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APPLICATION FOR A VARIANCE
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LASER LIGHT SHOW, DISPLAY,
OF BEVICE

NOTE: No laser hpht show, propetion 3
appheston in accordanee with 21 CFR 10104

VRIGHE, OF davine may vary rom comphiance with 0t

P OFR 10440 15{e) Indderign o use without e approval of this
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17 Gateway Drive , Collinsville, IL 62234

o ADDRESS OF COMPANY fnoiude FIP Codal( £ 0. Box is used incinde aciual sirost address aiss }

NARE GHD TITLE OF HESPONGIBLE PEASON
Michael H. Major, Owner/Operator/LSO

4. TELEPHONE NO. dnciude area code} 5. DATE OF SUBMISSION

618/346-6775 2/15/03

5 THE APPUGANT REQUESTS THE vARIANCE

TGRE

gersa 118 Agency vl n_,');['HOVQ & wArianee for omy two years If &ionger perid

iNEFFECT FORAPERIODOF € YEARS FROM THE DATE OF iIBSUF

7i5 raquasian A ushifiophon must s attached 25 par of e gupicalion )

;
:"rv"

EPROGUCT DESCRIBTION AND USE

Wild Country Laser System

LIST MNARE AND/OK MODEL NUMBER(S) FOR THE LASER LIGHT SHOW!S)

AND PROJECTOR(S:

» PRODUCT FOR

4 A lasar display device
{3 A nrajecics tor @ tases g0t show
iX

A 1a5ar aght show

Ownar Specidy)_as_per notification

WHICH A VARIAKNTE {3 REQUESTED H

PRODUCT S INTENDED TOBE USED &
X} ddore than 15 days
] bdore than 5 B rot roare than 15 a3ys
{1 tassthan b davs

¢ TOUR S INTENDED TO RUN FOR

AT ARY ONE LOCATION

= OTHER L ABER LIGHT SHOW PRODUCERS

FRODUCT IS INTENDED FOR UEE N &

T Planetaddun or othar dome projection sliucture

1 Theamsr

FHotalimatst ballioom
Stors displays

Trade show o convention

o

21 neating oo

PROMECTORS ARE INTENGED FOR SALE. LEASE OR LOANTO

{7 tdare than § months

{1 -6 months

1 Less than one month

1 kot applicabis (Nof a dour}

X| Cnher (Specitys as_per notifi cation
n PRODUCT UTHLIZER THE FOLIOWING L ARER EFFECTS
Front serean projecions
Fear sorean projections

X At anly one (Fiveop locaton
1 oAbz vanely of { 2t0ms

T} Other (Specilyy

Tour oo,

X Discohenque o sight club {1 Holograghic displayvs
1 Pawson X rdumplz reflactioniditraction affects
{71 trdooy srena [ sudience stanning (A0 Includes scanmimg any accessdve
{1 Durdoot arena upcontrciied gr2as)
7 dduseun X] Beflactans from stationary mirrors oo mirmred
3 Ougooy unanciosed area surtaces (Ream Malnoes)
X Other (Spesns_as per notification Stationary iradiation of rotating minos bais elc.
2. PRODUCT (S INTENDED TO BE USED Seanring wiadiation of rotatayg miyror balls, ete.

ity optic pEslechons
Fog, smoke, or ather seatiering enharcement effects
Onher (Specify;_as per notification

o
X
]
X

2 LASER RADIATION LEVELS
LASER METHUM (dr, Me-Na, afn ) WAYE 1 ENGTHS iy FEAK POWESR fwadts)
Nd:YVO4 532 nm < 3 Watts
Diode Laser 650 nm <100 mW

Scanned bandwidth: from D.C. - 5 kH;

O AIY {ASER RADIATION IS PLLSED CH SCANNED. GIVE TrE PULRE

Modulation in both color and intensity: from D.C - 100 kH

DURATION ARD BATE AND SCANNING FREQUENCY AND AMPLITUOE

14,

REASON FOR BEOUESTING
X Comphance with ths fimits

YASIANCE

3 Ches or gddiisna: explanation (Spacity}

2 of 21 CFR 10401 10} woult restrint the intended use 2 the product because complianse ¥
it e cutpll power 1o the axleat that the desyed gffects would nol

wvedled
be sufficlently visible
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1 MARNNER IN WHICH IT 18 PROPOSED TC DEVIATE FROM THE REQUIREMENTS OF THE APPLICARLE STANDARD
X1 1s proponad 0 deviste rom the provisons of 21 OFR 103G 1o} i that the accessbiz emission lavel would sxcaed the
aocasthie smission lovits spanified i 21 CFR 1040 114¢).

1 his proposed 1o deviate from the provisions of 21 CFR 1048 11{c) 45 follows

17 ADNVANTAGES TC BE DERIVED FROM SUCH DEVIATION
X! 1 aser ght shows and displays are aceepter populer media it entettanment and the sris. Uss of pover fevels 10 excess
of the lynits impesad by 21 CFR 10401 110 is necessary o gohiave the required elfects in these media.

1 Oiher or additonal advantages descnbe and espizing.

13, EXPLAIN THE ALTERNATE MEANS OF RADIATION PROTEGTION TO BE PROVIDED. (Check asasiiv boxes as apply. it item 14 "Semarks ©
watify any boses pof checked, using addifionai sheels as nocassary. Stals any ather means of radiahon protection that wifl te usad )

z. X Atlaser products, systems, shows, and prajecions wil be certified 1o comply with 21 CFR 1040.1¢ ang the condiiong of this variance and witl
bes raportad as requved by 21 CFR 100210 AND 100211 using the repaiting guides providas for such plrpass Thess actions wil &e
accomplishes proy i aby intraduction 013 commarce.

o X} Biects not apeciticedly indicated in this variance application will not be performed. No otha effects will e added unil an amendment to the
vaiance has been oblained and the required reports or supplements. as applicabie, have seen subrmittad

bl
5¢:
K

Seanmng. progmction, of refiection of laser and colisterst radiation 7 gf? show radiation) Inle audiencs of other anoassible uncontrobed areas
wili B0t e pormitied sxcept for ditfuse rsfiections protused ny the atmosphere, added admesphoric scatiaring meda, and target scresns.

Lasar sadiation tevelsin excass of the Hivats of Stass | owill not pe parmitled at any point iess than 3.0 maters above any cufacs upan which
parsens oiiyer han opRrais, pariormars, of sraployees ais germitiad fo stand or 2.5 meters teidw or inlateral sepasration from any place

whera such persens are permitted 1o pe. Uperators, pariormers, and emplovass will ot be reguired or allowes to visw radiation abave the

lints of Chana | or be exposad 1o radiation atove the imils specified in 21 CFR 1040, 1H{g)

o
i

£

& Xi Ay product which rebes on seanning 1o raest access, exposure, oF product class lmits will Incorporate 3 soaning safeguacd system which
dirnedly senses acanner motion and which will reset fast enough to praciuds exvesding the apphicabls imit,

§ X Al laser fighl shows shall ba under the dirent and parecnal conrol of ramed, sorepatert opsrator(sh The aperaters) wil:
{1} 8¢ 3nemployes of the vananae holger who wal be responsible for the Fraining and the condunt of the speratoy;
iz} Be wealed whera all beam paths can be directly onsarved ¢ alf thmes, and

(3} Evrrediatey yminge the emissinn of Bgid show tadation in the avsnt of any uneals oondibon, Or, fo euldaor shows, uon 1eguest
by airy ai rafic conrel ofticals.

g. Xi Tha rnaximum leser aicjector ouipul power will not excsed he level regquired 1o oblain the intended effects

b X The peajection system (e the projecior and o) ofher companents used io produce the hghing efiscts) will b2 secursly maundad of
immabiized o prevent unintended movament or misalignment. Beam masking wil be pravided as an mmherent part of the system design o
masent ovarfiling of screens. bearm stogs, targeta. ste.

LX) Laser praestons will aot be dalivered to any othar pary under an agreement of sate, Jeass, of oan usless and undit the recpent demonstrates
that they bave a variance ¢ effect a2 ths time of delivery that pormits them to nroduce taser light shows incorporating such propetos(s).

i X i addition o the reguitemants of 21 CFR 1040100, the manufasturer of laser proiacioss/systems wilt siovide o parkes who purchase. loase,
oy barew fhe equipment, adegizie users' nstructions for saie Rstaliahon andd oparation which axplam the mespansibility of the recialent as an
independant light show manufaciursr 1o supma the required reports and apniy {te and obtan 3 vanance from DR paor o imreduckion into
commerce o any laser light shows,

¥ X The regquiemants of 21 OFR 1002 20{a)(1) and (2) Wit be accomgdisned throish he use of writlen procedumss for setup. aliganment, festing,
and periotmanss of aach show Thaess mocedures Wil be in sufficiznt detar &6 2nsure compliance with 21 CEFR 1440 10, the conditicas of this
vartanee, and the conrol of accass o radistion aress using the proceduess descnbad inthe ANSIZ 8.1 tandasd o7 the safe une of Iases
tamencan Nationa! Blandards insiiule. 1430 Broadway, New York, NY 10013} or any other aquevalent usar consenaus slandard and. where
agpicable. state or loced requirerrents. Laser radiation arsas which can contain radiation levels above the iinuls specified in 21 CFR 10401140
witi e cleany ieotifisd by the posing of wardag signs and/or restrdcting access through shysiop! rmesns (Sleh a8 Lraosswre swdnhes phofs
cefis, barnets, guards, cic} Those requiremants 2oply 10 19MBOrary weas Buch as dwing sel up and alignmient procedures) and ¢ final oy
parmanent areas. The vanance hnider witl retain the records of theae procsdures and the results of alf 103is as required by 21 GFR 100231 A
cogy of the variance appiication. he approval letler, currert rocedutes. and racords relating 10 each pasticular show witl be with he coeratos
of oflwer sesponsible individual and will be made avaliahie for inspaction by FDA and olher rasgonsible authoriliss
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b Advanss wyitten notdicaion wit ha rade 33 early as possitde (o appromiate feceral, stale andiocal authorfties providing show minerary win
Aates and ipcatons clesrly and complelsly eantibad, and a hasie descrgdion of the pmpessd offects inchuding a siztoment of the mearsnum
aowar cutput ntonded Such notdicatons wall be made, put Rt necassaniy be bmited, fo-

{1 Tha Centar {or Devices and Radiciogica! Health, Offica of Compliance (MFZ-342), 2098 Gaither Road. Rockeibe, MD 20850, prowding the
iritial and closing dass for fixed nstadatione and the Hinerry for mobile shows i adduion. unless af aspacts of each show have been
reported and sooasson pumpas clearly refrencad, sach noeios will inchxde dotaded eacrighions of each show and a istng of aff atisets o
g performed in sufficient delas 1o confrmcomplisnce with he regdations and this vanance

2y Yhe Federal Avigtion Adnunistration (FAA) for any praiestiona Into open airspace at any HMe (L. mciuding s8f up acgament, rehearsals.

} ) ¥ 260 : ‘ ¢ { g Aty .
peiformancss. afc. b i the FAA aprects 10 any lases ehiects, e oniestions will De rasoivac and any conddions requested oy FAA will De
atharad 1. {1 these condibons cannnt b2 met, e obisctonsble etincis Wil be dawted fiom e show

153 Suate and ocal radmtion contrtt ofiices/agencas o7 all shows i be perfsemead within ther junsdichions. Al requirsrments of sate and locat

’ Ly . v e age . B 5 . . - "

lmw will pe satisfied and any onjections 12isad oy local authorities will be resotved orihe eftects deleted (A st of federal and sigls offices

avaitable from the Cenfer for Davices and Radicloghal Health upsn reqises!

4 REMARKS

Wild Country will only use certified equipment from companies manufacturing certifed projectors or laser effects.
From time to time, rental equipment may be necessary. In this event, Wild Country will only rent from companies
with proper variances to do so. (i.e. - Las Vegas Lasers and/or certifed projectors manufactured by Wild Country
and/or manufacturers certified in accordance with FDA/CDRH 21 CFR 1040.10 and 1040.11.)

CERTIFICATION

§ CERTIFY that alf of the apove iblormaton and staterents are kue. comphete, and conet to the vesl of my knowledge and acknowledge that
oy vanance aoplication may de denied or my vananes may b revoked # this agpination 1 found 1 pe falee, misleading o moorrect i any
materhal iy | ohaes suadrdted and wil submit gl repons egquirad Gy 21 CFR Q02 10 and 100211 on the sy equpmant and show(sh. |
further undarstand that [ may de required By regqudation of by the Disector, Centar for Davives and Radiclogieal Haalth, © supply such other
information 23 may be nacessary 1o evaiuaie and ant on this application

15 SIGMNATURE 16, NAME (Type or Prnh 17 TITLE

W }{ }%’7;\ Michael H. Major Owner/Operator/LSO
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