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) e APPLICATION FOR A VARIANCE | Fonm Approvea: OMB Mo, 09100025
DEPARTMENT OF HEALTH akD Human services | FROM 21 CFR 1040.11(c) FOR A | S7ien Dove. Dacemaar 31, 2008
Foc ana Drug Asminsranon LASER LIGHT SHOW, DISPLAY, (5555w
o C

ROTE: No kaser lignt SNow. PIO)Ecton Syiem, of avice May valy from compaance wan 21 CFR 1040.1 (e} Ingesgn OF U wWANOLT The apploval of Bis
Appucaton In accortance wih 21 CFR 1010.4.

NG TRUCTIONS
1. Check i 3ppicable poxes and Yype ar prnt Ihe 3. Maul your applicaton 10 the Dockets Managemant Branch (HFA-305), Food ana
requested rdormation Drug Aamingwation, Rm 1061, 5630 Fiahers Lama, Rockvike, MD 20852
2. Sudmit bn orgnal and four (4) copwes & Enmmr qockar number if assigned
1. NAME OF COMPANY
INTELLIGENT DANCE FACTORY

2 ADDRESE OF COMPANY (inciuris 21P Coamif P.O. Box s usod, Inchads aCTul Smet Address alse.)

36 BARTLETT AVENUE,  LEXINGTON, MA 02420 ‘
[ NAME AND TITLE GF RESFONSIBLE PERSON 4. YELEPHONE NO. (InCiudo eroa 6ode) | 5. DATE OF SUBMISSION
RONN BENHARAV (781) 265{019 03/01/2004

6 THE APPLICANT REQUESTS THE VARIANGE TOBE IN BFFECT FORA PERIGD OF 2. YEARS FROM THE DATE OF SSUE. (m
GONGFAL, 0 Apancy wil Rpprove 8 varisnce far only (wo yoers. If a lenger p & rog A yuﬂdl‘— Must bo altocnod &3 part of the sppecamon.)

7. PRODUCT DESCRIPTION AND USE
@ LIST NAME AND/OR MODEL NUMBER(S) FOR THE LASER LIGHT SH o"w'cs"") AND PROJECTOR(S) T

STINGER 150 MC (MULTICOLOR) ACCESSION# 0220425-02) :

» PRODUCT FOR WHICH A VARIANCE S REGUESTED 7. PRODUCT (3 INTENDED TO BE USED AT ANY ONE LOCATION
[ A weser aspiay sevice 1 More man 15 gays -
3 A projecior for a lusar ighs snow L3 Mors tan S put not more than 15 days )
B Asaser ugnt snow Less 1han § cays e
3 omer (specty; g- TOUR IS INTENDED TO RUN FOR '
<.} PROJECTORS ARE INTENDED FOR SALE. LEASE. OR LOAN TO 3 more man & morns
OTHER LASER LIGHT SHOW PRODUCERS O 1-6 monme ,
d PRODUCT IS INTENDED FOR USE IN A [3 Less man one monmn -
[ Pranetarium or otner deme proscnon sructure [J Nox appiicapie (vor a 1oun e
O Traater Other (Spacify) CONTRACT BASIS WTr CLIENTS
n Horemetel baliraom or meetng room n. PRODUCT UTILIZES TME FOLLOWING LASER EFFECTYS
[ swre omplays 1 Front screen promciions e
3 race snow or conventon [ Rear serenn projecuons
[ Dacomeque or nignt cup 0] Holograph: dispiays
) Pavikon Mumpie reflecuon/ctfracaon effects
[} macor arena 1 Autiance scanning (Also includies scanning any sccessiple
3 outgoer arena uncomralioa areas)
3 Museum Refiscrions from stationary MITors of mTored
[3 Guldoor unenciosed area suraces (Boam Mawices)
[3 omer (specrty; Swuonary irraciarion of roxaung meror balls, .
8. PRODUCT IS INTENDED TO BE USED B scanning rradnon of romong mirrr bails, exc.
] Atonly one (Fea) locaton L) Fiver opuc projecoons
A At a vanety of (Tour) locavons FoQ. 3MOKS, Or OMEr SCATANNG oNhaNcmmAant oTfacts
3 owmer (specay) [ omer (speci
8 LASER RADIATION LEVELS
LASER MEDIUM (Ar. He-Ne, sic.) WAVE LENGTNHS trm) PEAK POWER (wans)
DPSS Yvos 532 nm +-5nm <100mW
Soha State Diode 635 nm 1 680 nm <S0mw

9 IF ANY LASER RADIATION 5 PULSED OR SCANNED, GIVE THE PULSE DURATION AND RATE AND SCANNING FREQUENCY AND AMPLITUDE
i 18 - m‘

70 REASON FOR REQUESTING VARIANCE

E Compliance wkn te imits of 21 CFR 1060 11(C) woula restrct e miended use of he product because comphance would
HTE e oUPUL power 10 The 816Nt That The dosifed aflacts would not De sulficienllyy visibie

0] other or addimonat expiananon [Spechy)

FORM FOA 3147 (12/03) PREVIOUS EDITION IS OBISOLETE PAGE 1 OF ¢ PAGES
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1T. MANNER IN WHICH IT 1S PROPOSED TO DEVIATE FROM THE REQUIREMENTS OF TnE APPLICABLE STANDARD

[A itis propoun 1o deviawgterm i proviaions of 21 CFR 1040.17(C) in thal the accessidie eMSION leve) would 8xcoe0 Mo
emmussON WS specilied i 27 CFR 1040.11{c).

[ ivis proposed to deviate from e provisons o1 21 CFR 1040.11(c) a5 fallows:

12. ADVANTAGES TC BE DERIVED FROM SuCH DEVIATION

Laser hgIR shews and Asplays are accepled popular meaia iy enenainment and Me Ats Use of power lovels m 8xcess
of ma iimrs /mpesad by 21 CFR 1040.11(¢) is necessary W achigve the required efiecs in Mese meoia,

[ Cwneror adanonal aavantages (qescnbe ana sxpein)

13. EXPLAIN THE ALTERNATE MEANS OF RADIATION PROTECTION TO BE PROVIDED. (Cheack 58 many bazes 9 8pply. i kem 14 -Remarks,”
Justly any baxes nal checked, using ausdiians! ShOaTs S NOCOSIALY. SIaw any eirer means of radutian pralectian 1Al wili PP uSeo.)

a. [2] Al @ser products. systems. Snows. and Projeciors will be certified T comply wih 21 CFR 1040.70 and the conamions of Nis vanance and wil
b reponed s required by 21 CFR 1002.10 AND 1002.11 using e IBporong gusies provided for auch purpuse Thuse sclions will be
accompikshid prial v any ntrmdudlion o commerce

b. 1 Effects not spacfically sndicaled In D varnance appicanon wil NGT Pa Rarformad. NO SINEr effects wil be added Ll 4N AMARCMeNT o the
vanance has keen oitainad and the required reports or supplemants, as applicabie, nave daen submmad.

¢- [Z1 Scanning, projecon, or reflacton of [asar ano coKAtEra! rAQIEtion (LIGHT SNOW radalen) TEG BUGIKINGS OF TNer AccasublE ynEoNtoled ufeas
will NoT da parmiasc excepr for diffuse reflactions praducad by the Stmasphere, ad0ec AMosphenc SGATErng Media, and tauget scraens

d. ¥ Laser raeisuon 1evam in excess of Mo tmes of Clss { will pot pa pemitad al any pointiess an 3.0 mewrs above any swrface ypan which
persons ofher than oporalors, performers, of eMployees are PEMIan i st of 2 5 maters below or i a3l separation Tom any place
where such Persons are permmed 10 be. Opardions, parfonmers, and empioyees will N0t D requifeda or S5owed 10 VIew 3dEUon above the
mns of Ciass ) of be eXpossc W racietion above the IMRs specffiad ¢ 21 CFR 1040 11(c).

e, E Any product wiuch relies on scanmng D Meet access, @Xposule, oF prodixct Ciass Uis wil incarporate a scanning safeguard sysem which
arectly senses scanner Molon and which will Faact fast snough 1 preclude gxceeaqing the appikabie kna

1. K3 Au @aser it Shows shal be under Te dima and parsopal controd of trainad, competant cperator(s) The operalons) wil:
(1) Ba an empioyed of Ma vanance hoider who will Be responsidie Tor e [raining and te conauct of he operatmr;
(2) Be 1ocated wnere ail beam pamS can Pa diechly cbserved at all Umes; and

(3) Immacaien WeMINae e oMo of bt show radiaton In e event of any unsale conamon’ of, Tor OWAOOT SNOWS, UPGN rBgquest
by any air waffic confrol officialks.

9. Id] Tne maximum 1a3€r projecior oUTHUL Power will Not excaed the level requited o oBtain the inlanden eNfect.

n m The progcpan syslem (/ v.. 18 projecior 8na ad GNer companems wsed 10 produca 1he Ightng 9ffects) will be secursly mounted of
immobiizad 1o prevent viintanded movemant or misalipnment. Beam maskiig wil Do proviced as an inherei part of the systam design o
prevent overliling of screens, beam SOps, Largets, atc.

I [Z] Laser projacions will not e deivered 1o any other pany under an agroement of Sale, i3ase, oF 8N uniess and unll e reCKANt damERFMAIes
mat Niey have a vanance m effect at he ame of delivery that panmits Tom to Prooucd Laser NGNE Shows INCOTPCTabng such Projeciona).

» in adawien 1o Me reqiraments of 27 CFR 1040.10(n). e manyfacturer of laser projociors/systems will provide 1o parmes who pucnase, lease,
of bontw e squipmeant, adeqhan uEers’ Ksinuaons for safe nstaliaGen ang Operaton whiCh 9Xpialn the responsithity of the recipin as an
inepengen gt Show manulacturer 1o SuOME the feguired repons and apply for and oblain a varance from CPRM pror 1 inTesucton URO
compurcs of any kxser QN sNOws

« EATne requiements of 21 CFR 1002 30ta)1) and (2) will be accomplisnud through e use OF wiTieén Proceaures 1or setup, aignment, lestng,
ang performance of eacn show. These proceaures will he in sufficeent detall m ensure compliance wih 21 CFR 104010, the conamons of Tus
vanance, and Ine conrol OF ACCRSS 10 Fadiakion aFaas using the procedules dowcrDed in e ANSIZ136.1 anoarg Tor the sale use of lasers
{Amencen Nanang! Seanaeras insunas, 1430 Broaoway, New Yark, NY 10078} or any omhar equivalent user consansus slangafg and, wnera
Spphcable, Walb Of IDCAl requaments. LASOT ra0IaloN areas wiich Galh COMBIN redistcn Jevels above e nits speciad i 21 CFR 1040 11{c)
will e claarty idanufiea by the posung of wanng $iONS aror resmicting accoss Tough physical Means (SUCA 85 Pressule SwALhes, phoio
COMS, DArNers, guaras, eic.). Thesa requrements apply 10 TaMporary areas (sweh as aunng sot up and allgnment procedurss) ana & Tinal or
parmanant areas. The vanance hokiar wijj retain the racoras of Twss procedures anome resuls of 8 st as required dy 21 CFR 1002.31. A
copy of e vananca applicauon, the approval IBNBr, CLITENT PIoCequras, and fecords Felatng o 8ach pankuylar snow wil e with e operater
o otar respansidle navioual and will Be macs avakane for nspecton py FDA ans omer responsidie authoniies.
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1 [} Aavence wrmen notneanon will ba maqe as aany as poswitk: Io appropriate federal, Sate, ana IOCAl AUNGANAS PIOYVIGING SHOW Boerary wim
dates and 10catoNs clescy,. and complewly wenifiag, and a basc descaptoh of me proposed offects INCIIOING & Stement of the maximum
power outpul inendea, Such nolffications wil b Mmace, DUt NOT Necassamy pe limited, !

(1) Tne Camer for Devices and Racogica Heazh, Office of Compiance (HFZ-342), 2088 Gaaner Road, Rockvie, MD 20850, provsding e
Al Ane c1o8ing 1ates for ixad NSTMIBUONS Bnd e Knoraly 1OF Mo sHows In addmon, umless all aspects of each ahow have buwn
fepoftad angd accassion NuMbers caarly refefenced, each nohcs wili nclude demled descriplions of sach show ana a 1isong of all affecs ©
b purtormed in sulficient detad ™ confirm comphiance with e regulations and tis vanance.

(2) The Federal Avition AgminkIration (FAR) for any projections IMo open arspace al any Ume (l.e,, mehuding Sol up, alignment, rehesrsams,
perfanmances, elc.). it he FAA poEcss 1o any laser sffects, e oojectons will He resoivad and any CONAMIONs requasted by FAA will be
aqhered o T WSS cONARMONS Lannol De Met, The objectiohapis offacts will be aelethd ffom the show

(3) Svate ang locai raniation conDel officasingencies forall shows 1o e peiiormed withm Wwir prisaicnons. All requirements of state ana loest
faw will 0a 53BN and ahy ebpctions saised by ol sutwxlies will De esoIved or e effecs deloted. (A 4st of feder and s1ale oifices s

avalladbie from e Centter for Devieos and Radalogicdl Mearn upon requsst )

14. REMARKS

CERTIFICATION

1 CERTIFY that ali of the apove informalon and SWOmMoms arte s, complats, and cormed (o the Best of My KNOWIAARe and acknowledge Mt
my vananco agpixaton may Pe danied of my vanance may 8o revoked If Mis applcanon s Tound © o€ 1Aise, Mmisieaolng oF meonect ¢ any
mAenal way | have submmea &nc will submir all reports required By 27 CFR 100210 and 1002.11 on Me 1aser equipmant ana show(s). |
furher undersiand mat | may be required py reguiauon or by me Diractor, Canter Yor Devices ang Radioogcal Health, 1o supply Such ctner
mformation 25 may be hecessary 1o evaludie and act on this AppUCAIOn.

15. SIGNATURE 18. NAME (Typs or Print) 17 TITLE
RONN BENHARAV OWNER

FORM FDA 3147 (12/03)
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-

Public reporting burden for this collection of informarion is catimutcd 10 average .5 hours per respobse, meluding the dme
for reviewing iasmuctons, scarching cxiving duts soufces, gatherivg and meinminipg the datz pocded, wnd complering
reviewing the collccrion of informanon, Send comments regarding this burden esimute or any other aspect of this vollection of
wformarion, including suggesdons fur reducing tis burden to:

Food and Drug aAdministarion
CDRH (HFZ-342)

2094 Gaither Road

Rockviile, MD 20850

An ogency may not conduct or Sponser, angd o person 18 not reghired 1o respond 10, @ colfection af mformanon umlexs it displeys
u currentty valud OMB control number.
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