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September 15, 1993 707555
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
was in response to previous correspondence that had forwarded the
procurement package to her for review.

swrry.

Harold Clark

cc: Steve Morrell

eposiTery OAK RIDEE OPERATIONS COQQ
COLLECTION ENERGY PRoGRAMS DIV., ER-I]

80X Ne. jve Reeoy, Q‘d’{f\wuL \Qz. Auman
Radiatiod Exp-5t
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ER-111:Clark

APPROVAL OF PROCUREMENT 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-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 Human Research Subjects for Midwest Research Institute

Project Assurance Certificate for the subject project
Volunteers’ Informed Consent

Screening Information Form

A T o

Description of study and other miscellaneous information

.10 BITE OFFICE.
[ 4sgoN O HFIR

1.OC 7106, 00953
1022000 wrre s ZR200
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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, HQ/FORS
Steve Morrell, AD-42, ORO
Paul Gaily, ORNL

HClark:6-0823:as:6-3666:08/31/93:1351.as

102200 |
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United States Government Department of Energy

memorandum o e oot

DATE: September 8, 1993
REPLY TO

atvor: ER-111:Clark

SUBECT  APPROVAL OF P
SYSTEMS, INC.

BY MARTIN MARIETTA ENERGY

™ 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-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 Human Research Subjects for Midwest Research Institute

Project Assurance Certificate for the subject project
Volunteers’ Informed Consent

Screening Information Form

e O o~ W

- Description of study and other miscellaneous information

10220012



Susan Rose -2- September 8, 1993

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 o

cc w/attachments:

Irme Gyuk, EE-141, HQ/FORS
Steve Morrell, AD-42, ORO
Paul Gaily, ORNL

1622003



08/30/83 15:25 MIDWEST TOXXMETA @uuz

PRYTI -
» L

»)‘

R 2,
_/é DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

"*virq

National institutes of Heaith
Bethesda, Maryjand 20892

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

April 30, 1991

John McKelvey

President and Chief Executive Officer
Midwest Research Institute

425 Volker Boulevard

Kansas City, Missouri 64110

Re: Assurance #M=1051
Dear Dr. McKelvey:

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 with the

requirements for the protection of human subjects (45 CFR 46).

Your new Assurance will become effective on July 1, 1991, and
retains the same identification number of M-1051. The approval
period is for five yvears. Therefore, it will expire on June 30,
1996, and a new Assurance is to be negotiated with the Office 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 0l1. This IRB number, along with 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 sats out your responsibilities and the procedures that
Will be used by your institution to protect human subjects.

Among the most important elements of the 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 with human subject
research.

1022004
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Page 2 - John McKelvey

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, please contact ne.

Sincerely,

ézg;erfic Duncan, M.D.

Adjunct Medical officer
Division of Human Subject
Protections, OPRR, OD

Enclosures

KD/nz

1022009
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ARTIN MARIETTA ENERGY SYSTEMS, INC. Pt TENNCoSEE 37831.8501

MROE™1°9" 1989
Mr. W. A. Mynali, Chicf
Aoquisilions Branch
Dcpariment of Encrgy
Oak Riige Operations Office
Post Officc Box 2001
Oak Ridge, Tenncwses 37830-8501 B

Dear Mr. Mynaut:

Advance Noiification of Unusual Procurement

Martia Maricta Energy Sysiemns, Inc. (Energy Systcms), Proposcs to coicr into a cost, reimburscment-type subcontract
with Midwest Rescarch Institute, Kansss City, Missouri, 10 perform research in "Physiniogicsl Responscs of Elecuric and
Magnetic Fieids in Ifumans.” This is work covered by DOE Reguiations 81 10CIR 743 and DOB Order 13003.

The anticipated total esiimmed cost, including Oxeo fee, is $370,000.

Encrgy Systems does not plan 10 scek competitive offers on this requircment.  We have stisched the nonuompetitive
justification and approval from the ORAU / ORNL Commiitee on Jfuman Studies. We have also atiached Midwest's
Assurance of Compiiance whh JT11S Reguiations for Protoction of Human Reacarch Subjects and thelr Certification and
Voluntecrs® Informed Consent and supporting documenta.

Sponsoring Division,

Plsal and Business Unit: Baergy Divislon, ORNL
Requisition and B & R Numbers: SN602 AK 0400000
ORNL Technical Represcawtive: Paut C. Galicy (57¢-0419)
DOE Technical Contact I1arold Clark (576-0823)

This subcontract will not be approved until we have recetved approvad of the Research on I{uman Subjects.

If you have any qucstions of require further information, piease comtect me or Shannon Dridges, the subooniract

administrator, at 576-1426.
| Sincerely,
®.2. 1oz o

R. L. Watcrs, Jr., Manager
Sociocconomic and Administrative

.SuWMngrln‘l

RLW:SEDridges:ric
Atlachmenis: As stated

¢ e - RFP No. SN602-8S - RC

1022000
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~ “JUSTIFICATION FOR SOLE SOURCE OR RESTRICTED. COMPETITION- PROCUREMENT

WwwwwmmmmmuFoﬂnucu—ﬂz?mummbmormThhtonnhnmnqum
when estmals |8 1088 than $5.000: NOWSVE!, YOU MUSt ShOw "NO SUD” ON 1Ne rAqUISIION and Provide on request sulficient informalion 10 enabis the buyer
10 verily Uit WWar® 18 NO SC0SPIALIS SASrMAte. Soie SOUTCE will often delay en sward rather than speed an awerd,

A.  AeQUISEON No. or Form UCN-1127 Ne. SaGo2e Plant X-10

{f work 10r GLNArS BNG Over §1,000,000, MIACH ORO Woark for Others Aeview Commiies Proposel informaxion Form OR P4300.

8. Check One: Sole Source Speciic Vendor s Midwest Research Institute
No Subssasion (Must be manufaciurer's product specified from any vendor.)
Resticied Compeiiion (Qive reasone 1or restriction and st soureee below.)

Evimesed Totai Cont: ¢ 370,000,

Briet descripion of supplies or services: PNYS 1010gical Studies on responses to electric_and magnetic fields
_in hyman, i

JustRostion: Reesons given Mum be 1RGNS, PErEonal preterence IS hot suficlant. Allach eddiional pages ¥ NECsesery.

A, State why you Rave seiected this S0wrce Of this MaMUIECRINSr's Product of feeVicted compaetiion. identily &y UNQUS MINiMUM requirements which only
this SOUrOS CAN SUPElY NG CESCKIDe Why they are IMPONANt 10 Your work. Describe beckground investigations, revisws, ilerature searches. and/er
MArMSt SUNVEYS JONe By yOu, YOUr a8s0ciaes, Purchasing, eio. identily othar sourcas censidered and why they were rejecied.

Ploase aMpilly o0 any of the olowing elaments which e appiiosbls 1 your Saiecien of this sourcs: (1) Exciusive capebility, (2) Prior esperiencs; (3)
Faciliies and oquipmant; (4) Schedute requirements; (3) Excess coms; (6) Other quailiostions.

B. If SOUrcS SISCANG I8 AN SAUCSIONSS INSIRNION, GEECITDS how e INEELMINN Wes 38iscied oM among other universiies.

C. Ouline ! procuremant history of This requirement, N any. DO you.expect folow-on sois sowce? [ YES (XI NO It yes, describe. Suyer mey
contact you 10 discuss options.

{dwest Research Institute has conducted studies of physiological responses to electric and
agnetic fields in humans for several years:. These studies have been sponsored by the
lectric Power Research Institute and the U.S. Department of Energy. The exposure facility
‘or this research produces uniform, low intensity fields over a large area and has been
'xtensively characterized by the ORNL EMF quality assurance team and researchers from the U.S.
jatjonal Institute of Standards and Technology. This exposure facility at Midwest Research
‘nstitute is the only controlled, whole-body humam exposure facility in the United States.

"ask 1 of the proposed subcontract involves analysis of data collected by Midwest Research
.nstitute under a previous grant from the U.S. Departmest of Energy. The research team has
-eady access to all the data and 1s familtar with the details of this work. They are
-herefore in the best position to analyze the data quickly and cost-effectively.

"asks 2 and 3 of this project involve new experiments which require the use of the whole-body
MF exposure system described above. This facility is the only one of its kind in the United
;tates. Construction of such a facility is very expensive and characterization and
ierification of the fields in the system requires an extended period of measurements and
:esting. Becauss the proposed subcontract does not include funds for design, constructionm,
ind characterization of a new faciltiy, Midwest Research Institute is the only organization
:apable of meeting the subcontract requirements.

. paiommdil, SE Ancd— 50 frpand ool Fote3

"RAEPARED BY: NAME

BURONG ToATE .
3147 - 6070 4-0419 6/9/93
DIVISION OATE

9. &, Courville LEnergy 15
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JuL 28 '93 @3iZ3AM ORML ERR/BLDG 3147 #6155749338

ORAU/ORNL COMMITTEE ON HUMAN STUDIES

T0: Dr. Peul Galley
rROM; Or. William » Commitics oa Humea Studies
RE: COMMITTER ACTION ON YOUR PROPOSAL.

DATE: Juas 29, 1993

Your prupysal, “Bffests of Bleouic and Magnets Fisids 0o Humans’ has besn reviewed and
approved at our last mesilog June 25, 1993 without chenges.

Progress reports on all ective prujuces sre are requested dusiag ovr full and spring mestings, You will
be aotified of our aext mesing o be beld in the fall 1993,

/mve

1022008
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ASSURANCE OF COMFLIANCE WITH
HHS REGULATIONS FOR THE PROTECTION
OF HUMAN RESEARCH SUBJECTS

April 18, 1991

Midwest Ressarch Institute
428 Volker Boulevard
Kansas City, Missouri 64110

10220084
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Institutional Endorsement and HHS Approval

Authorized Institutiomal Official

Signaturs: £ i /‘ Date: __&/18/91

Name: —dohn McKelvay — <

Title: Lrasident & Chiaf Exscutive Officer

Address: _Midwsat Resesrch inatituts.
-425 Yolkar Boulavard
—Kansas City. Missgur] 68110

Phone:  _R18/753-7680. Extansion 203

Primary Contact (Indicate if same)

Stgnature: Date:

Name: ~3Ame 83 sbove
Title:

Address:

Phone:

HHS Recommending Official

Signature:
Name:
Title:
Address:

| Date: -#‘lﬁé—

Phone:
Effective Date of Assuremcs 7/ (19"/
Expiration Date of Assurance ‘AZ:-L? 4

Stgnature: Date: 3¢
Name:

Title:

ii

1022016
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MIDWEST RESEARCH INSTITUTE

Assurance of Compliance with HHS Regulations for
Protection of Human Research Subjects

Midwest Research Institute, hereinatter raeferred to as
"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 CFR 46, as amended)
as specified below. '

Institutional Endorsement and HHS Approval i
I. Statement of Applicability, Principles, and General
: Policies 1
II. Implementation , 6
III. Addendum - March 28, 1986 , , 24
IV. Addendum -~ April 18, 1991 : 26
Exhibit A - The Belmont Report 28
Exhibit B - Title 45, Code of Federal Regulations, Part 46
Protection of Human Subjects 37
- Claritication: Emergency Medical Care
OPRR Report Number 91-01 56
Exhibit C - Form 441, Alcohol, Drug Abusse, and Mental Health
Administration 60
Exhibit D - Quarterly Surveillancs PForm 63

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

The original document defining this institution's Multiple
Projects Assurance was approved on July 1, 1982. The documeént
was revised as indicated in Section III and reapproved on July 1,
1986. Currant changes in institutional policies and procedures
are addressed in Section IV. A revised membership list of the
Midwest Research Institute Human Subjects Committee is provided
in Exhibit E.

HChanqcs-su-nnrizod in the addenda of March 28, 1986, and

April 18, 1991, are noted in the margins of the text by an
asterisk (w).

1022011
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June 21, 1993

Paul Gailey

Oak Ridge National Laboratory
P.O. Box 2008, MS 6070
Oak Ridge, TN 37831

g11

" MIDWEST RESEARCH INSTITUTE

425 Vowar Boulevard
Kansas Chy, Missour: 84110
Tolgphone {816) 753-7600
Talefax (816) 753-8420

Subject: MRI Proposal "Effects of Electric and Magnetic Fields on Humans

Dear Mr. Gailey:

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

Sincerely,
MIDWEST RESEARCH INSTITUTE

Robert Donaidson, Director,
Contracts and Facilities Services

RD:mw

Enclosure

1022612
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MIDWEST RESEARCH INSTITUTE
INTEROFFICE MEMORANDUM

June 18, 1993
TO: Bob Donaldson

FROM: Gene Podrebarac
Chairman, MRI Human Subjects Committee

SUBJECT: MRI Project No. RA-111
Neurobehavioral Effects of EMF Exposures

Y E PRI EREXSEYSET IO ASSETS NS

TASK 1: Effects of EMF Exposure on Cardiovascular Functions

TASK 2: Magnetic Field Exposure Effects on EEG Measurer of Human Sensory and
Cognitive Functions

The above proposed studies are an extension of studies previously approved by the
Committee. The new studies will use previously approved procedures at exposure levels the -
same as presenty 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.

The Committee unanimously approved the activity pian and informed consent form.
Please call me if you have any questions.

MRI HSC Assurance Identification No: M10S1
IRB Identification No. Ol

CC:. Dr. Charles Graham
RA-111 File

1022043
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[ c - Irag Ne. $933-3437 ‘s §

= acT —fecow
. - - Tk ;
e SEFARTMENT OF MEALTH ANO MUMAN SERVICES ‘Doaanr _ —contRacT . feLow . OTMAR ’

) g™ — Mengar ™ -— t i
‘o PROTECTION OF HUMAN SUBJECTS (B — comosony ot :

ASSURANCE/CERTIPICATION/OECLARATION o R TS s TpTT i

XL omainaL T FOLLONUP — EXEMPTION
lotewangpy YRdRIagreted)

|

{
POLICY: A -8300rch Fciniy AVOivg Auman subiecTs that 3 NOL exemPe From MHS MQuiaDons My Aot 58 UncRd yaless a insirys - |
S1oNSl Meview Sourd (IRB} hat wvrewsd and JOOIOVE0 8 JCIVILY iN ICOrBINCE mth Secrian 374 of the PUDIIC HeMw Survies Acta |
\mpiemented by Titte 45, Part 36-of the Code of Feversi Reguiations (68 CFA 48-as ravised). THe aopikant astitytion must kom't |
couficenan of IAB sooroval 0 HMS UNIess the s0CIiCant 1Nstitytion hag designeied & 9eCiiic exemption under 3ection 46.101181 whier i
10DIiNS 1D thE IIOOOME r4IP0CA ACTIVILY. NS UIONY Mith 4N ARurance Of COMpiience on file ~ith HMS el covers N8 Dropased
KviEy Should tyomee carulication or IRB reviaw end 200r0val WIDY GECN SDPIITION. 1IN AXCYCHOND/ CONEL. COrTITICRLICH mav oo |
ICCEPUIO up 10 GG davi after 1he CHOL JILR Or WiICH (N8 ADDHICRUON 1S SUSMIEND.) I the case Y NEMUNONS Afich Ja NotMave an |
MEUIINCE Of COMplisnce on [l with HHS caverny e Droocsed EDVItY. Certficanon ar IRY review end doproval Musy b8 suomicied :
wighin 20 days of the recenat of 8 weirten requsst from #HS loe certificaron.
1. TTTLE OF APPLICATION OR ACTIVITY

Effects of BMF Exposure on Hunans =

E A ﬁllm);‘k mvmm\!ﬁ.ncﬁnu mila“. OR SEL.OW
Dr. Charies Graham

1. 000 AND DRUG ADMINISTRATION AEQUIATD (NASRMATION /ree revens udel
6. KiHE ASIURANGCR STATUS

XZ This rtination Aee o8 408/oves SMrsane Of COMBIiones on Hia min HME which COvers Pn KTwisy.,
m;k: A # e 0 1R gennifi

- MO . of hch o thre Niv RS DESN JIDNENed vtk MAE, gUt 0 SBEICANG (AL LON vl writoen o
COMB NS SNY Corit o A8 ang " gucor GORCe wrih 45 CPR 45 your maven,

§. CERTIPICATION OF S AEVIEW OR DECLARATION OF SXEMPTION

-
w THIL 310ty Al DeEA 1EVEWE0 ING A00rewle By 4n 1AG 1 JCCOTARARE v Th 1N ~atnsramenms of 4 CEN <8, aing .1y [ 190, TV et
CION Hitida, whan SDSIGREN. O IS ior sartfying FOA STATUG 10 SSER AVESTBTIOASE oW QN G7 Jev'eR. (£08 reverss Ha B¢ s form

Mm:__mulllmnuwm.m o/ i w0y, SvTee "Dendieg.~ K ceraficanen 18 rQuired.;

Ll

/nmansh ey veer
= Fuil Soars Revew 2 rpesino Rewew
- T o 1Ne 61 Whigh Nave NOT Been reviewsd. THe 1AB Nag WERTEE SDOTEVE BN CINGINOR INBY INi S1018ATI Severed BY
€8 CRR 46wl b Rvienmu 0G SWATVVEE PRSPy 1Ry art and (hat 8D IertRer eorut (#arem ~n3 $58) i) DS WDENIHE.
:mnnuumuum.attn- ouetdl las for wnant £6.101(B) in 2LIrGONEE W DAFSgrEaN iiasrr o o\
0/ examanen w 4 501IBL, } Wroven £, Wut The MYLIVOSA Sitl 7Ot GIEQraIe TAR o e R
R R — —— N

8. Bach offieial signing beiow certifies that the information pravided on this form is corragt ang thet each insttutdon
moumes responsibility for axsuring required future reviews, apgrovels, and submissions of certifiostion,

APPLICANT INSTITUTION . COQPERATING INSTITUTION

'CQMC. ACDASSS, AND TOLEFMONE ~O, | MaMBE. ADOAREES, AND TILEPWONE NO.
Midwest Resea Institute. )
)

425 Volker Boulevard
Kansas City, !D 64110

-

1

NAME ANO TITL) OF QR6ICIas ‘amac ar typel P NaME an0 TTLE 96 QABICIAL /aHnr or (YI8)
Robert Donaldson, Director

Contracts and Facilities Services

siaNatuay O ‘

Piolan LiISTED AROVE ‘e sems ' SIGNATU RS OF OFFCIAL LISTED AB0VE ne dare/

/

MHE 508 (Rev. 1/83) - (11 4P oace @ Siese vy 1y e under "Nows;
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3. 2200 AND DRUG 2DMINIETRATION REQRIMED UINFORMATION /faw rene e
Alazrgng 13 38 CPR 48,121,/ In 280LCItON (¢ MR (0 HHS v f Ay CILATCENGA NG AYOIVAG UGl 3F IR AUEITIGILONI! SBv 213 34 SEreY,
ICTUOASE HONPIION t reTNWIE. ‘A cOMOON, A0S0rding t9 31 CPR 372.1181120, JO 0EVE UL DI JETWesn SETE 2 recwat ax 5S4 30 Fqem
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35, INVESTIGATIONAL DEVICE EXEMPTION:
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PROJECT NO. 1111-08
VOLUNTEERS' INFORMED CONSENT

1, residing at

N 52ty v L1 i

hersby acknowiedge and cerntify to the following:

1. 1 hereby voluntear and consant to be a subject in a ressarch study sponsored
by the Departmant of Energy and directad at Midwest Research insttute (MRI), by Dr.
Charles Graham snd Mr. Harvey D. Cohen. | understand this study will detarmina if
axposure 10 magnetic fleids st leveis {200 mG) found in the home and workplace has any
effect on human physiology and performancs. | understand thers are no known heaith
tisks associated with the brief periads of exposure | may experiencs.

x
§
?:t“
I
:

| understand my participation will involve coming to MR! for a brief familiarization
session, and then for an all-morning exposure test session. The familiarization session
will last about an hour. | will complete various questionnaires, have recording sensors
attached to my chest and arm 10 measurs physiologics! activity (heart raw. biood
pressure, respiration, etc.), and | will practics the procedures for taking thess messures
several times. | understand thase procedures and messures are not peinful or hazardous
1o my heaith.

| wiil then come to MRI for sn exposure test session lasting from 8 am t about
12:30 pm. | am sware that this study includes a comparison group that will not be
exposed ta the magnetic fiakds, and that during my test session the flelds may or may
not be turned on. On arrival at the lab, | will. compiete the questionnaires and have the
recaroing sensors attached as in the familiarizstion session. | will then remain ssated In
the exposure facility for the rast of the moming (reading material will be provided). At
intarvails, the measuras | practiced earlier will be taken.

SR e Ay Lo

| agree to not use aicohol for 24 hours prior 1o the test session. | know this Is 3
basic resesrch study not designed to benefit me personally, and that | will recetve a total
of $50.00 for my participation it | compiste all study requirements; if not, | will be peid

~ 4B.00D for sach hour of scheduled participation.

2. | have been given, in my opinion, an adeqguate explanation of the nature,
duration, and purpose of the sxperimsnt, the means by which the experiment will be
conducted, and sny possible inconvenience, hazards, discomfort, risks, and adverss
stfects on my health which could result from my partcipation..

TGV ER

102201b
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3. | undersiand my questions concerning pracedures which aftect me will be
answared fully and promptly by either Or. Charies Graham, Principal Investigator, or by
Dr. Eugens Padrebarac, Chairman of the MRl Human Subjects Committes, which
revigwed and spproved this study (816/753-7600).

4. | understand that | have the right to withdraw my consent and 10 discontdnue
participation in this experiment at any tme without prejudice regardiass of the status of
the experiment and regardiess of the stfect of such withdrawal an the objectives snd
rasuits of the experiment; and | also understand that my participation in the experiment
may be tarminated at any time by the investigator in charge of the project.

5, 1 agree that any information obtained from me, by MRI, or its authorized
representatives, in connaction with this study may be utilized by MRI in publications and
reports withaut identitying me. -

6. | hersby certify that the medicai-history information that | provide to MRI Is
complets and correct to the best of my knowiedge, and that | have informed MRI statff of
all serious or chronic medical problems that | now have or have had.

7. it | am injured as & resukt of participation in thie study, MRI will pey for
immedists emergency medical tremtment. Beyond its emergency care payment, it is
MRI’s policy to pay for only thoss casts for which MRS is legslly responsible.

8. My ageis : The dats ot my birth is .19

| am exgcuting this Volunteer’'s Consent ss my free act and deed.

Today’s date is . 19

Executed in the presencs of sach other

Signature of Volunteer

Signature of Experimentsr

r
3
!
J
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o
* Accepted; ID
DOR 111-08 :
SCREENING INFORMATION
Intaxviewer: Date:
Fame: Phone: (H) (W)
Address:
*Age: (18-35) Sex: Birthdate: Height:

Welght: Educational level/Major

Source:

Have you participated in ressarch studies before? __ No —_Yeas
© (desoribe)

DO you vork nights? __No ___Yes*
(describe)

In the last six months, have you taken any medication reqularly?
—No Yes® (describe)

J Do you nov take any medication? ___ No __ Yes#
: (desoribe)

Do you smoke cigarsttes or use tobacce? __ MNo ___ Yes
(dsscribe) :

Are you on any type of special diet? __ No __ Yes
(desoribe)

Do you have any chronic health problems? No ____Ysmw
(describe)

Has a doctor sver told you that you had any problea with your heart
or blood pressura? __ No ___VYes* {describe)

| oy ENR

ap———

1022018
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""'lmv. YOuU ever had surgery? No Yes
" (desoribe)

Have you ever had any kind of head injury vhich made you unconscious,

even for a fav seconds? No Yes (describe)
Have you ever had any seizures or attacks? No Yesw
(describe)

' DO you have any allergies? __ No ___Yes (dascride)

In the last 3 months, have you been sick at all? No Yes
{describe)

| TNot aven a cold or the stomach flu or -m'inq like that? No
- ___Yes (desscribe) Bed? ____ How long?

Since this study runs only in the morning, is any particular morning bettar
-than another for you?

Do you have any questions?

OK, good. I'll get back in touch with you as scom as we have revieved
this information and worked ocut a schedule. Whem is a good
time to call you back?

Ravieved byt : on Aocept __ Raject

|  #possibls reasom for sxclusjon frem participation; IF DOES NOT NEET
|  CRITERIA, INFORM VOLUNTEER OF THAY FACT, ASK IF NAME SHOULD BR KEPT
ON LIST FOR STUDIES WHICE DO NOT REQUIRR THE PARTICULAR RESTRICTION;
DO NOT CORTINUE WITH SCREEXNING .

1022019
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ALCOMHOL, DRUG ABUSE. ANO MENTAL HEALTH ADMINISTRATION -

4193

PROTECTION OF HUMAN SUBJECTS -

PROJECT MITLE:

CHARACTERISTICS
OF GROUP(S):

FURTHER STUDIES OF B0-HZ EXPOBURE EFFECTS ON HUMAN PROJECT
FUNCTION NO.
RA-111

Describe ¥he characisristics of the g7oun(s) to be used: /f additional 59ece /s needed
for an ftem, use » seperste shest)
(sl Sex, race or gthaic Group. §08. rENQe, a0,

Men bstween the agas of 18 and 38

b} Arlaton of subjects. 8.g.. inathutions, hospitals, gensral public, etc.
Locai colleges. universites. resserch lnstitites, genersi public

{c) Subjects’ ganersl sists of heslth émante? and physicel)
Na physical of mental disssse. nonsmokes

SPECIAL QRDUPS:

#f humen sublects are sither chidien, mentally incompatant, or lsgally rastricted groups,

give sxplanation as 10:

18] The necessity for using these partiouiar groupe
N/A

(bl Why sdult “normal” groups cannor be used fssecikioally)
N/A

TYPE OF CONSENT:

mmm-ﬂumummmumm
an physical, peychaotegical, social, legal and other lssues?
{s} Type of conzent 10 ba obteined fmritlen or areld

Orsl st time of recruitment.  Writteh obtsined prior to first session.

{b) How snd whars will permiasion he recorded
By principal invesugator o7 deaignats it MR

fel I subjects are minors or mentally incompetant. descride how end by whom
permission will be granted
Nik

CONFDENTIAUTY
OF DATA:

mmaum»u«mw-mumr T™hess .
qm&noduoﬂvlmmwmmdmnmum
(a) Considsr the long range uss ot dass My yew and ethers/
individusls wil not ba identified in project publicstions snd reports,
and consent forms wil be destroved 3 yre after project compietion.

(b) imwmediate use of date fdy you snd ethbera)
All data will bs number coded; accass 10 data with (D information will be limvited
0 project ntaff.

(c] Duscrive specific procedurss o be usad 1o provide confidentislity of daw
Samas as (s) and (b} shave. :

1022020
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RISKS TQ
SUBJECTS:

Deacribe in detall any physical. psycheolegical, soclal, legal, econemic or other risks you

can foresss, both immadists snd long rengac

{3} immedise risks
The risks are minimal. The orocedurss snd exposure conditions have been
spproved for yse in previous studies. No known heaith risks are sssociated
with the brisf exposure conditions plenned. Heart reta chenges seen in -
pravious studies have been within the normal 1enge.

{b) Long range:
There ers 00 10NQ-1rm righs 8880Ciatad with the propossd procedures.

(¢) Rstionais for he necesalty of such risks
in our previous research, HXPoNe 10 BO-Hz magnatic fisids wes sssociated
with changes in heart rate. lnmmmmldmmdcwodto
induces changes in ather IMPOrIant casdiovescular perametars {s.q,. ECG, blood
pressurel snd If 30me peapie sre mMore responsive than others.

(d) Altematives st were of will be considersd
Studies parformed In the wark savironment.

(s) Why sitematives may not 08 fessible
INsdaqUEets CONOl OVar SXPOSUre and Monitoring conditions.

NON-BENEFICIAL

“Non-Seneficlal Rsssarch” is defined 5e research involving physiological and
paychologiosl invastigations of 8 parwon, his body or surroundings. which is devold of
herapeuiic purpose to thet person. ¥ you slen 10 sendust iie type of ressercl and
foel thet 19ere are me other methess svelisble for nhisining the invormation neessed.
plesse deesribe:

(s} Whet othsr methods wers or will be sxpiered
Ses (4} and (¢) above.

1d) The extent ot the risks (Descnibe in dedad sny piyysicel, peyehological, socisl legel
and other risks you can foreses, beth immediste and long rengel
Tha risks are mirnimel.

{c} The importance of the knowiedge geined.
The public is continuously ex3080d 10 60-Hz magnetc fislds in the home and
workpisce. It 8 knportant 10 determing if such sxpasure has sfiects on the
cargiovescuiar system, and if individguels differ in thelr response 10 exposure.

di vawhﬂunvmdmmumubomnmwdﬂnhmb
The risks sce minimei compered 30 the Importancs of ldentfying potantisl rsks
in the lsrge population.

ADDITIONAL COMMENTE:

Signature

Dats

ADR 641 (19-73)
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TEL-SCRIPT FOR DOE SUBJECTS

Thanks for calling. Lat me tell you about the study we are
doing., This study is funded by.the Dapartasnt of Energy. We
vant to £ind cut if physiclogical activity like heart rats, blood
pressure and respiration is affected by exposure to magnetic
fislds aimilar to these you would find in your home or at work.

To be in tha study you need to be able to come to MRI for &

morning session lasting from 8 am to about 13:30 pm. Wa.ask that

you not use alochol for 24 hours prior to the ssssion. On

arrival at tha lab, you will complets some questionnairss and

have recording sensors attached to your chest and hand. You will
ramain ssatsd in the facility all morning, and at different tines

ve will ask you to sit guiatly vith your syas closed so that ve -
can racord some phaysiclogical measures. ¥Whan we are not taking
.DSASUTSUANtS, YOu are free tc ait quietly and raad.

Not all pecple will be axposed to tha fields in this study; for-
those vho are exposed thers are no known hsalth risks associated
with the brisf pariods of exposurs we vill be using. .
Probably the major benefit, aside from being in an interesting
study, is that you will be paid for your participation. You will
Tecsiva $ 50.00 for completing ths session.

Do you have any questions?
[ansver gusstiona)

Would you like to participate in this study?

IENO ~ OK, I can understand that (rephrase resson). Ve
sometines have studies which do not involve ; would you like
a8 to keap You on the list so that ve can call you if a study
like that comes up?

questions to make surs
Do you have a fsv moTe
call bagk).

1F YRS ~ good. I need to ask you a ¢
you maet all the critaria for the
ninutes now? (If not, arrange time £

il

GO TO SCREENING INPORMATION PORN

1022022
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MIDWEST RESEARCH INSTITUTE

MEN NEEDED
~ FOR
'RESEARCH PROJECT

MEN IN GOOD HEALTH BETWEEN THE AGES OF 18
AND 35 ARE NEEDED FOR A HALF-DAY RESEARCH
STUDY. THE AIM OF THE STUDY IS TO FIND OUT IF
EXPOSURE TO MAGNETIC FIELDS AT LEVELS
COMMONLY FOUND IN THE HOME OR WORKPLACE
HAS ANY SHORT-TERM INFLUENCE ON HEART RATE
OR BLOOD PRESSURE. PARTICIPANTS WILL COME TO
MRI FOR ONE MORNING SESSION LASTING FROM 8AM
TO AROUND NOON. |

PAYMENT IS $50.00.

FOR INFORMATION CALL:
753-7600

DON RIFFLE (EXT 341) OR JOE McCLERNON (EXT 674)

1022023
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FUATHER STUDIES OF 80-HZ EXPOSURE EFFECTS ON HUMAN FUNCTION
MR! Project No. AA-111
For

Depantment of Energy

. INTRODUCTION

Our laborstory studles with human volunteers have repeatedly shown that
exposure to 80-Hz electric and magnetic fieids has an influence on heart rate.
Continuous exposura t0 the fisids siows the heart; intermittent exposure can resuit in
baoth speeding and siowing. These effects sppear to be due more to the magnetic tieid
than 1o the electric fisid. People also seem to differ in their response 10 exposure, and
we have found that a person’s rasting heart rate priof to expasure can be a significant
predictor of how they will respond when exposed.

The effects found on heart rate may bs a reflection of more important effects

occurring elsewhere in the cardiovascular systeam. Wae believe it is most iImportant to

‘ identify the underlying control mechanisms responsibie for the cardiac effects we have

! seen. The study described here invoives making detailed measursments of
siectrocardiographic activity, blood pressure and respirsticn duning exposure 10 magnetic
fleids. The resuits will heip us understand how (or if} exposure influsncas the electrical
potentials genersted by the hesrt or the timing of sighificant events In the hsart cycle,
and they will provide preliminary data on the other moeasures. ‘

T The propused procedurss and exposurs conditions are similar to thoss approved for
d ; Use in our previous swudies. The research will be performad in the 60-H2 Human
Exposurs Test Facllity at MR! by statf of the Biobshavioral Sciences Section, headed by
Dr. Mary R. Cook. Dr. Charles Graham and Mr. Harvey D. Cohen will sarve as co- ‘
principal lnvoctiontofn. We request spprovasl of the activity pian and consent form for the
. 8tudy described below.

1022024



©8,24-93 14:16
224

STURY DEBCRIFTION

Hurpan Sublects: Sixty, hesithy young men {(eged 18 to 35, no chronic disease or
disabliity, nansmoker) will be recruited from local colleges, universitiss, ressarch
institutes and the gensrsi public for paid participation in the study. Written infarmed
consent will he obtained prior ta participation.

Exparimental Design and Procadures: Subjects will participste initially in a Drief 1-

hr session to become familiar with the physiclogical recording procedures, and to provide
bassiine cardiovescular data. They will compiste self-rating scaies cesigned to messure
mood and slertnass. Vital signs (biood pressure, temparature, pulse) will be recorded.
Recording sensors will be stiached to the chest and arm to Measure the
slectrocardiogram (ECG), heart rata, blaod prassure, respirstion, and oxygen saturation.
Measures will be taken savers! timaes 10 allow the subject to become familiar with the
recording procedurss. Subjects with biood pressure or ECG irreguisrities wilt not be .

continuad in the study.

Subjects wik then be assigned at random to either a shem sxposure group {30
man), or & magnetic fisld exposure group (30 men). Individual ditfarences in haert rate

will be equally rapresented In sach group. Each subjact will come to MIUI for a morning
T {8 am to 12:30 pm) sxposure test session. They will be instructad 10 oat balenced mesis

and to not drink aicohol for 24 hours betora the session. After collection of seif-report
and vital sign data, the physiological recording sensors will be attached 3s in the
tamillarization session. The subject will then sit reading in the exposure facility for three
hours. For subjects in the sham sxposed group, the magnetic fleid will not be turned on
during this period. For subjects in the fieid-sxposed group, exposwurs 10 the megnetic
tisid will be intermittent. Exposurs will comprise sitenating 45-minute “field-an® and
*flekd-off™ periods. During "fleid-on” periods, the magnetic flisid will cycie on and off
every 15 seconds. During "field-otf’ periods, the ganerating equipment will not be turned
on. Magnetic field strength will be 200 mG. The study will be performed double blind,
and physiclogicsl mossures will ba obtained st multiple matched points throughout sham

and field exposure. ‘

The fisid exposure conditiona in this study are the sama as thoss appraved for uci
in our previous studies. The physiological recording proceduras have siso been approved
for use in previous studies end presem no risk to human subjects.

1022025
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DOR 1131-08
VOLURTEER EXCLUSION CRITERIMA

EXCLUDE VOLUNTEERS!
* IF THRY ARK NOT 18 TO 25 YRS OF AGZK.
+ IPF THRY ARK NOT MALR.
! s IP THEY WORK NIGHTS (AFTER 10 PN).
¢ LOOK UP ANY PRESCRIBED MEDICATION IN PDR, CHECKX WITH PI.
&« IP THERY HAVE TAKEN NEDICATION REGULARLY IX THE LAST §: NONTAS.
* CHECK CHRONIC HEALTH PROBLEMS WITR PI.
. * IPF THEY BAD BRAIN SEIZURES OR ATTACKS.
* IF THEY HAVE HEART OR BLOOD PRESSURE PROBLENS.

1022026



___ 88/24/93 14:18

INTERCOM INSTRUCTIONS
CARDIAC MEASUREMENT TASK

HiI (SURJECT NAMEL. CAN YOU HEAR ME OK? GOOD.

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

KEEP YOU BACK FLAT AGAINST THE CHAIR AND YQUR FEET
STRAIGHT QUT 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 (MONITOR/CORRECT
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.

DURING 30-SEC BREAK

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

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

1022021
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Index finger

Ring finger
Upper right chest
Upper left chest
Left clavicle
Right clavicle-

Left lower chest

EUNCTION
HR

Finger pulse
ECC 11
Respiration

LEAD SELECTOR PREAMP
ne 05V/mm

nc 2V/mm
10-11 .lmV/mm

nc .Smv/mm

Skin Conductance  5-6 imv/mm

ECA I
ECG I

10-9 .lmV/mm
9-i1 .1mV/mm

nc SV/mm
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Notice:

received for this proposed work from the ORNL Human

etler from the chairman). Paperwork i3 now submitted to

Preliminary approval has been
documentation will be forwarded to

Subjects Commitice (sce atiached |
the committee for final approval, and the approval

contracting as soon &s it is received.

A W i T

.2

)

BTN ) D

DARERQuA ¥ X 2
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MRIBE: 1IBFAX

MIDWEST RESEARCH INSTITUTE
425 Volker Boulevard, Kansas City, Missouri 64110-2299

Telephone (816) 753-7600

Date 30 .. 93 FAX (816) 753-8420
|8

To HArorp (Hppk - Dos

From _ H . D. Qo &R/ o2 2H|— -

Overhead #, or Project, Task + Sub-Task

This transmission consists of = pages (including cover)
Receiving Facsimile Telephone Number fé/ 2z ) S7 ‘\l — (?2 ’?5

~

Verification Telephone Number

MRI Facsimile Machine: RAPICOM 610  (816) 753-8420 GROUPIII
MRI Verification: (816) 753-7600 Ext. 361

MESSAGE:

L'W«,
~.» QY
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./é DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

National Institutes of Health
Bethesda, Maryland 20892

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

april 30, 1991

John McKelvey

President and Chief Executive Officer
Midwest Research Institute

425 Volker Boulevard

Kansas City, Missouri 64110

Re: Assurance #M-1051
Dear Dr. McKelvey:

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 with the

requirements for the protection of human subjects (45 CFR 46).

Your new Assurance will become effective on July 1, 1991, and
retains the same identification number of M-1051. The approval
period is for five years. Therefore, it will expire on June 30,
1996, and a new Assurance is to be negotiated with the Office 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 with 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 the procedures that
will be used by your institution to protect human subjects.

Among the most important elements of the 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 with human subject
research.

1022031
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Page 2 - John McKelvey

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 T can be of further help, please contact me.
Sincerely,

57,

M
Katherine Duncan, M.D.
Adjunct Medical Officer
Division of Human Subject

Protections, OPRR, OD

Enclosures

KD/nz
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JRANSMITIAL ) [l [ EXPEDITE * % % % %
W77 // _ 'ROPOSED MMES PROCUREMENT

xn

ASSIGNED- SPE T
o ‘ QENEAAL SERVICES ADMINISTRATION | EXPIRATION O nfvyz?’
b,’/ Y 72 | z 7( G2

THE ATTACHED ADVANCE NOTIFICATION DESCRIBES A PROPOSED MMES PROCUREMENT AND HAS BEEN -
SUBMITTED FOR DOE‘'S CONTRACTUAL AND PROGRAMMATIC REVIEW. PLEASE REVIEW THE ATTACHED DOCUMENT
AND INDICATE YOUR CONCURRENCE WITH THE PROPOSED SUBCONTRACT ACTION. {F YOU DO NOT CONCUR IN THIS
ACTION, PLEASE INDICATE YOUR COMMENTS IN THE SPACE PROVIDED BELOW. SINCE THE CONTRACTOR WILL
INITIATE THE PROPOSED SUBCONTRACT ACTION WITHIN TEN DAYS UNLESS ORO RESPONDS WITH NEGATIVE
COMMENTS, IT IS IMPERATIVE THAT YOU PROMPTLY REVIEW THE DOCUMENT AND RETURN IT TO THE ORO
PROCUREMENT AND CONTRACTS DIVISION.

RG] -7
e 4415 1= [-Urfy

y
DESCRIPTION OF ACTION -
. 270, or2
_ - C ) )
M‘M&Mﬁ@ Gl L Hodial
Sa/leo—
—— ADDRESSEE DIVISION —_CONCURRENCE DATE

Ml S Crms Procuc
Sibee  Mered( e e -

RETURN TO: AD-421 ORO PROCUREMENT AND CONTRACTS DIVISION

“COMMENTS: y
deale ot pesee~& o

A s {-’; (a«'¢4~¢j ? Doc? Ov La~ 7 Tesed 3

', H»:ﬁ‘.q- <

L4

S ——— e
DISTRIBUTION: BLUE ~ FILE IF NONCONCURRENCE, CO SIGNATURE

CANARY — MMES
PINK = CLEAK 2
WHITE = CLERK )

UCN-18493 8 3.00) i 0 2 2 U 3 3
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- mMarTin marreTTa [

E BOX 2002
ARTIN MARIETTA ENERGY SYSTEMS, INC. FOST FTOEBOXIE 1o

PADG 19" 1988
Mr. W. A. Mynatt, Chicf

Acquisitions Branch

Dcpartment of Encrgy

Oak Ridge Operations Office

Post Office Box 2001
Qak Rldge, Tennessee 37830-8501

e

i

Dear Mr. Mynat:

g

i
i

Advance Notlfication of Unusual Procuremeny

Martin Marleua Epergy Systems, Inc. (Encrgy Sysicms), proposcs to calcr into a cost, reimburscmeni-type subcontract
with Midwest Rescarch Institute, Kansas City, Missourl, 10 perform rescarch in "Physioiogical Responscs of Electric and
Magnelic Ficlds in Humans.® This is work cavered by DOILE Regulations a1 10CFR 745 and DOB Order 1300.3.

The anticipated lotal estimated cost, including fixed fee, Is $370,000.

Encrgy Sysiems does Dot plan 1o scck competitive offers on this requircment. ' We have attached the noncompetitive
justification ang approval from the ORAU / ORNL Commiitee on Jluman Studies. We have slso attached Midwest's
Assurance of Compliance with ITT1S Rcgulations for Protcction of Human Rescarch Subjects and their Centification and
Voluntecrs' Informicd Consent and supporting documents.

Sponsoring Division,

Plant and Business Uniu Encrgy Division, ORNL
Requisition and B & R Numbers: SN602 AK 0400000
ORNL Technical Representative: Paul C. Gailey (574-0419)
DOER Technical Contact ITarold Clark (576-0823)

This subcontract will nat be approved until we have recelved approval of the Research on Ifuman Subjects.

If you hsve any qucstions or require further information, please contact me or Shannon Bridges, the subcontract
administrator, al 576-1426.

Sincerely,

X. 2. (,.Jat)-, ’?Q,

R. L. Watcrs, Jr., Manager
Saciocconomic and Administrative
Support Programs

RLW:SEBrlages:ric
Attachments: As staled

c: File - RFP No. SN602-85 - RC

1022034
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~ “JUSTIFICATION FOR SOLE SOURCE OR RESTRICTED. COMPETITION PROCUREMENT

Complete and submit this form with the purchase requisition or Form UCN-1127 when lotal esiimated cost lu $8,000 or more. This form is not required
when gstimate i2 loas than $6,000: however, you must show "no sub” on 1he requisition and provide an request sufficlent information to enabie the buyer
1o verify tha! 1hare is no acceptable allernate. Sole source will often delay an award rather than speed an award.

A.  Requisiton No. of Form UCN-1127 No. Saleaz Plant X-10

I work for athers and over $1,000,000, atlach ORO Work for Others Review Commitiee Propesel information Form OR F4300.

B. CheckOne: (X] Sole Source Spacific Vendoris_Midwest Research Institute
[0 Ne substton (Must be manufaciurer's product specified from any vendor.)
D Restricted Compelition (Qive reasons for restriction and list sources below.)

Estimatod Total Cost: $ 370;0004
Biiet description of supplies or services: _PNYSi0l0gical Studies on responses to electric and magnetic fields
in _human,

Jugtfication: Roasons given must be faciual; persona prefersnce (s not sufficient. Auach additional pagee It neccssary.

A.  Siate why you have saiected this source or this manutacturer's product o restricted competition. dentify any unique minimum requirements which only
this sourod can supply and describe why they are Imponant 1o your work. Deacribe background investigations, roviows, literature searches, and/or
markel surveys done by you, your associaies, Purchasing, elc. Idenllly other sources considered and why they were rejectod.

Ploass ampliity on any of the following elements which are appiicable 10 your selecUon of this source: (1) Exclusive capsbllity; (2) Prior experience; (3)
Faciiltios and equipment; (4) Schedule requikements; (3) Excess costs; (8) Other qualifications.

B. I souroe selected I8 an educational ingttion, describe how 1he institution was selecied from among other universities.

C. Outline the procursmant hislory of this requirement, if any. DO you .expect tollow-on wole source? [J YES XI NO It yes, dascribe. Buysr mey
contact you 10 discuss options.

{{dwest Research Institute has conducted studies of physiological responses to electric and
iagnetic fields in humans for several years. These studies have been sponsored by the
lactric Power Research Institute and the U.S. Department of Energy. The exposure facility
‘or this research produces uniform, low intensity fields over a large area and has been
1xtensively characterized by the ORNL EMF quality assurance team and researchers from the -U.S.
lational Institute of Standards and Technology. This exposure facility at Midwest Research
[nstitute is the only controlled, whole-body human exposure facility in the United States.

fask 1 of the proposed subcontract involves analysis of data collected by Midwest Research
[nstitute under a previous grant from the U.S. Department of Energy. The research team has
~eady access to all the data and is familiar with the details of this work. They are
therefore in the best position to analyze the data quickly and cost-effectively.

fasks 2 and 3 of this project involve new experiments which require the use of the whole-body
IMF exposure system described above. This facility is the only one of its kind in the United
states. Construction of such a facility is very expensive and characterization and
serification of the fields in the system requires an extended period of measurements and
testing. Because the proposed subcontract does not include funds for design, construction,
and characterization of a new faciltiy, Midwest Research Institute is the only organization
capable of meeting the subcontract requirements.

ol @W....M S€ A)/-?)Lw os3fss W B aille z’//?/@

TREPARED BY: NAME BUILOING MAILGTOP — JPHONE TOATE .
Paul Gailey 32885 3147 ' 6070 4-0419 6/9/93

(PPROVED BY: MEAD OF HIGHER AUTHO GIVIBION DATE
AR. Bt~

6. €. Courville Energy 15
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ORAU/ORNL COMMITTEE ON HUMAN STUDIES

TO: Dr. Paul Galley
PROM: Or. William /Chairman, Commitice on Humen Studies
RE: COMMITTER ACTION ON YOUR PROPOSAL

" DATE: Juns 25, 1993

Your propussl, "Effects of Biocuic and Magnstic Fisids ob Humans® bas bun reviowed
approved at our last meetlng Juas 25, 1993 without changes. o

Progress reports on all eotive prujucta are requasted during our fall and
bo noufied of our next musung o be beld In the fall l”;.‘ spring mestings. You will

mvr
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ASSURANCE OF COMPLIANCE WITH
HHS REGULATIONS FOR THE PROTECTION
OF HUMAN RESEARCH SUBJECTS

April 18, 1991

Midwest Research Institute
425 Volker Boulevard
Kansas City, Missouri 64110

1022031
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Institutional Endorsement and HHS Approval

Authorized Institutiomal Official
y & JE e
Signature: 7 81 -7 Date:

%)%

8/18/9N

Name: —dehn McKelvey ~
Title: ~President & Chief Executive Officer
Address: _Midwgatl Research Institute

Phone:  _B16/753-7600. Extengion 203

Primary Contact (Indicate if sawme)
Signature: Date:
Name: ~Same g3 above
Title:
Address:
Phone:

HHS Recommending Official

Signature: ' Date: _Z/3¢2/2/
Name: \ . 7/
Title: r

S 7 v —

—Bsthasda, MD 20892
Phone: =301} 436-7005

Effective Date of Assurance 7/ 1[5/
Expiration Date of Assurance _ﬁy_i 4

Date: ﬁ‘/ 7/

:wmtun: -_“,. - A
t .. J.07 ~
Title: ﬁ . hiect-Protections
ice for Protection from Research
—Bisks, OER

ii
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MIDWEST RESEARCH INSTITUTE

Assurance of Compliance with HHS Regulations for
Protection of Human Research Subjects

Midwest Research Institute, hereinafter referred to as
"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 CFR 46, as amended)
as specified below.

Institutional Endorsement and HHS Approval i1
I. Statement of Applicability, Principles, and General
: Policies 1
II. Implementation . 6
III. Addendum - March 28, 1986 , , 24
IV. Addendum - April 18, 1991 26
Exhibit A - The Belmont Report 28
Exhibit B ~ Title 45, Code of Federal Regulations, Part 46
Protection of Human Subjects 37
- Clarification: Emergency Medical Care
OPRR Report Number 91-01 56
Exhibit C - Form 441, Alcohol, Drug Abuse, and Mental Health
Administration 60
Exhibit D - Quarterly Surveillance Form 63

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

The original document defining this institution's Multiple
Projects Assurance was approved on July 1, 1982. The documeént
was revised as indicated in Section III and reapproved on July 1,
1986. Current changes in institutional policies and procedures
are addressed in Section IV. A revised membership list of the
Midwest Research Institute Human Subjects Committee is provided
in Exhibit E.

Changes sumnarized in the addenda of March 28, 1986, and

April 18, 1991, are noted in the margins of the text by an
asterisk (*).

10622039
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MIDWEST RESE.ARCH INSTITUTE
425 Volker Boutevard

Kansas City. Missouri 84110

Telaphore (816) 753-7600

Tolofax (816} 753-8420

June 21, 1993

Paul Gailey

Oak Ridge National Laboratory
P.O. Box 2008, MS 6070
Oak Ridge, TN 37831

Subject: MRIi Proposal "Effects of Elactric and Magnetic Fields on Humans

Dear Mr. Galley:

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

MIDWEST RESEARCH INSTITUTE

Robert Daonaldson, Director,
Contracts and Facilities Services

RD:mw

Enclosure

1022040
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MIDWEST RESEARCH INSTITUTE
INTEROFFICE MEMORANDUM

June 18, 1993
TO: Bob Donaldson

FROM: Gene Podrebarac
Chairman, MRI Human Subjects Committee

SUBJECT: MRI Project No. RA-111
Neurobehavioral Effects of EMF Exposures

LR IR I B0 BY BN O B BE B R BN OBE AR BE BN R BN AR BN B % B

TASK 1: Effects of EMF Exposure on Cardiovascular Functions

TASK 2: Magnetic Field Exposure Effects on EEG Measurer of Human Sensory and
Cognitive Functions

The above proposed studies are an extension of studies previously approved by the
Committee. The new studies will use previously approved procedures at exposure levels the
same as presently used. The Committee was sent the .appropriate background information,
satement 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.

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

Please call me if you have any questions.

MRI HSC Assurance Identification No: M1051
IRB Identification No. 01

sugené G.

Chairman, HSC

CC:. Dr. Charles Graham
RA-111 File

102204
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v T —

‘ i = : — QTHER i
- OEPARTMENT OF HEALTH AND HUMAN SERVICES "Borant _ CONTRAGT  -FELLOW - QTne ﬁ
' : R uew . Comgeung . Moacgmpanag  —. SuRolemerty t

PROTECTION OF HUMAN SUBJECTS SN UCYETION canTinusTIon
ASSURANCE/CERTIFICATION/DECLARATION

X SAIGINAL - FOLLOWUP  — EXEMPTION
iprewauly undesgrsted?

(,wmunon BENTIFICATION NG. 1if angwar {

]

£
POLICY: A -agearch atzivity nvalving human subjects that rs ot exempr from HHS raquistigns ey not S wnced Jniess an inaditee !

sional Asvisw Goard (1AB) has ~enewsd and a0orovee the aciivity m LOrDINCE with Saction 474 of the Puolic Health Survice Ace & 1
wmptemantad oy Tite €5, Part 46-of the Code of Fuders! Regulariuns (45 CFA 45-4¢ ravised). The sppiicant :nstitytion must juorm't L
caruvicarion of I1R8 aopraval to HHS unless the apolicant rastitulion has designated 3 sa8ciic rxampan unger Section 46.101(8) whicp ]

spplins (0 the proposmd reseaccn actviey. (rsuiwtions with an assurance of compiiance on fiie with HHS which covars the orooased :

acervity shouid cuomit cartification o |AB reviaw end 20proval witn vach dppiicstion. in sxcaptional ceses. certification may ne |

| accaptsd up o 60 days after the *eceiol 3re far wiich ohe soplication 15 submited. (o tha case af nstiunons which da not hsve an !
2urence of compiisnce ar lile with HHS cavering the groposed Jeuvity, cerutication ar IR review and approval must B8 svomitisc i

within 30 days of the receiot of 3 written request from #MS for cartificaiion. Q

| 1. TITLE OF APPLICATION OR ACTIVITY !

Effects of BMF Exposure on Humans s

2 PRANCIPAL INVESTIQATOR PRCGRAM OIRECTOR, OR FELLCW
Dr. Charles Graham

3. 00D AND DAUG ADMINIZTRATION REQUIRED INFLRMATION 540 rovana side)
4. KHE ASIURANCE ITATUS

B TR T tion Ags AN approved §SBUrdnce Of COMDiiences on 119 il MHE w1 .ch SOvars ThiS dCTivity,

M1051 01

Assyrancs osatificstion nymoer

IRB dynrdicanon numbder

- -
- NO amwrancs of coe which i93 (O TS ScTiwiv Nab bien getadished Ath HME. cut e 3000CANE IIELIV1ONA Wil OrOVIOR Wwritten auyuTance of
oM IBNCY AT Certification ot 1RB revigw and POIOVA! A dECOVdancs with 45 CER 48 ypon mauest,

§. CEATIFICATION GF 1AB REVIEW OR DECLARATION OF SEXEMPTION

—
o Thit sctiviey ham DetN Isnewed $n3 100vGvEd by 40 LR N ICCOrdante with (8 recwsremanrs of 88 CFA 46, cwding .1p relevant Sutioerts. T2 carntne
CIUON Wihuls, Amen aDOHCED, renuSMANTS (O 8clitying FOA L(BTUL 10T €ICH (PVRILIGEtIONN New GAIG ar Sevice. {8oe reverss 300 Qf AU torm.

une 18, 1993 Cuwof 1R review tna sporovar, (/f scproval is pending, woite "dendseg.” Fo/lOwUD GRruficaNOn & IQVICed.
Imonah/say /veeri

— Funl Board Revaew — Eapeding Revew

— .
— DAY 2CUVITY CONIMAE MUILOIe GrO16E:s, 10Me &l WhiCh Nave ot Deen reviewed. The 1RE Nes GeanTed JDOTOVII ON CONTILIGA 1IN 81 3 O(EaIT GOvared 3
48 CFA 48 w1l Do reviewad and s0270ved DR(OrS They asd 1NIVAEd and (MBL SORTOONATE U thE CAFUHTANGA (Farm 4HS 5981 snli DS RSN,

— MUMEN WDIICIE 310 AVOIVED, UL 13 ACTvity Quatiiing fo7 exampron WNEr 48,101 (D) in accaraance wih Batagrach
of axamotion in A& 101(8L, 1 trroven 5, Mat (RS AIIIVTON did NOT Saigrale TNAL IXBMO UGN 3N Ihe DD ICETIGA,

1ins®rt Daragraon rumper . .

o

8. Each official signing below cartifies that the informatian providad on this form is correat and that sach institution .
assumes responsibility for assuring required future reviews, approvals, and submissions af certification. '

! APPLICANT INSTITUTION ! COQPERATING INSTITUTION

NAME, A0DAREIE. ANGQ TELEPHONE NO, ’ | NAME. ADOREES, AND TELEPHONR NO.
Midwest Research Institute. ‘

425 Volker Boulevard
Kansas City, !D 64110

|

NAME AND TITLE OF OFSICIAL ‘arincar trpes | NAME AND T TLL 9F GFFICIAL (prar or U726)
Robert Donaldson, Director ;
Contracts and Facilities Services j
—, "
! SIGNATURE O REFICIAL LISTED ABOVE ‘#nd Jem) J SIGNATURE OF OFFICIAL WISTED 2RDVE /and datei B

1

HHE 896 (Awv. 1/03) : (41 40GitioNa! sDBCH & NarcEd, DIBEsS USE (VRIS tido under “Notes s
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3. 250 AND DRUG 3DMINISTAATION REQUIRED INFORMATION /from *roat :ide:

raing 13 35 CFR 48,721, f 3n 200hcation s modn 10 WHS wau FAG CI1HITINGA NG AVOIVIAG uel SF 3N AUGITIGIT:ONAI "aw 21y]
GOM - RTOMRLGA -t reTuIrEd. 1N ADiL0N, acterding to 21 CFAR 3T2.11ait21, 30 savi mut! nimie Detwesn Sars 2’ recwmgt gv BT ¢
-1B7Y 18G v 3T e cruy. wniews 1B 30 dav Qeiev cer'nd s wivad Bv 2DA, ‘

38 NYESTICATICNAL NEW SRAUG EXEVPTIQN 117 more inen one .3 Averved. \isr emars Jetaw unoer NOTES).
BPCNBIA “(AMIL

SHL 3 NaE

DATE 2R ENO OF 30.0AY EXTIRATION OR WAIVER | MUMBER 55LED

Jb, INVESTIGATIONAL DEVICE EXEMPTION.
BPONIOVA NAME

SUVCE VaANE

Uniess aotifieq othervise oy FDA, ynoer 21 CFR 812215 i) 4 100050r is cedrred 10 nave 3r aooroven IDE fr 11) ne i28 hag
agread with the icansor that the gevice ¢ 2 nonsignificant ask Cevice,and (2} tha IRB 12y acoroved 'ne study. iCI6CX 90011C35:9 20 4./

T The IRD agraes with the sponsor that shis device is a nonsignificant risk devics,
QR
— 00 |DE spolication was submitten to FOA on fdace . Nymber issved .. ‘

NOTES.

HM§ 358 LRev, 132} 3ACK
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PROJECT NO. 1111-05
VOLUNTEERS' INFORMED CONSENT

t, residing at

hereby acknowiedge and certify to the following:

1. 1 hereby volunteer and consent to be a subject In a research study sponsored
by the Departmant of Energy and directed at Midwest Research Institute (MRI), by Dr.
Charles Graham and Mr. Harvey O. Cohen. | understand this study will determine if
axposure 10 magnetic flelds at levelzs (200 mG) found in the home and workplace has any
effect on human physiology and performance. | understand there are no known health
risks assoclated with the brisf periods of expasure | may experience.

| understand my participation will invalve coming to MRI for 8 brief familiarization
sasslon, and then for an ali-morning exposure test session. The familiarization session
will lagt about an hour. | will complete various questionnairas, have recording sensors
attached to my chest and arm 10 measurs physlological activity (heart rate, blood
pressure, respiration, etc.l, and | will practice the proceduras for taking these measures
saveral times. ! undarstand these procedures and measures are not painful ar hazardous
to my heaith.

| will then come to MRI for sn axposure tast session [asting from 8 am w about
12:30 pm. | am aware that this study includes a comparison graup that willl not be
exposed to tha magnetic fields, and that during my test session the flelds may or.may
not be turned on. On arrival at the lab, | will complets the questionnaires and have the
recarding sensors artached as in the famillarization sassion. | will then remain seated In
the exposure facility for the rast of the moming (reading material will be provided). At
intervals, the measures | practiced earlier will be taken.

| agree to not use alcohol for 24 hours prior 10 the test session. | know this is a
basic research study not designad to benefit me personally, and that | will recelve a total
of $50.00 for my participation If | complete all study reguirements; if not, | will be paid

~ 85.00 for each hour of scheduled participation.

2. | have been given, in my opinion, an adequate explanation of the nature,
duration, and purposs of the experiment, the means by which the experiment will be"
conducted, and any possible inconvenience, hazards, discomfort, risks, and advarse
etfects on my heaith which ¢ould result from my participation,

oW ER
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3. | undersiand my guestions concerning procedures which affact me will be
answared fully and promptly by either Dr, Charles Graham, Principal nvestigator, or by
Or. Eugens Padrabarac, Chairman of the MRl Human Subjects Committes, which
raviewed and approved this study {816/753-7600).

4. | understand that | hava the right to withdraw my consent 8nd to discontinue
participation in this experiment at any time without prejudice regardlass of the status of
the experiment and regardiess of the stfect of such withdrawal on the objectives and
results of the experiment; and | also understand that my participation in the exparimant
may be tarminated at any time by the investigator in charge of the project.

5. | agres that any information obtained from ma, by MRI, or its authorized
representatives, in connaction with this study may be uilized by MRI in publications and
raports without identifylng me.

6. | hersby certify that the medical-history information that | provide to MRI s
complete and correct to the best of my knowledge, and that | have Informed MRI staff of
all serious er chronic medical problems that | now have or have had.

7. 1t 1 am injured as a result of participation in this study, MRI will pay for
immedieta emergancy medical treatment. Bayond its emergancy care payment, it is
MRI‘s pollcy to pay for only those casts for which MRI s legally responsible.

8. My ageis : The date of my birth is 19

{ am executing this Volunteer’'s Consent as my free act and deed.

Today’s date Is .19

Executed In the prasance of sach other

Signature of Volunieer

~ Signature of Experimentar

1022045
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Accepted; ID
DOE 1311-05%
SCREENING INFORMATION

Interviever: Dats:

Nana: Phone: (H) (W)
Address:

*Age: (18-35) ___ Sex:_ _ Birthdate: Height:

Weight: Educatiocnal level/Mador

Source:

Have you participated in research studies before? No Yax
(deacrinae) _—

Do you work nights? NO _ Yen?
{dascribae)

In the last six months, have you taken any medication regqularly?
No Yag* (describe)

Do you now take any medication? No Yaak
{desaribe)

Do you amoke cigarettes or uae tobacco? No __ Yes
(describe)

Ars you on any type of spaclal diet? No Yes
{desoribe)

Do you have any chronic health problems? No Yanw
(describe)

Hae a doctor ever told you that you had any problem with your heart
or blocd pressure? No Yes* (describe)

auy ENR

et e,

1022040
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?"—uz.,;“av. YOu ever had surgery? _ No ___ Yes
“(describe)

Have you ever had any kind of head injury which made you unconsclous,

even for a faew &econda? No Yes (describe)
Have you sver had any seizures or attacks? No Yegw
(describe)
Do you have any allergies? No Yes (describe)
In the last 3 months, have you been sick at all? _No Yes
i {(describe) :

‘Not even a cold or the stomach flu or somethlnq like that? No -

At

Yes (describe) Bed? _ _ How long?

Since this study runs only ih the morning, is any particular morning bettar
-than another for you?

Do you have any questiong?

OK, good. I'll get back in touch with you a=s scon as we have reviewed
this information and worked ocut a schedule. When is a good
time to call you back?

Raviewed by: on ___Accept ___Reject

,  #possible reason for exclusion froa participation; I¥ DOES NOT MEET
CRITRRIA, INFORM VOLUNTEER OF THAT FACT, ASK IF NAME SHOULD BE KEPT
ON LIST FOR STUDIES WHICH DO NOT REQUIRE THE PARTICULAR RESTRICTION;
DO NOT CONTINUE WITH SCREENING .

622041
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ALCOHOL, DRUG ABUSE, AND MENTAL HEALTH ADMINISTRATION
PROTECTION OF HUMAN SUBJECTS - '

PROJECT TITLE: FURTHER STUDIES OF 60-HZ EXPOSURE EFFECTS ON HUMAN PROJECT
FUNCTION NO.
RA-111

Describe the charscteristics of the group(s) o be used: (i addivonal spece. l: neodsd
for an ftem, use » separate sheet)
{s} Sex. race or ethnic group, sgs. renge, aic.

Men between the agas of 18 and 3§

CHARACTERISTICS | (b} Affiistion of subjects. s.g., insthulions, haspitals. gonsrsi public, ete.
OF GROUP(S): Local colleges, univergites, ressarch institutes, general public

{c) Subjects’ gsnersl stete of hesith (mental and physicel}
No physical or mentat disease, nongmoker

it humen subjscts are either chiidran, mentally iIncompstent, or legally restricted groups,
give explanstion s to:
{s) The necsssity for using thess particular groups

N/A

SPECIAL GROUPS: bl Why adult “nofmai” groups cannot bs used (apecifically}
N/A

What precsutionary messures will be taksn 1o insure the protaction of human subjects
on physical, psychologicel, social, legsl and other issues?
(s) Typs of consent 10 ba obtsined /wnitten or oral)

Oral at time of recruitment. Wrinten abtalned prior to firat seagion.

{bl How and whers will permission be recorded
TYPE OF CONSENT: By principal investigator or designate at MRJ

{c) f subjects are minors or mentally iIncompetam. describe how and by whom
permission will be granted
N/A

What grecautions will be taken 10 safeguerd identitisbie records of individusis? Thess .
questions slso apply If you ars using sacondary scurces of dasta .
{s) Consider the long range uss of dsta /by you end others/

\ndhviduals will not ba identified in project publications and reports,

and consent forms will be destroyed 3 yrs after project completion.

(b} immediats use of date /by you and othars)
CONFIDENTIAUTY AN dats will b number coded:; accass to data with (D Information will be mitsd
OF DATA: 10 project staff.

{c] Dascribe spacific pracedures to be used ta provlde confidendsiity of date
Same a8 {a) and (b) abave.

m;u {formetriy Wi &&1) Continua on reverss alde
10-

Lo
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Describa in detail any physical. psychological, saciat, legal, economio or other risks you '
can {oreses, both Immadiate end long renge:
{s) immudiote risks {
The risks ar¢ minimal. The procedures and exposure conditions have boen l
spproved far uss in previous studies. No known heaith risks are assoctated |
with the brief exposure conditions plannsd. Heert rats changeés seen in
pravious studigs have been within the narmal range.

{51 Long renge:
There are a0 long-term risks associated with the proposed procedures.

(c} Astionala for the necessity of such risks i
: In cuwr previous research, expasure 10 60-Hz magnetic fields was associated {
RISKS TO with changes in heart rate. In this study wae will determine if exposure also
SUBJECTS: - induces changes in ather impartant cardiovascular parsmetara (e.9,. ECG, blood
pressurel and If some peaple are more responsiva than others.

{4) Altematives thst wars or wil be considered
Studies parformed in the wark environment.

(s) Why sltematives may nat be fessible
inadequate control over sxposure and monitoring conditons.

“Non-Bensficial Research” s defined as research Involving physiclogical and
peychological invastigations of 4 person, his body or surraundings, which ls devoid ot
therapsutic purposs to that person. If you pisn o conduot this type of reseerch and
fwel that there are no cthee methods avedable for obtaining the informetion needed,
please describe:

(sl What othsr mathods wers or will be sxplored
Ses (d) and (e) above.

NON-BENEFICIAL
RESEARCH: (b} The extent of the risks /Describe in detadl any physical, psychological, soclsl, legal
snd other risks you can foresee, both immediste end long rangel
The sisks are minimal.
(c) Thae importance of the knowisdge gained.
Tha public is continuausly exposed to 60-Hz magnatic fields in the home and
workplace. (1 ig important 10 determine if such exposure has effects on the
cargiovascular system, and if Individuals differ in thalr responss 10 exposura.
dl Why you fse! the value of the information 10 be gained outweighs the riaks.
The risks are minimal compared to the importancs of identfying potentisi rigks
in the large population,
ADDITIONAL COMMENTS:
Signature Date
ADR 443 (10-73)

10220479
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TEL-SCRIPT FOR DOE SUBJECTS

Thanks for calling. Let me tell you about the study we are
doing. This study is funded by the Dapartment of Energy. Ve
want te find out if physiolegical activity like heart rate, bloced
pressure and respiration is affected by exposure to magnetic
fields aimilar to these you would find in your home or at work.

To be in the gtudy you need to be able to come to MRI for a
morning sessaion lasting from 8 am to about 123:30 pm. Ws ask that
you not usa alcohol for 24 hours prior to the sesggion. On
arrival at the lab, you will complete some questionnaires and
havae recording sensors attached to your chest and hand. You will
rapain geated in the facility all morning, and at different times
we will agk you to sit quiatly with your eyas closed so that wa
can racord sope phyeioclogical measures. When we are not taking
.measurements, you are free to sit gquietly and raad.

Not all people will be axposed to tha fields in this atudy; for-
those who are axposed thers are no known health risks associated
with the brief pariods of exposure we will be using.

Probably the major benefit, aside from beind in an intereatinq
study, is that you will be paid for your participation. You will
receiva $ 50.00 for completing the session.

! " Do you have any questions?
} [answer guestions)

Would you like to participate in this study?

[ IFE_NO - 0K, I can underatand that (rephrase reason), We

! sonetines have studies which do not invelve ; would you like
me to keep you on the list so that wve can call yocu if a study
like that comes up?

IF YES - good. I need to ask you a few questions to make sure
you maeet all the critaria for the study. Do you have a few nore
minutes now? (If not, arrange time for call back).

GO TO SCREENING INPORMATION FORM

1022050
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MIDWEST RESEARCH INSTITUTE

MEN NEEDED
~ FOR
'RESEARCH PROJECT

MEN IN GOOD HEALTH BETWEEN THE AGES OF 18
AND 35 ARE NEEDED FOR A HALF-DAY RESEARCH
STUDY. THE AIM OF THE STUDY IS TO FIND OUT IF
EXPOSURE TO MAGNETIC FIELDS AT LEVELS
COMMONLY FOUND IN THE HOME OR WORKPLACE
HAS ANY SHORT-TERM INFLUENCE ON HEART RATE
OR BLOOD PRESSURE. PARTICIPANTS WILL COME TO
MRI FOR ONE MORNING SESSION LASTING FROM $AM
TO AROUND NOON. |

PAYMENT IS $50.00.

FOR INFORMATION CALL:
753-7600

DON RIFFLE (EXT 341) OR JOE McCLERNON (EXT 674)

1022051
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"FUATHER 8TUDIES OF 60-HZ EXPOSURE EFFECTS ON HUMAN FUNCTION
MRI Project No. RA-111
For

Department of Energy

INTRODUCTION

. Our laboratory studles with human volunteers have repeatedly shown that
exposure to 80-Hz slectric and magnetic fields has an influence on heart rate.
Continuous exposure to the fields slows the heart; Intermittent exposure can rasult in
both speeding and slowing. These effects sppear to be due more to the magnetic field
than 10 the electric fiald. People also seem to differ in their response to exposura, and
wae have found that a person’s rasting heart rate prior to exposure can be a significant
pradictor of haw they will respond when exposed.

The effects found on heart rate may be a raflection of more important effects
occurring elsawhare in the cardiovascular system. We believe it is most important to
Identify the underlying control mechanisms responsible for the cardiac effects we have
geen. The study described hers involves making detailed measurements of
slectrocardlographic activity, bload pressure and respiration during exposure 10 magnetic
fields. The resuits will help us understand how (or iff exposure influsnces the electrical
potentials generated by the heart or the timing of significant events in the heart cycle,
end they will provide preliminary data on the other measures. :

The proposed procedures and exposure conditions are similar to those approved for
use in our previous studies. The research will be performed in the 60-Hz Human
'Exposurs Test Facllity at MRI by staff of the Biobehavioral Sclences Section, headed by
Dr. Mary R. Cook. Dr. Charles Graham and Mr. Harvey D. Cohen will sarve as co-  ~
principal investigators. We request approvsl of the activity plan and congent form for the
. study described below.
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STUDY DESCRIPTION

Human Sublects: Sixty, hesithy young men (aged 18 to 35, no chronic disease or
disabliity, nonsmaoker) wili be racruitad from local colleges, universities, ressarch
institutes and the general public tor paid participation in the study, Written informad
consent wiil be obtained prior to participation.

Experimental Design and Procadures: Subjects will participate initially in a brief 1-

hr session ta hacome familiar with the physiological recarding procedures, and to provide
baseline cardiovascular data. They will complate seif-rating scales designed to measure
mood and alentness. Vital signs (biood pressure, temperature, pulse) will be recorded.
Recording sensors will be attached to the chest and arm ta measure the
slectrocardiogram ([ECG), heart rate, blaod pressure, respiration, and oxygen saturation.
Measures will be taken severs! times 10 alfow tha subject 10 become famlliar with the
recording procedures. Subjects with blood pressure or ECG irregularities will not be -
continuad in the study.

Subjects wiil then be assigned at random to either a sham exposure group (30
men), or a magnetic fleld exposure group {30 menl. Individual differences in heart rate
will be equally represented in each group. Each subjsct will come to MRI for a morning
(8 am to 12:30 pm} exposure test session. They will be instructed to eat balanced meals
and to not drink alcohol for 24 hours before the session. After coilection of self-report
and vital sign data, the physiologlcal recording sensors will be attached as in the
familiarization sassion. The subject wiil then sit reading in the exposure facility for three
hours. For subjects in the shamn exposad group, the magnetic fisid will not be turned on
during this period. For subjects in the fleld-exposed group, exposure 10 the magnetic
field will be Intermittent. Exposure wiil comprise aitenating 45-minute "field-on® and
*fiald-off* periods. During “fleid-on" periods, the magnetic fisid wiil cycle on and off
every 15 seconds. During "field-off’ periods, the generating equipment will not be turned
on. Magnetic fiald strangth will be 200 mG. The study will be performed double btind,
and physiological measures will be obtained at muitiple matched points throughout sham
and fleld expasure.

The field exposurs conditlons in this study are the same as those approved for use
in our previous studiss. The physiological recording procedures have aiso been approved
for use in pravious studies and present no risk to human subjects.
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DOE 111-0S
VOLUNTEER EXCLUSION CRITERIA

EXCLUDE VOLUNTEERS:

]

IF THEY ARE NOT 18 TO 35 YRS OF AGR.

IF THEY ARE NOT MALE.

IF THEY WORK NIGHTS (AFTER 10 PM).

LOOK UP ANY PRESCRIBED XEDICATION IN PDR, CHECK WITH PI.

IF THEY HAVE TAKEN MEDICATION REGULARLY IN THE LAST 6 MONTHS.
CHECK CHRONIC HEALTH PROBLEMS WITH PI.

IF THEY HAD BRAIN SEIZURES OR ATTACKS.

IF THEY HAVE HEART OR BLOOD PRRSSURE PROBLEMS.

10220534
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INTERCOM INSTRUCTIONS
CARDIAC MEASUREMENT TASK

HI (SUBJECT NAME]. CAN YOU HEAR ME OK? GOOD.

WE WILL BE TAKING A BASELNE MEASUREMENT IN THE NEXT FEW
MINUTES. SO GET YOURSELF INTO A RELAXED AND 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 {MONITOR/CORRECT
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,

AFTER 2ND CM3

OK (NAME). EVERYTHING LOOKS FINE. WE GOT A GOOD
RECORDING. YOU CAN READ AND RELAX NOW. I'LL GET BACK TO
YOU IN ABOUT A HALF AN HOUR.
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RA-01115-05
ELECTRODE PLACEMENT and CHANNELS
ELECTRODE NUMBER LOCATION
4 Index finger
5 Ring finger
6 Upper right chest
8 Upper left chest
9 Left clavicle
10 Right clavicle:
11 Left lower chest

CHANNEL BECKMAN  FUNCTION LEAD SELECTOR PREAMP

1 HR nc 05V/mm
2 Finger pulse ne 2V/mm
3 ECG I 10-11 .ImV/mm
4 Respiration ne .Smv/mm
5 Skin Conductance  5-6 Imv/mm
6 ECG I 10-9 .lmV/mm
7 ECG I 9-11 .1mV/mm
8 Marker . nc .SV/mm
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Notice:

Preliminary approval has been received for this proposed work from the ORNL Human
Subjects Commitlee (see attached letter from the chairman). Paperwork is now submitted to
the committee for final approval, and the approval documentation will be forwarded o
contracting as soon as it is received.

1022051



¥8-24,983 14:@7 %%

ASSURANCE OF COMPLIANCE WITH
HHS REGULATIONS FOR THE PROTECTION
OF HUMAN RESEARCH SUBJECTS

April 18, 1991

Midwest Research Institute
425 Volker Boulevard
Kansas Clty, Missouri 64110

1022658
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Institutional Endorsement and HHS Approval

Authorized Institutiomal Official

Signature: < ’%’;//‘ %7 __ Date:
Name: ~Jehn McKelvey ~ 7 —
Title: —President ¢ Chief Executive Officer
Address: _Midwest Research institute
: 325 Yolker Boulevard :
~Kansas City, Miszouci 68110
Phone: ' _816/733-7600. Extenslon 203
Primary Contact (Indicate if same)

Signature: , Date:
Nama: —2ame 33 above
Title:

Address:

Phone:
HHS Recommending Official

g Kot foene e
Name:
Title:  —Adiunct Wedica) OFfice
Address: _HIH, OPRR - 9000 Rockville PYks
~81dg,_21, Room 5839
—Bsthesda, MD _ 20892
Phone: —t301) 496-7005
Effective Date of Assurance ’5’4/5?’

Exptration Date of Assurance __‘A?_qfﬁ' é

Stgnature:
Name:
Title:

ii

1022059
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MIDWEST RESEARCH INSTITUTE

Assurance of Compliance with HHS Regulations for
Protection of Human Research Subjects

Midwest Research Institute, hereinafter referred to as
"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 CFR 46, as amended)
as specified below.

Institutional Endorsement and HHS Approval i1

I. Statement of Applicability, Principles, and General
Policies 1
II. Implenmentation v N 6
1II. Addendum - March 28, 1986 ) , 24
IV. Addendum - April 18, 1991 : 26
Exhibit A ~ The Belmont Report 28
Exhibit B ~ Title 45, Code of Federal Regulations, Part 46
Protection of Human Subjects 37
~ Clarification: Emergency Medical Care
OPRR Report Number 91-01 56
Exhibit C -~ Form 441, Alcohol, Drug Abusa, and Mental Health |
Administration 60
Exhibit D - Quarterly Surveillance Form : 63
Exhibit E - Membership of the Midwest Research Institute

Human Subjects Committee 65

The original document defining this institution's Multiple
Projects Assurance was approved on July 1, 1982. The documént
was revised as indicated in Section III and reapproved on July 1,
1986. Current changes in institutional policies and procedures
are addressed in Saection IV. A revised membership list of. the
Midwest Research Institute Human Subjects Committee is provided
in Exhibit E.

Changes summarized in the addenda of March 28, 1986, and
April 18, 1991, are noted in the margins of the text by an
asterisk (v).

MAQAZITIEC J 82?2{)6{} i
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INTEROFFICE MEMORANRDUM

Date: 19~Aug=-1993 04:13pn
Prom: M J Harrle
M Harris@8=MJ@4=pROC
Dept: Town
Tel No:
TOt Steve Morrell ( MORRELLSWEA1@ADM )
TO: Karen Edwards ( EDWARDSKCEA1@ADM )
TO: Shirley Vogel ( VOGELSCOALEADN )

A e B

Bubject: RESEARCH ON HUMAN SUBJECTS

Karen: Shirley vogel asked me to send this to you. It’s a draft
procurement procedura dealing with pubcontracts involving
research on human subjecte. This topic is covered by DOR Order
1300.3, which now needs to be actlivated (if that’s the term).

Shirley and Steve: Thig is the draft that I mentioned this
morning. It was put togather hastily, but I thought that it was
about ready to go. Then our contact at the Lab sent me the DOE
Handbook, which in the brief time that I‘ve had to look at {t
seems to require a whole lot more than the rags or the Oxder.

You'll see in the very rough "Procedure" saection toward the end
P that <there’s a lot that needs to be clarified with the Lab
3 people.

SnIEI

PROCUREMENTS INVOLVING RESEARCH ON HUMAN SUBJECTS

4.16=1, PURPOIE

This chapter establishes procedures applicable tO procurements
involving research on human subjects,.

4.16-2. REFERENCES

(a) DOE Regulation 10 CFR 745, "“Protection of Human
Subjects."

(b) DOE Order 1300.3, "Policy on the Protection of Human
Subjects."

{c) DOE Handbook, YProtacting Human Research Subjects at
the Department of BEnergy."

4.16=3, APPLICABILITX
(a)__General. This chapter appliea to procuremants of

R

10220061
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research on "human subjects.” The term human subject is defined

in 10 CFR 745.102 as "a living individual®™ about whom a

researcher obtains elther tdata through intarvention or
y interaction" or "identifiable private information."

(1) m™Intervention” means physical proceduras (e.g.,
medical tests) and also manipulation of the individual or the
individual’s environment. "Interaction" includes written or oral
connpunications.

{2) "Private information* is information that an individual
can reasonably expect (i) ig not being observed or recorded or
(11) will not be made public (e.g., a medical record). Private
information is "identifisble" when the identity of the subject is
or may be readily ascertained by the researcher or assocliated
§ i with the private information.

(b)__Expaptions. This chapter does not apply to the
following typea of research:

(1) Research agonducted in educational settings and
involving normal educational practices, such as research on the
effectivenese of ingtructional technigues or curricula:

(2) Research involving the use of educational tesats,
aurveys, interviews, or obgervations of public behavior unless:

(1) The human subjecte are public officials or
canadidates for public office, or

Scaafitar -

(11) The information obtained is recorded in such
a manner that the human subjects could be idantified and
disclosure of their responses could place them at risk of
criminal or civil 1liability or be damaging to their financial
standing, employability, or reputation;

(3) Research involving the collection or study of
existing, publicly available data, documents, or pathologiocal or
diagnostic specimens, if the information obtained is recorded by

¥ the investigator in such a manner that the human subjacts cannot
be identified; or

(4) Evaluations of the taste, guality, or congumer
acceptance of food, if {i) wholesome focods without additives are
consumed, or (ii) food i consumad that contains ingredients,
agricultural chemicals, or environmental contaminante at or balow
levels found to be safe by the FPood and Drug Administration or
approvad by the Environmental Protection Agency or the Pood
Safety and Inapaction Servica of the U.3. Department of
Agriculture.

4.16=¢, GENEBAL INFORMAZJON
‘ (a) Two Sequential Steps. The DOE requlations appearing in

10220012



)
s
i}
e

¥8-24-93 14:21

10 CFR 745 (which are essentially identical to regulations
adopted by all Fadaral agencies and departments) sstablish twa
sequential requirements [for ragsurance" and
ncartification"--discussed in paragraphs (b) through (d) below]}
that must ba met before Federal funds can be expended for
research on human subjects.

(b) Assurance. "Assurance” means a Written promige by a
prospective subocontractor that it will comply with tha policy of
10 CFR 745 when conducting research on human subjects. The DOE
and other agency regulations provide that, as a wininum, an
asgurance must include:

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

(2) The designation of an "institutional review board*”
(IRB) that will have the authority to apprave, require
modifications to, and disapprove all the institution’s raesearch
on human subjecta:

(3) The resumes of IRB membecrs;
{(4) Procedures to be followed by the IRB; and

(5) The institution’s procedures for reporting to the
IRE and Federal agencies unanticipated risks to subjects,
vioiations of tha policy in 10 CFR 745 or other comparable
regulations, or suspensions or terminatjions of IRB approvals.

(c) Approval of Assurapces, (1) All assurances must be
approvaed by the Govarnment. Approval can be granted either by
the agency sponsoring the research or by the U.S. Department of
NHemlth and Human Services. Approval by HHS may be on bshalf of
all Government agencies.

(2) Research institutions commonly submit their
assurances to HHS in advance and independently of any particular
procurement. Other agencies are prohibited by regulation fron
reguiring the suhnissgon of an agssurance by institutions that
have a current assurance applicable to the agencies’ rasearch
approved by HHS for Government-wide use.

(d) gertification. rcertification,™ the sacond seguential
step, is an officlal notification by the institution that =a
specific research project involving husman subjects has bean
reviewed and approved by tha institution’s IRB in accordance with
a previously approved assuranca and will be subject to continuing
raeview by the IRB. A cortification 1is therefore generally
submitted with a proposal to perform the research.

[Note: Seo DOE Handbaok Section 3. Handbook appears to have
additional requirements beyond those mentioned in the regs.
Handbook &8eems algso to raquire that DOE muet approve

1022063
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“experimental protocol,” "informed consent® forms, and a "Projaect
Data Summary.]

4,16-5, DRQCEDURRE (rough outline)

ki {a) Buyer reviews statement of WwWork to deteraine whether
involves research on human subjects. Where unclear, dacide in
conpultation with [Manager, Policies and Procedures and (7))
Asgoclate Laboratory Director for Life, Environmental, and Social
Sciences.

AR, L

(b) (Question: If ORNL/ORAU oommittee approval required
aeven though research on hunan subject will be done by
subcontractor, do we need copy of comnittee approval for
subcontract file? Should 1t be sent ta DOE?)

(c) [ouestion: Should Buyer always send DOE advance notice
of unusual procurement? If sent, probably a good idea to include
assurance (or evidence of assuranca), certification, and possibly
“informed consant" forms if these are available~-as they might ba
in e&ole-source procurement. (Also need to check DOR Handbook on
whether additional forms required--e.g., aexperimental protocol, ;
Project Data Sumnmary.) Otherwise say in advance notice that }
these will be forwarded later.]

L s

(d) Insert provision such as this in RFP:

The work under the Bubcontract expected to result
from this solicitation involves research on human ‘
subjects that is governed by DOE regulations :
‘ appearing at 10 CFR 74%5. j

In accordance with 10 CFR 745.103(b) and 745.122,
{an@ the DOE Handbook entitleda "Protecting Human
Rasgarch Subjects at the Department of Energy?]
the subcontract csn only be awarded to an offeror
that has an approvsd assurance (see 10 CFR

i 745.103), certification (see 10 CFR 745.103(f}),
: experimental protocol, and "informed consent" 3
forms. !

If offeror has assurance approved by HRS for
Government~wide usa, then send evidence to that
effact and also send certification [and
experimental protocol, informed consent forms, and
Project Data Summary?].

If offeror does not have approved asgurance, then
send both assurance [request for approval of
asgurance?] and cgertification [and experimental
protocol? Informed consent formse? Project Data
Summary?].

{(e) Include clause such as this 1in draft subcontract

{02200t
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included in RFP and in final subcontract:

The Seller shall comply with DOE regulations appearing
. _ at 10 CFR 745 in the performance of research on human
H ' Bub jects.

} ‘ Informed consent of subjects shall be obtained as
3 required by 10 CFR 745.116 and documented in accordance
$ with 10 CFR 745.117,

The records maintained by the Seller in accordance with
10 CFR 745.115 shall also be avallable for inspection
and copying by the Company at reasonable times and in a
reasonable manner.

¥ suspensions or terminations of approvals of research
issued hy the Seller’s institutional review board in
accordance with 10 CFR 745.1123 shall alsoc be reported
promptly tc the Company.

VLAV ez
GRS T

The Company may terminate this subcontract for dafault
if 1t finds that the Seller has materially failed to
comply with 10 CFR 745.

(e) [Question: Should Buysr check agsurance against
minimum requirements in 4.16~4(b) above and notify offeror if
¥ ; thera are obvious omiesions?)

¢ (f) Buyer sends assurance (or evidence of approval of
assurance), certification, any other reguired forms (experimental
protocol, informed congsent, Project Data Surmary?) from
apparantly successful offeror (o DOE {question: ORNL/ORAU
committee approval required before send to DOE?} f{or approval.
[Good idea for latter to say that is is being gent in order to
obtain DOE approval required by DOE Ordar 1300.2. Letter should
also mention that the procurement was the subject of advance
notice sent sarlier to DOE.)

s

(g) Buyer awards subcontract upon reveipt of notification
from DOE of approval of assurance, certification, etc.

* * = *

That’s it.

Mike RHarris

1022065
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APPROVAL OF MIDWEST RESEARCH INSTITUTE CONTRACT, SN602
Steve Morrell, Procurement and Contracts Division, AD-42, ORO

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
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.
Modha J Kass

Martha J. Kass, Acting Director
Energy Programs Division

ce:
Paul Gailey, ORNL
HClark:6-0823:ap:6-3278:8/31/93:1353.ap
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United States Government Department of Energy

memoran d um Oak Ridge Field Office

bATE:  September 8, 1993

REPLY TO

Atk of: - KR-111:Clark ’
SUBJECT:  APPROVAL OF MIDWEST RESEARCH INSTITUTE CONTRACT, SN602

Steve Morrell, Procurement and Contracts Division, AD-42, ORO

10:

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.

?’}Zm%/ DK cwsr—
Martha J. Kass,/Acting Director
Energy Programs Division

cc:
Paul Gailey, ORNL
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