Junc 18, 1999

Ms Mazabc Roman Sale, Secretary
Fedom! Commemcations Commisson
The Portals, TW-A32S

445 1 2th Streer, S W.
Washington, DC 20554

Re: Ex Parte Prescutation
Wl Dockel 99-66 — Medical [mplant Commumications Service

LDicar Ms. Salas:

We arc writing 1o address the matter of the Commission’s proposal to exempt
from routine RF cxposure evaluation the oansmitiers thal would be used in medical
implant devices 1o he suthorized under the rules proposed in WT Docket 99-66. As the
record m thos proceading will reflect, we have presented diffening pomis of view on the
neexd for the ronting submiital of a showmng in support of compliance with the RF
exposurt gmdchnes pnor 1o the issuance of & gram of equipment sutharization for
madical mmplant ransmitiers.

Afer Modironic had filed its position on the issuc, we discissed this marter. The
ensuing conversation cendered around antenna technologes that could be used on modical
implants and how cach technology conld influence RF exposure of the patient.  Although
Madironic has posited a sysiem for which the fimite dilference time domasn (FOTD)
modeling conducted by Medtromc shows a substantial margin of compliance, the
Medtronic approach may not be the only onc ecmployed for medical implant transmtters.
A different technology, such as an electrically shorl antenna, can have strong localized
reactive ficlds. Tt was also recognized that other manufacturers will develop their own
designs and that other technologies could potentally cause SAR levels at or near the
current limits. [n view of the discussion, we have reached a consensus that il would be
uppropriate. duc to the polential impact of differing lechnologies on RF exposure, for the
Commission to require muline filing of an FITD computational modeling report with
each application for certification of a medical implant transmitter. Filing of tus type of
report will provide additional assurance that the paticnt's heslth and safety are protected
und will s2rve 1o provide a “yandstick™ for determmation of the need for the Commusson
0 exerciss 1ty suthonty o requirc acius] SAR measurements. To tns end, we are
attachmy roommendod revisons 1o Section 1.1307 of the Commission”s rules and o
Section 35603 of the proposad rules.



We hope that this joint submittal will help to clarify the rocord in this proceeding
and assist the Commission as it works to conclude this rule making.

Respectiully,
Dx. Wilham Scanlos Eduardo Villaseca
Usnversity of Ulster Elostromagnetic Sysiems
Shore Road Engincer
Newlownd Madtronsc, Inc.
Co. Antrim TO00 Central Ave N E
BT37T0QB Minpcapolis, MN 55432

cc- Mr. Bugenc Thomson (FOC/WTH) (w/ encl)



Proposed Rovisions 1o Secton 1.1307 of the FOC Rules

Revised languzge 15 shown o beld enderfimed 1o

41137 Actsows that ey bave o siguificapt covenrsmesial offect, for wioek Soviromemental Asvesareni
(EAs) omest be prepared.

in) Commission sclises with respect i the followomg tpes of Tecilies may significanthy affe-1
the envronment and thios reqeire the preparaiion of EAs by ihe spplicant (sex $51. 1308 snad 1.7 11 1) and
may fequire further Commissinn anvirsnemental processing (see §§1.1504, 1315 amd [ 1317E

{13 Facilitics that are fo be Iocated in on ofMiciaily designated wildermess wrou,
(2 Facilitios that are to be locsted i wy officandly designated wildhie preserve.

{3 Facilistes that; (5] May affect lisicd threstened or endangered species or designated
critical habimts; or (1] am likely o jeopardize the continued exislence of any proposed endangered or
thresiened species or lkely 1o reselt m the dedtructon of advere modification of proposed crstical habste
i determined by the Seoretary of the Interior poreuant 1o ihe Eodangecd Species &ct of [973

NOTE:

T bt off eadsngrerd snd Cormtened spece & ommined i 50 CFR 1710, 7722, 203 24s) and 777 4
The It of desipmatesd crical halisah i costsimed m 50 CFR 17585, 1796 e Pt 79 To sscerias the
satim of propossl spesass end kabviah., deries siso may be doreced 1o tee Regosal Dhoecsor of B ok
and Wikdiife Serrce, Departmess of & Bscror,

(4) Facdlrses thar may affecr dismncts, saes, buildings. samesres or obpects, egaificas @
Amerwan hesiory, anchaecase, srchenlogy. eagimeoring o sultsre, Usal are leed or e elpible for i,
is the Nabional Repister of Hotarie Flaces. [Sec 16 USC 470w( 5}, 38 CFR Paris 50 axd 300, )

NOTE:

The Natsonal Register is updated ancl republished in the Federal Register cach year in Febmary. To
ascerain whether a propoial affects an historical pmoperty of national sigmificance, nqueries alio may be
rrailee to the zpprogriate Btaie Hslsse Preservanion Oificer, sse 1A LISC 4702(0); 28 CFR Parts 63 and 500

(51 Dugibithes that may affzct Indiom rebigious sites.
{6} Facilities w be located in a flood plein. (See Rxecorive Order 1198E,)

(7} Faciliies whose constroction will invalve significant change 1o surfece feaiures (e g .
weliand fill, deforestation of sater dversen). (In the onse of wellands on Federal property, ser Larcutne
ey | 1'9#0a0 )

(&) Antepns fower porl'or capporheg structcres that ane o be eguepped with bagh
oy witke Zpbiy wisch o % be oowied i ressiesin] neghibarhonds g defimed by the spphicabic
oo b

hi In addnon to the sctoe =trd By pareeyaph 0 of o socten. Commiaos, sctoes. graaing
corsmucton prrmits, hocases t0 gaoeTIr o reewel dherrof, oqmpement suthorzstvns o modifications o
exmigey Excilaiacs, poquure the preparabon of 20 Exvromreeotal Assesement (EA) o e pamcualar facdty.
opetaton o Earemaiier wodld Skte baman esposere 1 level of rabelrogerecy sadanes 8 sacess of e
s m §EL 1310 and 2 J093 of this chopter  Apphcabons b e Commission for conatrstms permits
licemaes o traaam oF remewnls thevend, cqmpment satbomraton or madificanons | existng Necibises
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st contsin & statemenr confirming comphimee with the Lmits onless the facilify, operation, ar TRGAMTET
umm"wm:wwwmmmmm
rraund e subouticd to the Commussion upon roquest.

{1} [See Bulletin OET 65 and 65A] The appropnate exposure lomis m §1.1310 and
§2 1093 of this chapter are generully applicable i all Beilites. operations snd vanumners reguiared by the
Commission. Howeves, a determinstion of complisnce with the exposuse lmmts m §1 1300 ar §2 01092 of
thas chapter (rovnoe covunamental evabmime |, 1nd pecparstion of an EA if e limen are evoesded. 5
pecessary onky b Facahines, operations and eansminrys that fall wio e camgores bt m Table | ar
those wpecified o paragraph (bX2) of this secunn.  All other faciiies. openaBions aod FaesmneTs e
caegoncally cxciuded from makmg sk Huscs of prepanmyg an EAL oacept b wdscated = pacsgriphs (o}
and () of tas sexnen. For perpuees of Table | "uilding moumnd s mraes seisengs mousiod o
or o & buskiing rocners thar s ocoapicd = 3 workplars or resadence. The term “power” i columes 2 of
Tabie | refem tn sl operstng power of the TRy apoEhon @ queiton @ e of dffedtne
rudated powe (ERPL squivslons solropecidly cxdtasd power (FIRLP). or peak snwelope powsy (PEPL &
defimed m 41 1 of this chapier For the cane of the Celloler Racoteirphoss Sorvice. Suboan Hoof Part 22
of % chrpeer. tbe Peroral Comrmsmcatoes Service. Fan 24 of Tus chapeer sod e Speciabosd Motels
Rt Serse. Part 90 of S chaper for phrese “wotal prwer of ofl daencl™ @ calene J of Tabls |
e the e of the ERP o7 FIRP of ol co-lncaied samilmncomsly operating it cwned sl
operated by » ungle loeasre When sppiying e oniera of Table 1, rauieasen b ol derecnees shoakd be
comsadered For the case of rinswetmg facikies ssng sonpaard TEITEtng etenn, sl ene ol
borasees whould spply the creris © 1T TEEETESmE ceEels © a g ves ecten, notag B for s mghls
Arrcnons] avrmms ther o rebatrely limhe cocsriamon 1o ERP or EIRF samvmaron for ather derectsom.

Tabie | - Transmmnen, Facihtees and Onershens Spiyect o Routiae Eaviremsnemal Fvalusnos

Experumereal Radm Services Power > 100 W ERP {168 W ETRF)

{Pan 5)

Wultpoemt Dustribanon Naon-baildng -mounted aoconss.  heighn sbove
Service (Sobpan K of Pant 21) ground level 1o lowest pount of amienna < 10 m

and power > 1640 W EIRP
Bailding-mounted anfennas: puwed > 1640 W EIRF

MDS Licensees are tequired 1o attach a label 1o suibseriber
transceiver of ransverter untenmai that: (1) provides adsgusie
notice regarding potential radiodrequency safery hazards, e.g.,
information regarding the sl minimum separation distance
requined between usern and transceiver andenmas; and (1)
refersnces the applicable FOC-adogtod limit for
radiofrequency cxpodure specified in §1.1310.

Paying and Radiowelophoae Non-bullding-mounted antennay; height sbove
Service (Subpart E of Past 22) ground bevel b lowest poist of antenna < 10 m
and power > 1000 W ERP | 1640 W EIRF)

Building-mounted anteanis. power > 1000 W
ERP (1840 W EIRP)

Cellular Radiceelephone Noa-building-mounted anteninas height ahove
Service (Saubpast H of Part 27) groumd level tn lowest potat of anteana < 10 m
and total power of all
channels = |00 W ERP (| 1600 W EIRF)

BuilEng-moomied anranss  weal power of
chamnels > 1000 W ERP | 1640 W EIRF)



Pe=ooal { cramaemosnons

Satsiie Conyrasacatons [Py M)

Gemeral Weieles Commmmecataeas
Servioe (Pari 28)

Wireless Uomrmunications
Hetvice (Pam 2T)

Radic Broadeast Services (Pan T3
Fxperimenty], suxilmry, snd
spocial veadess and other

Progren dutribeboral
services (Pant T4)

Satont i e Marmmse Servicm
{Fart B}

Prvate |and Mobale Faben

Errviors Pagag Operstions | Ve 905

Private Land Mohile Radic
Eervices Bpecialized Mobils
Radio (Part 96

1) Saroabaid PCS (Sebpart Df  Services iPart 1ijsas-
il r-cwsnied wreess  Beophd above proand el o
st st of sntenna < 10 &

nmd otad pevever of all clemmedy > 1000 W ERP (1640 W EIRF)

Building-mounted snrenmas: ol power of all
channels > 100 W FRP {1640 W EIRF)

(21 Broudband PCS (Subpan E): igm-building-mounisd
antenngs! beighi phove ground level o lowest podni of
antenng < 10 @ and iotal power of all channels = 2000 W ERP
{3280 W EIRP)

Bmldeg . pwsppied pracreas wesl poser of g0
channely > }00 W ERF (1280 W EIRF)

AR inchaded
Totzl power of all chanpels > 1640 W EIRP

Totul power of all chammels > 1640 W EIRP

All meluded
Subparts A, G, L: power> 100 W ERP

Sehpart | nos-te g - miameed antesmzs beaghe
Ebovegroesd level to el poesl off memng < 10 = end
power > |68) W EIRP

Bolding-meunted snrnamas: powes > | 58) W ETRP

TTFS licensees are required & attach ¢ bel 1o subscriber
tarsceiver of ransverter anienas that: (1) provedes sdequate
notice vegarding potentinl mdiofrequency safery hazards, ...
mndorrmatkon regarding the safe minimmum separation distance
required between users and tansceiver antnmnas; and {7}
references the eppliceble FOC-adopted bmits for

Nor-bu ey moeers pewnras. wesght shose
iproed level 0 foeemst posit of amteses < Wim
a0 powesr > (000 W ERF (168 W EIRF}

Buniding-mounted snreomas: power > 1000 W
ERF {1640 W EIRP)

MNaon-building-miewted antermay: height abave
prownd level io Jowest poist of anteans = 10 m
and total power of 2l chanmels = 1000 W ERP



{1640 W EIRF)

Bl -svwnied sntermys Totl power of 3l
channely > 000 W ERF [ 1640 W EIRF)

Amatrnr Radio Service [Pat 97) Teanamines outpul power > levels specified in
FI7.03c)( 1) of thas chapter

Local Multipoint Dhstmibution Meon-huildsng-mounted antennas height above

Service {Bubpart L of Pari 100} ground level o lowest point of antenna < 10 m

and power > | 640 W ETRP

Building-mourted antennss: power > 1640 W
EIRF LMDS licensees are reguired o stech &
Tehe] B sataerieEr TEESCETYET aiterru s
(7)) provades sdoquate moticy

reganding pracuia] nisodregoen y waliery
farads, ¢ § . miamwbon regeding te sl
DERT TS Al CLENCT

required berween wsers and ranscciver antcanas; aod
{2} refevences the applicable FUC-adupted
Limits for radiofequency cxponue spocified
i §1.1310 of this chapter

(2} Mobile and porisble mosmitting devices that operate in the Cellular Radiotelephune Service,
the Personal Communicetions Serviced (PCS), the Saiellite Commuonicanons Services, te General Winelias
Compnosications Servace, U Wiseless Communications Service, the Manbtume Sernices (shp earth smbon
omly) and the Specisloed Mobile Radwo Service sethonsed under Schpam B of Pans 22, M, 235, 24, I7, &0,
a0 ol this chaptor s subsidt 10 MO ceveromencaisl cvalostion for RF oxpossne prcs o eguipmost
st STah Of our, 20 specified @ Hd 109 and 2 1097 of dn dapeey. Ushormsed OS5, sxboessed NI
end reillrmeter wave dovices ere abo sabiect 10 routee cevironmaenta! evaluation for KT cxposere prcr to
cqopment acthoroaton or ase, 83 specifced & §§ LI 25N 15 2355g) end 13 319%0) and 15 40N 1) of thn

- Lgwipment prborized for g iR the Medica) Toplagt Cem menaations Sorvies (M3

Hhﬂllu,l. A.'I.'Iuthu rrmh‘lhpumbh mdnn]h:n:l-d m-m; I:’nwi:um l:ltn,gum:-ﬂ;r mhﬂhﬂ fraun
rovatine envirommenial cvaluatson for BF exposure under §H2. 1091 and 2, 1093 af this chapter exoept oa
spesafved in parmgraphs (<) and (d) of this section.

(3) in yenetal, when the puudelines specified o §1.1310 are excended 1 an socessible srea doe 0
o crmrsaets from mmebtple ficod teenuten. saonnns pecemany 1o bieg the sres wils complisecs se the
dhared pesporuste bty of all hormer: whose Guosrwiiens prodace, o e ares i qUESDOR. power denamy
bveds Bt frseed Ty of e power deouly e lene appleable © thew partenler escrrer o (eld
ek vl tat when mpeod, ceceed 75 of the square of the clecwie o mapeete ek sreng®)
appleabis 13 (her parlreisr oamaernes. Dermery of ol oy @ cupecied & allos appdecast g
Toresres o Gike rasormbls Seps 0 comply with 0 regurereenn cormmed m §1. 1 3FRb) and, whers
Feasibie, should encourage co- ocaiwon of merminers snd common sohuiswns for confroflfmp e o ores
where ibe RF cxposurs bmits contained wm 31, 13 10 might be excended.

(1) Applicaois for proposed {not otheredse excluded) munamiters, facilitics ar
modificulions Qe would couse noti-compliones witl the limits specifisd o §1.1310 at on accessible ties
previously i compliance must submit an EA if emissions from te spplicant’s tranamitter or fiscility would
result, &l the ares in question, in & power density sl excesds 5% of the power density exposure kHmai



-5

applicabls w that franamitter or facility or m s field srength tha, when squared. exceeds 3% of the square
ﬂumﬂtumhumm“ﬁhnumum.

{n) HMenewsl spplicants whese {nol otherwise cxzloded) transmitiers or Facilities
contribute o the field soemgth or powse density st an accessible area ool m compliance with the [omt
specificd @ §1 1710 nwest rubmit un EA if cmsssions fmm the applicant's wransmitier of facility remit. at
the ares W gueition. in § power densaty that excerds 7% of the power Sremty cxponure kot apphoabls
that transsirtes o facihity ae i & Geld oyrnpth to, when squarnd. cxcreds 5% of the squace of Gc cloctric
of mageetsc Geld stresgth kyme sppheahie 1 tar remmer of facikry.

i4) Trsubon Provisom. Applacacione fled wih b Comsmasos praod o October 15, 1997, jox
Isemmmry 1, 1995, for the Amascn Radio Scrvice onlyl, fov comstuctaon permsts, |sonmiss i Sassmt or
mﬁmmnﬂhﬁﬁﬁw#mﬂ“hﬂ'wh
prepassnos of & Emucemennl Assessment of the partular faciafy, operaion of FLMIEINT WOl o
s cxpossrs 1 bovels af idefrequoncy radaton St e B racess of e rrgurreEsh, cactiined @
pacagrapha (b 4)(1) twough (ba4)in) of tis s=cnom In sccondence e § 1 1312, o no scw aphcatar of
cﬂ-uﬁni“hlh—:hm:nhﬁ-pﬂj-ﬂﬁ-uﬁ
ﬂy.e;.mﬁnnh—a-ﬂa—ﬂ_uuﬁm 5, 1997, the hooesee
il bt roquared 1o prepare an Eave onmesal Assessnest f consracton of modificaton of the facdimy
would mel comgey wilt the provisons of paregmach (b || of i sectom. Theis FaotTull [FOVERNS do
uﬂn“ﬁnhqﬂpﬂm—nhﬁﬂﬂ-ﬁ_ﬂm
sprcified o paragragh (b2 of o wooon.

{1} For facisties and operatioos tcenwed or suthormed oader Pars 5, 21
r,!_'lnn_ﬂ.ﬂmhﬁ.LnﬂLLﬂﬁdﬂmhwmm
Crmadey™ tocommended m * American Netiona! Stmderd Safety Lovel with Respeat 1o Human Exsosarr 1o
memﬂﬂhhlmmh‘.tnlﬂﬂﬂ-lﬂn—dwh
Asnencan Nations] Standards Irstimne { ANST) and copyright 1952 by the Insomute of |Hlecirical and
Mﬂﬁmh,h?ﬂ.l&-?ﬂﬂﬂ.“ﬂmhwlﬂMHﬂ
mid&uunm.mmmﬂuwmmﬂ
instractions! television Mised service SEtions transmirting with an cquivelent isotropically radisted power
(E1RF) in encess of 200 wans, With respect to Subpart L of Pan 74 of this chaptes, these requiremests
mﬂummmmmmwmﬂmmmfﬂrm
excesn of 100 warts. With respeet 1o Part 30 of this chapter, these requirements spply only o ship carh
stutsons,

{ii) Fan facilitics and operations licensod or nuthorised under Part 74 of this
chapter, licenyees aind manufacturers are required 1o ensure thsl their facilitics and equipment comply with
(L 08, |- 1901 (ANSI/IEEE 095.1-1992), "Safety Levels With Respect 1o | lvman Exposure to Radio
Frequency Electromagnetic Fislds, 3 kiiz to 300 GHz." Measurerment methods are specified in [EEE
%, 1.1991, "Recommended Practice for the Measurement of Potcatially Hazardous Flactromagnet:c
Fialds--BF anid Microwave.” Copies of these standasds are available from TEEE Standards Board, 445
Hares Lane, P.O. Box 13131, Piscamway, NJ 08855-1331. Telephone: 1-500-6T8-4333. The fimits for both
“antrolled” snd *unconmalled” crvironmens, es defined by IEEE 095 1-1991, will apply to lf PCS base
anel mobile autions, ks sppropeiate.

{iid) Applicatuens for all other rypes of facilings and operutions wre categoricelly
enchuderd fram routine HF raliation evaluation except 3¢ provided in paragraphs (¢) end (d) of this secon

{3} Fauring mrancmicting facthies, devices and cperations: All cuiaring TEDSmTE
mmmmdhﬁmwhfwmh-mtih
mmurpuq-ﬂ-mnm{hmuumhml,m.-.lr.u'-
compliance, e mn Epvemnmental Assexsment o wpecifiad fo §1 1311

[f4] u-mwﬂmﬁ:#mmmnﬂm:m
tve 8 pgsficant covronmen| <ffect, the porson shall yobest lo the Bureay reapomshie for pruceneg



that action a weltien petition setring forth m dewul the reasans justifyiog of CUCARAtINOGE NECTIEIMINE
environmenial consideration i the decinion-making process. (See §1.1313.) The Burena shall peview the
#ﬂlﬂﬂﬂdﬂhﬂiﬂ:ﬂmﬁhﬂhﬂrﬁd 11 the Bursau determnes dut the
ﬂ-mmlwwmhmﬂmh#ﬂm prepare an EA
(see 4411 308 sndd 1. 1311), which will serve as the basis for the determination 1 proceed with or terminate
emveomumental prcessing

deterroancs thad the propossl may have 3 sienificars emaronmencal anpec. the Brupran, am sy ows oo
shall reguare e sppdscand m mbet @ EA. The Burcss »il review and comuder B EA 8 3 () sbove

je} Mo St @ el gov emmen: or msnamestly therof may frgalse the plcemen
ot iom, and modifcanon of persons] wirtless service facilites o e baus of the envucamesnl
cffects of adw mﬁ_nhmhdhﬁ-“&-ﬁﬁ_—m—l
% Pt chaper comcermeng fhe sy ey effects of sch erminon Fof purposes of fet pATSETERE

{1} The wrm “persomal wisrckees sCTVICE” meant commertaal Mokl smveTs, Sioonsd

(2} The wrm “persms] wirciess servce fcistees” mesns facdmes for the proveion of
perscnal el wERCeT,

(3] The e “icenssd wirros sy men e offeriag of wiecommmrmealaes
m_umm-ﬁt-n@%mum;u—h
poovmes of derect-io-bosns sadbts sorcck and

H}ﬁmﬁh—u—i—#ﬂ:mﬁu‘uhﬂlﬁnn_ﬁ_d
m-mh-ﬁ:dﬂnﬂruﬁ:ﬂnﬁpﬂ“h-ﬂpﬂ

: Hmmqlhhﬂmn'hﬂpﬂ-h
savelfie



Recommended Revision 1o proposed Section 95604

[ =nguage proposed 0 be added 15 shown m bold enderliped text
§ 95603 Certification required.

ok W oW E

(N Each Medical Implant Commmamcations Sornce Maswminoy {» maasmuthcs that opoyates of &
inended o opete in the MICS) most be certrficascd cxcopt for medica] immplasd ranseiners that are pot
emrictod for wes i the Unnad Statmy, byt whneh ofhorstse comply with the MICS wohaoca) reguiemenss
nd sre operated m e Ui States by svdrvadugly whe Bave oyveled o te Usotnd Sostes from stwasd.




