing. 
Probably the mafor benefit, aside from being in an intereetinq 
study, is that you vi11 be paid for your participation. 
IOCeivr 5 50.00 for completing tho eeesion.  

You will 

Do you have any quretione? 
[anever queetions) 

Would you like to participate in this study? 

- OK, I can underatand that- (rephrase reaeon) We 
sometimse havs otudiee which do not involva * would you like 
me to keep you on the 1 i B t  so that vo can call you i f  a study 
like that C-S up? 

- good. I need t o  ask you a few questlone t o  make sure 
you meet a l l  the oriteria f o r  t h e  study. 
minute8 now? ( I f  not ,  arrange tine for call back). 

DO you have 0 few more 

60 TO SCREENING INPORHATION POW 

I O 2 2 0 5 0  
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MIDWEST RESEARCH INSTITUTE 

MEN NEEDED 
FOR 

RESEARCH PROJECT 

MEN IN GOOD HEALTH BETWEEN THE AGES OF 18 

STUDY. THE AIM OF THE STUDY IS TO FIND OUT IF 
EXPOSURE TO MAGNETIC FIELDS AT LEVELS 
COMMONLY FOUND IN THE HOME OR WORKPLACE 

OR BLOOD PRESSURE. PARTICIPANTS WILL COME TO 
MRI FOR ONE MORNING SESSION LASTING FROM 8AM 
TO AROUND NOON. 

AND 35 ARE NEEDED FOR A HALF-DAY RESEARCH 

HAS ANY SHORT-TERM INFLUENCE ON HEART RATE 

FOR INFORMATION CALL: 

1 0 2 2 0 5  i 
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FURTHER STUDIES OF 60-HZ EXPOSUR EFFECTS 0 

MRI Project No. RA-1 t 1 

For 

Department of Energy 

I HUMAN FUNCTION 

Our laboratory studles with humen volunteers have repeatedly shown that 
exposure to BU-Hz electric and magnetic fields has an influence on heart rate. 
Contlnuo~b exposure to the fields slows the heart: lnlermhtent exposure can result in 
both opeedlng and slowlng. These effects appear to be due more to the magnetlc fleld 
than to the electrlc fleld. People also seem to differ in thelr response to exposure, end 
we have found that a perron’s reciting heart rate prior to exposure can be a sslgnlflcant 
predictor of how they will respond when exposed. 

The effects found on heon rate may be a reflectlon of more important effects 
occurrlng elsewhere in the cardlovascular system. We believe It is most lmportent to 
ldentlfy the underlying control r?MtChSniSmS responsible for the cardiac effect8 we have 
seen. The study deecrlbed here involves maklng derailed mmurements of 
electrocerdlogrephlc ecthrity, blood presrure and feeplratlon during exposure to fnagnetlc 
flelds. The results will hdp us understand how (or HI exposure influences the electrlcei 
potentlelr Oenersted by the heart or the tlrnlng of signlfkant events In the heart cycb, 
and they will provide prellmlnery data on the other measures. 

The proposed procedures end exposure condltlons are simllar to those approved for 
use In our prevlous srudles. The research will be performed in the 60-H~ Human 
Exposure lest Facility at MRI by staff of the Biobehevioral Sclences Sectlon, headed by 
Dr. Mary R. Cook. Or. Charles Graham and Mr. Harvey 0.  Cohen will selve as co- 

. 

principal lnvertlgators. We request approval of the activity plan and consent form for the 
, study described below. 

1 

1 0 2 2 0 5 2  



I Sixty, healthy young men (eged 18 to 35, na chronic disease or 
dlssblllty. nonsmoker) will be recruited from local colleges, unlversitles, research 
lnstltutes and the general public tor paid particlpetlon In the study. Wrltten informed 
consent will be obralned prior to panlclpation. 

I+ 

L: Subjects will participate initially in a brlef 1- 
hr seasion to become familiar with the physiological recording procedures, end to provide 
beeellne cardlovescular date. They wiU complete 8df-rating scales deeigned to measure 
mood and alertness. Vltal sign6 [biood pres~ure, temperature, pulse1 will be recorded. 
Recording sensors will be attached to the chest and arm to me6sure the 
electrocardioOrarn IECG), heen rate, blood pressure, resplratlon, and oxyeen saturation. 
Measures wlll be taken several times to  allow the subject to become famllier with the 
recordlng procedures. Subjects with blood pressure or ECG irregularltles will not be 
continued in the study, 

I 

I 

I 

Subjects will then be aSSlQned at random to either a sham exposure group (30 
ment, or e magnetlc fleld exposure group (30 men). Indbldual difference$ In heart rete 
will be equally represented in each group. Each subject wilt come to MRI for a mornlng 
(8 am to 12:30 pmt exposure test sesslon. They Hnll be Instructed to 881 beianced meals 
and to not drlnt alcohol for 24 hours before the session. After collection of Self-report 
and vltel sign data, the physioioqlcal recording sensor8 will be attached 8s In the 
famillarlzatlon session. The subject will then sit readlng in the exposure facility for three 
h o w .  f o r  rubjectr In the sham exposed group, the magnetic field wll not be turned on 
durlng thl8 period. For subjects in the %Id-exposed group, exposure to the mgnetk 
fldd will be Intemlttent. Exposure wlll comprlas eltenating 45-minute 'field-on" and 
'fleld-off' periods. Durlng 'fleld-on' perloda, the magnetic fleM wlll cycle on end O f f  
every 15 seconds. During 'field-off' perlOd6, the generating eqolpment wll no¶ be turned 
on. hlagnetlc field strength wlll be 200 mG. The study will be performed double b l l d ,  
and physlologlcel measures will be obtalned at mulZlple matched polntr throughout sham 
end fleld exposure. 

l 

The Reld exposure conditlons in rhls study are the same e8 those approved for u6e 
in our previous studies. The phyrlological recording procedures have also been approved 
for ube In previous studles and present no risk to human sublects. 

2 

3022053 
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DO8 111-0s 
VOLUNTEER EXCLUSION CRITERIA 

EXCLUDE VOLUNTEERS t 

* 

IF THEY WORK NIGHTS (AFTER 10 PM). 

IF THEY ARE NOT 18 TO 35 YRS OF AGE. 

IF THEY ARS NOT HALE. 

mOK UP ANY PRESCRIBED MEDIChTION I N  PDR, CKECK WITH PI. 
* IF THEY HAVE TAKEN HSDXCATION REcuLARtY IN THE LAST 6 MONTHS. 

CHEQ(: CHROHIC HEALTH PROBLmS WITH PI. 

IF THEY HAD BRAIN SEXZURES OR AmACKS. 

IF THEY HAVE HEART OR BLOOD PRESSZfRB PROBLEMS. 

1 0 2 2 0 5 4  
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1111-05 

HI W C T  NAKJEl. CAN YOU HEAR ME OK? GOOD. 

WE WILL BE TAKING A BASELNE MEASUREMENT IN THE NEXT FEW 
MINUTES. SO GET YOURSELF INTO A RELAXED AN0 COMFORTABLE 
POSITION IN THE CHAIR. 

KEEP YOU BACK FLAT AGAINST THE CHAIR AND YOUR FEET 
STRAIGHT OUT ON THE FOOTSTOOL. DURING THE MEASUREMENT, 
BE SURE YOUR EYES ARE CLOSED AND YOUR ARMS ARE RESTING 
COMFORTABLY ON THE ARMS OF THE CHAIR. TRY NOT TO PUT 
ANY PRESSURE ON THE FINGER SENSORS (MONITORICORRECT 
POSITION IF NEEDED). 

WE'LL RECORD FOR ABOUT 3 MIN - THEN GIVE YOU A SHORT 
BREAK - AND THEN RECORD FOR ANOTHER 3 MIN. I'LL TELL YOU 
WHEN WE ARE READY TO START. 

OK (NAME). THAT ENDS THE FIRST MEASUREMENT. TAKE A LITTLE 
BREAK. I'LL LET YOU KNOW WHEN WE ARE READY TO START 
AGAIN. 

OK (NAME). EVERYTHING LOOKS FINE. WE GOT A GOO0 
RECORDING. YOU CAN READ AND RELAX NOW. I'LL GET BACK TO 
YOU IN ABOUT A HALF AN HOUR. 

026 
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- LAxAmu 

4 Index finger 

5 Ring finger 

6 Upper nght chest 

8 Upper left c h a  

9 Left clavicle 

10 Rqht clavicle 

11 Left lower chat 

a_-- --- -------- 
FC1NCIION-m 

1 HR nc .OSV/mm 

2 Fingu pulse nc .2v/mm 

3 Eco n 10-1 1 . lmVlmm 

4 nc .5mv/rnm 

5 Skin Conductana 5-6 1 mv/mm 

6 E a  I 10-9 . lmV/mm 

7 ECG rn 9-1 1 .lmV/mrn 

8 hiarker IIC .!N/mm 

[ i  

i 
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Nolice: 

Preliminary approval h a  been recaved for this proposed work from the ORNL Human 
Subjects Comrniuee (see attached letlcr from the chairman). Paperwork is now oubmirted IO 
lh8 committee for final approval, and the approval documentation will be forwarded to 
c~nvscting BP soon BS it is received. 
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ASSURANCE OF COMPLIANCE WITH 
HHS REGULATIONS FOR THE PROTECTION 

OF HUMAN RESEARCH SUBJECTS 

Mldwest Research In8tituta 
425 Volker Boulsvsrd 

Ksneae Clty, Miaaoud 64110 

c 



08/24/93 14: 07 009 

Instttuttonrl Endorsement and HHS Approval 

A. Authorized InstitutlonCl O f f i c i a l  
w 5 Ignr t ur8 : td I .fl&flA!,. Date: 4/18 191 

N8me: V ' H  

T i t l e :  
Address; 

Phone: 8 1 QLzzt - ? 6 0 P , 0 3  

Slgnrture: 
Name: Sam mbgbwe 
t l t l a :  
Address: 

Phone: 

C, HHS Reconmanding Offictrl 

Slgnrture: 
Name: 
Tltle: 
Addrats: 

Phone: I 3 0 1 1 -  7005 
Be- MD 20897 

f. HH3 Approving 
Slgnrture: Date: 
Name: 
Tltla: 

1 
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MIDWEST RESEARCH INSTITUTE 

Assurance o f  Compliance with HH8 Regulation8 for 
Protection of Human Research Subjects 

Midwest Recearch Institute, hereinafter referred to as 
ninstitution,n hereby gives assurance that  it will comply with 
t h e  Department of health and Human Services (HHS) regulations for 
tha Protection of Human Research Subjects ( 4 5  CFR 46, a8 amended) 
as apscified below. 

Institutional Endorsement and HHS Approval 

If. Implementation 

III. Addandm - March 28, 1986 

LV, Addendrun - A p r i l  18, 1991 

Exhibit A - The Belmont Report 
Exhibit B - T i t l e  45, Code of Federal Regulations, Part 46 

Protection of  Human Subjeotr 

OPRR Report Number 91-01 
- Clarification: Emergency Medical Care 

Exhibit D - Quarterly sutveillance Form 

Exhibit E - Membership of the Midwest Research Ins t i tu te  
Human 8ubjecte Committee 

il 

1 

6 

24 

26 

28 

37 

56 

60 

63 

65 

The original document defining this inetitution'e Multiple 
Projects Assurance wa8 approved on July 1, 1982, The documdnt 
was revised ae indicated in Section 111 and reapproved on July 1, 
1986. Current changes in hla t i tu t iona l  policies and procedure6 
are addreseed in Section IV. A revised membership list of the 
Midwest Research Institute Human Subjects Committee is provided 
in Exhibit E. 

I 

- 
I. 

Changes summarized in the addenda of March 28 ,  1966, and 
April 18, 1991, are noted i n  the m a r g h s  of the t e x t  by an 
aeteriek (*) 

1 

m 



08/24/93 14: 19 - 

I 

I 

I N T 8 R O F F I C E  

Tot  Steve Morrell 
TO: Karen EBwQKdB 
TO: Shirley Vogel  

Bubjeotr RESEARCH ON H U M  SUBJECTS 

M E  

Dater 
Prom: 

029 

X O R A R D U W  

19-Aug-1993 04213m 
M J Harris 
M Harris@BmWJBQ-PROC 

Xaren: It;’% e draft  
proaurement procedura dealing with eubcontraote involving 
reaesrah on human 6ubjectg. This topic is covered by DO8 order 
1300.3, which now needs to be activated (if that’s the tarPI). 

Shir l ey  vogoi asked me to rend this to you. 

Shirley and Steve: This is the draft that I mentioned this 
morning. I t  was put together hastily, but I thought that it we8 
about ready to go. Then our contact at the Lab Bent me the W E  
Handbook, whiah in the  brief time that  I‘ve had to look at it 
seem t o  require a whole lot mote than the regs or the order. 

You‘ll section toward the end 
that there’e a lot that needs to be clsrified with the  Lab 

1386 in the very rough ‘*Proaedure* 

people. 

This chapter establishee procedures applicable to procurmsnCs 
involving research on human subjects, 

(a )  DOE Regulation lo CFR 746 ,  “Proteation of Human 
SUbj%CtP. “ 

(b) DOE Order 1300.3, 88Policy on the Protection of Human 
subjeats . “ 

I C )  DOE Handbook, uProtecting Human Reeearch Subjects at 
the DepartPlent of Energy.” 

(e)-. %%is chapter apgliee to procurenante of 
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reeearch on uthllzaan The tern human eubject ie defined 
In 10 CPR 745.102 as *la living individual" about Whon a 
researcher obtains either "data through intervention or 
interaction" or l'idsntlfiable private 

(1) nInterVentionll means phyefcal proaeduree (e.q,, 
medical teats)  and also manipulation of the individual or the 
individual's environment. "Interactionu' includes writtam or oral 
communications. 

(2) "Private information" is information that en individual 
can reasonably expect ( i )  is not being observed o f  reoordd or 
( i i )  will not be made public ( e . g . ,  a medical record). Private 
infornation is 'identifiable" when the identity of the subject i f 5  
or may be readily ascertain& by the ri36eerCher or eseociated 
with the private information. 

(b) E m .  This chapter does not apply t o  the 
following types of reseeroh: 

( 3 )  Research aonducted in educational Settings end 
involving normel eduoational practiaes, such 86 reeearoh on the 
effectiveness of instructional teahniques or curricula: 

( 2 )  Reaearch involvinq tha use of educational te61t8, 
auIvetys, interviews, or obeervations of public behavior unlees: 

( i )  The human subjects are publia ofPlcials or 
canaidates for public office, or 

( i i )  The information obtsine8 iS recorded in suuh 
a manner that the human Subjeats could be identified and 
dlecloeure of their responaee could place them at risk of 
oriminal or civil liability or be damaging t o  their financial 
standing, employability, or reputation; 

(3) Research involving the Collection or  atudy of 
existing, publicly available data, documents, or pathologioal or 
diagnoetia specimens, if the information obtained is recorded by 
the inveetigator in such a manner t h a t  the  human subjeote m o t  
be iaentified; or 

( 4 )  Evaluations of the taste, quality, or ConeUIimr 
acceptance of food, if (1) wholesome foods without additives ere 
coneumed, or (ii) fooa i6 consumed that containe ingredients, 
agricultural C h e l P i C a l 6 ,  or environmental contaminants at or below 
levelm found to be safe by the ~ o d i  and Drug Administration or 
approved by the Environmsntal Protection Agenoy Or the Pood 
Safety and Inepection service of the U.9. Department of 
Agriculture. 

- 
(a)  Steps. The OOK regulstione appearing i n  

030 



08/24/93 14: 21 
% -- 
*,: A. 

i' 

10 CPR 745 (which are eeeentially identical to regulations 
adopted by all Federal agencies and departments) eetablish two and slequential requirements [for eassuranoeq 
"certification"--discuaeed in paragraphs (b) through (dl below1 
that must be met before Federal funds can be axpndd for 
reeearah on human subjects. 

(b) "AmuranoeY means a written proriee by a 
prospective s-ntractor that  it will comply with the policy of 
10 CFR 745 when conducting research on human eubjetcts. The DOE 
and other agency regulations provide that, as B minimum,  an 
eieeurance m u s t  include:  

(1) A statement of principles for protecting the 
rights and welfare of human subjects of reerearch; 

( 2 )  The designation of an ltinetitutional review boareg 
( I R B )  that will have the authority to appravo, require 
modification8 to, and disapprove all the institution's researoh 
on hruean eub jeots ; 

(3) The re~umes of IRB rneAUbersj 

( 4 )  Procedures to be followed by the IRB; and 

( 5 )  Tha inotitution's procedures for reporting to the 
IRB and Federal agencfso unanticipated risk6 to subjects, 
vio lat ions  of the policy in 10 CPR 345 or other comparable 
regulations, or suepensions or terminations of IRB approvals. 

( a )  m v a l  o f , .  (1) All assurances muet be 
approved by the Qovernnent. Approval can be qrantd either W 
the agency sponsoring the research or by the U.S. Department of 
Health and Human Gervices. Approval by HHS may be on behalf of  
a l l  Government agencioe. 

( 2) Research inetitutfons commonly submit their 
a6mrances to  HHS in advanae and independently of any particular 
procurement. Other a enciee are, prohibited by regulation from 
requiring the suh i se  4 on of an eoaurance by in6ttitutiOns that 
have a current assurance appliaable t o  the agenaise* researoh 
approvea by HH8 r o r  Govorruuent-widr UBB. 

(a) -. llCertiSicetion,* the eecona squentlal 
etap, ie an official  notification by the inetitution that a 
speclfic researah project involving huaan subjects has bean 
reviertad and approved by the institution'e IRB in aoaordance with 
a previously approved assurancx and will be eubject to crantinuinq 
review by the m. A cer t i f i ca t ion  is therefore gmeraLly 
Submitted with a proposal to perform the research. 

[Note: See DOE Handbook Section 3. Handbook a w a r s  to have 
additional requirements beyond those mentioned in the rege. 
Handbook aeen8 also  to require that DOB auet approve 

031 

i 

! 

I 

I 

i 

I 

I 

i 

I 
I 

I 

1022063 



08/24/93 14: 22 
c -- --- 

I 

I 
'Iexperimental protocol," "informed consent" forme, and a I1Projeat 
Data Bummary. 'I ] 

(rough outline) 

(e) Buyer reviews statement of work to determine whether 
involves research on human subjects. Where Unclear, decide in 
aoneultatfon with [nanager, Policiee and Procedures and (111 
Aeuociste Laboratory Director for Life, Envimnuental, and social 
sciences. 

(b) (Question: If oRNL/ORAU cmmittae approval required 
even though research on human subject will be done by 
subcontractor, do we need copy of committee approval for 
eubcontract flle? Should it be sent to W E ? ]  

( C )  [Question: Should Buyer elaaym send DOE advanw notice 
of unwual procurement? If sent, probably a good idea to hcLude 
ae~urahae (or evidonco of aseuranca), certificetion, and poosibly 
"informed consent" forms if these are available-ea they might be 
i n  sole-aource procurment. (Also need to oheck DOE Handbook on 
whether edditional foras requird--e.g., experimental protocol, 
project Data Summary.) Otherwise say i n  advance notice that 
these w i l l  be foruarded l a t e r . ]  

( d )  Insert provision such as thie in RIP: 

The work under the ~umontract  expected to teeult 
from this eolioitation involve6 reoearch on huran 
subjeots that is governed by M1B regulations 
appearing at 10 CFR 745,. 

In accordahoe w i t h  10 CFR 749.103(b) ana 745.122, 
[and the DOE Handbook entitled "Proteoting Human 
Research Subjects at the  Department of Energy?] 
the eubcontract can only be awarded to an offeror 
that b o  an approved assurance (ear 10 CPR 
745.103),  certification (eee 10 CFR 745.103(1)), 
experimental protocol, and "informed aansent" 
f onas. 

If offeror has assurance approved by W S  for 
Qovernnont-wide use, then send evldenuo to that 
e f fec t  and also send certification [and 
experfmental protocol, informed aonsent forms, and 
Projeat Data sumary?].  

If offaror doea not have approved asautance, then 
eend both mrmwance [request for approval of 
aeeurance?] and aer t i f i ca t ion  [and experimental 
protocol? Inforned coneent forme? Ptojeot Data 
Summary? 3. 

(e) Include clause such as t h i s  in draft subcontraat 

032 

i 



08/24/93 14: 22 
%I 
:9' 

included in RFP and in f inal  subcontract: 

Tho Seller shall comply with DOE regulatione appearing 
a t  10 cFR 745 in the performance of resesrch on human 

Informed consent of eubjects shall be obtained as 
required by i o  CFR 745.116 and docurented in  aacoruanoe 
W i t h  10 CFR 745.117. 

The records maintained by the Ballet in aaCOrdEtICe with 
10 CFR 745.115 shall also be available for ~ M p e c l t L O n  
and copyfng by the Company at reasonable time8 and in a 
rtaaonable manner. 

Sumpansione or terminations of approval6 of research 
iesue8 by t h e  seller's institutional revieor board i n  
accordance with 10 CPR 745.113 shall a l so  be reported 
promptly t o  the company - 
The Company may teraclnate this Subcontract for default 
i f  it finds that the seller hae materially failed to 

(e) [Queetion: Should Buyer cheaK assurlmc;re again6t 
minimum requirements in 4.16-4(b) above and not i fy  afteror i f  
there are obvioue O m i 6 6 i O n S ? ]  

( € 1  Buyer sends assurance (or evldenco of approval of 
as6urhnce), certification, any other raquired form6 (eKwrilPen+al 
protocol, inf orred conaent , Project D a t a  S u m m a r y ?  ) from 
apparently succeemful offeror to DOE [Questionz ORNLjORAU 
cornittee approval m i r e d  before send t o  WE?] for approval, * 
toood idea for letter ta say that is is being sent in order to 
obtain DOE approval required by DOE Order 1300.3. Letter eihould 
aleo mention that the procurement was the subject of advance 
notice sent earlier to DOE.] 

(g) Buyer awards aubcontrnct upon reoeipt 02 notlfication 
from DOE o f  approval of assurance, certifiaation, etC. 

sub J ~ c ~ s  

Comply With 10 CPR 745-  

* t t * 
Thst'e it. 

Mike Harris, 

033 



ER- 11 1:Clark 

APPROVAL OF MIDWEST RESEARCH INSTITUTE CON'I'RAC", SNW2 

Steve Morrell, Procurement and Contracts Division, AD-42, O R 0  

Energy Programs is recommending approval of the subject contract based on 
conversations with Imre Gyuk, EE-141. Midwest Research Institute was able ti 
provide proof that their research program is approved by the National Institute 
Health (NIH) which, according to Mr. Gyuk, satisfies Department of Energy 
requirements. As requested by Mr. Gyuk, copies of the approval letter from 
NIH, along with a copy of the procurement package, have been forwarded to 
Dr. Susan Rose, ER-72, for her information. 

If you have any questions, please call Harold Clark at 576-0823. When replying 
please refer to 93-1353. 

Martha J. Kass, Acting Director 
Energy Programs Division 

cc: 
Paul Gailey, ORNL 

HClark6-0823:ap:6-3278:8/3Y93: 1353.ap 
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DeDartment of Eneray United States Government 
Oak Ridge Field Office memorandum 

DATE: September 8 ,  1993 

REPLY TO 

A m  OF: ER-1ll:Clark I 

TO: 
Steve Morrell, Procurement and Contracts Division, AD-42, OR0 

Energy Programs is recommending approval of the subject contract based on 
conversations with Imre Gyuk, EE-141. Midwest Research Institute was able to 
provide proof that their research program is approved by the National Institute of 
Health (NIH) which, according to Mr. Gyuk, satisfies Department of Energy 
requirements. As requested by Mr. Gyuk, copies of the approval letter from 
NIH, along with a copy of the procurement package, have been forwarded to 
Dr. Susan Rose, ER-72, for her information. 

If you have any questions, please call Harold Clark at 576-0823. When replying, 
please refer to 93-1353. 

Energy Programs Division 

cc:  
Paul Gailey, ORNL 
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