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PUBLIC Ht%LTH SERVtCE 
FOOD AND DRUG AWINlSTRATtON ROCXET MJMl3ER 

2. ADDRESS of COMPANY (Indue zt P code) 
4317 BROGDON PLACE COVE, SuwANjEE, GA WO24 

3. NAME OF RESPONSIBLE PERSON 
MICHAEL O’ROUKE 

LUMUASER, BeamBurst Amber $0 

1. PRODUCT FOR WHICH A VARIANCE IS REQUESTED , _ A LASER DISPLAY D&%iCE 
X-A PROJECTOR FOR A LASER LIGHT SHOW 
X, A LASER LIOHT Sf-lDW 
_ OTHER @m&J 

c. _ WWdECToRS ARE MENDED FOR SALE, LEASE OR LOAN TO 
OTHER LASER LIGHT SHOW PRO5UCERS 

d. PRODUCT IS ImENDED FOR USE IN A 
_ PLANETARIUM OR OTHER OdMf PROJECTION STRUCTURE 
_ THEATER 
_ CMSCOTMQCN OR NIGHT CLUB 
_ PAVILION 
_ INDOOR ARENA 
_ OU7DOOK ARENA 
- WEUM 
-OUrWMRENCLOSEUAREA 
X- OTHER (@ec@f) STORE #SPlA Y 

a PRODUCT IS INTENDED TO BE USED 
AAT ONLY ONE (fixed) LOCATION 

/ 
-ATAVARIETY OF &wJ LOCATIONS 
_ OTHER tspscirEr 

8. LW~RADIA 
LASER MEDfUM( AK M-Ives %tc.) I WAVELENG 

GaALaa DloddGaN ---- _.~ I- 

f. PRODUCT IS MTENDU) TOBE USED AT ANY ONE&$%ATtON 
-.& MC@?E ‘WAN 15 DAYS 
~MORETH&N5BWTl’&3ThK%ETMNl!iDAYS 
~LESSYHANdOAYS I ,* 

g. TOUR IS INTENDED TO RUN FOR ; ._’ 
-XJilORE THAN 8 MbN?‘HS 

..,*I 

_ 18 KHyrHS 
,LESSTtW3lMONTf+ 
- O?I+&f? ffW=W 

.-_. 
r 

h. PRODUCT U-fltJZES THE FOLLOWlNG UISER EFFECTS 
& FRDNT SCREEN‘PROdE 
A REAR SCREEN PROdECTiONS 
I HOL~HJC WsPbwS 
1~ wuifw F?#m.EmWs &nu&w iams ardiffntction e?iws) 
__ AUDI&ICE SCAMf-MG 
Jim R~~~u~~~~An~Y fWWWOR(S) OR 

,STAT?t%&f3Y IR~~~~ OF ROTATIN& MIRROR BALL(S) 
OK OTHER MIRRORa f&Ah% 

_ SCANNING IRRAD~ATKM OF RorATtNG MRROR BALL(S) 
_ FlBER-OPTiC PfKM%ZlONs 
r. FO@ +MO& OR OTHEZ? %ATfERiNG EFFECTS 
-OTHER fspeorrLl 

NY LWEtS 
S(nm) t 

DPSS Ng:YvlM I 532 I ,48umw 
9. IF Af+fY LASER RADIATIOM IS PULSED OR SCANNED, GNE THE F&SE DURATION AND RATE AND SCANf+JllUC$ FREQUENCY AND 

WPUTUDE 
W-4 KHL, O-80” optica! X-Y scan 

10. REASON FOR RECtUESTIf#3 VARIANCE 
JL COWWANCE Wi-fH THE LIMfTS OF 21 CFR MMQ.ll(c) WOULDRESTfUCT THE I- USE OF WE PRQDUWBEc.wSE 

COIYlPILANCE WOULD MMll THE OUTPUT POWER TO THE E&TENT THAY THE D&BIRED EFFECTS WDULD NOT BE 
SUFFtClENTLY VlStBLE 

_ OTHER OR ADDtTiOwAL u(Pt~f&wtON (Specitv) 

FORM FDA 3147 @B7) 
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11. MANNER IN WHICH tT tS PROPOSED TO DEVtATE~FROM TH$,R@&M?EMEPFGS QF’- APPLtCASLE ST- 
&IT IS PROPOSED TO OEvtATE FROM THE PROVtSKMS OF $1. cfF( 1vuhll (c) fff wAT THE ACGESSIBLE EwmStQN LEVEL WOULD 

EXCEED THE ACCESSISLE EMtSSlON LIMITS OF ClAS$ I OR CLASS tt 
_ If IS PROPOSED Toi DEVtATE FROM THE PROVtStON OF 21 CFR 1640.9 1 (c)ASFDLLOW& 

12. ADVANTAGES TO BE DERlVED FROM SUCH DEVtATiON 
ALASER LlGHT SHOWS AND DtSPlAYS ARE ACCEWED FOPULAR MEDtA IN EblTt%TAt~t+T PiNa THE ARfs, USE OF POWER 

LEVELS IN EXCESS OF THE LtMtTS lb&POSED BY 21 CFR 1010.11 (c) tS NECESSARY TO ACHIEVE THE REQUtRED EFFECTS tN THESE 

_ O%%OR ADDtTtONAl ADYANTAGES fd8scribe end ewWfJ1 

13. EXPtAtN THE ALTERNATE MEANS OF ~DlATtON PRDTECTIDN TO BE PROVIDED, 
iuswyany~nclcheckad,listnQusing~~rrs. 

$%csK&6 many ~~~~~ AT $4 ‘Ram-=, 
StakaaychrmwnwdtidWm 

a. -&ALL lASER PRODUCTS, SYSTEMS AND PROJgCTORS WtLl. BE CERTIFIED TO COMPLY WtTH 2i CFR loQo,10 AND THE WTtONS 
OF THtS VARtANCE AND WtLL BE REPORTED AS REQl#R@BY 24 GFR 1002.JO AND ic102.12 USIt,@ ~~~~o~~~~~S PRO- 
VIDED FOR SUCH PURPOSE. THESE ACTlbN6 WILL BE ACCKMPLlSH&D Pmt%70 AMI I- 

b. &EFFECTS NOT SPECtFtCALLY tNMCATED tN THtS VARtAN& APPLICATION WtLL NOT BE PERFWD, NO OTHER EFFECTS WtLL SE 
ADDED UNTtL AN AMENMNT TD THE VARlANCE HAS BEEN OSTAtNED AND THE REQU@ED REPORTS (SR SUPPLEMENTS, AS 
APPLICABLE, HAVE BEEN SUBMITTED. 

c. &SCANNtNG, PROJEC~tON, OR REFLECTtON OF LASER AND CDUaTERAL Ri%DtAltON $Ll@+T SWOW RADIATION) tNT0 AtJDtENCE DR 
OlHER ACCESStBlE UNCONTROLLED AREAS WILL WT BE! PERh@TED u(cuyT FOR Dt~tJ@ REFLECTIONS PRODUCEDBY THE 
ATlfADSPHERE, ADDED ATMOSPHERfC SCA-tTERtNG MEMA, AND TARGET SCREENS. 

EL. .& LASER RADtATtON MLS IN EXCESS OF THE LIMITS OF CLASS I WJLL NOT BE P&RMt-ftED AT ANY t’DlNT LESS THAN 3s0 METERS 
ABOVE ANY SURFACE UF’ON WHlCH PERSONS OTHER TffAN OPERATORS, PERFORMER& OR EMPLOYEES ‘ARE PERMlT7EfD TO 
OR 2.5 METERS BELOW OR IN LAIERAL SEPARATION Ft%%d AblY PLACE WHEW SL&kt PERSQNS ARE PERMtTfED TO BE. 
OPERATORS, PERFORMERS, AND EMf%OYEt$IS WtLL NOT l$E REQUtRED OR ALLOWED To VIEW RAbtATtDN ABOYE THE LIMVTS OF 
CLASS I OR BE EXPOSED TO RADtATtON ABOVE THE LtMtl’S SP&CtFtED t+J 21 CFR lU40.11 (c). 

2. & ANY PRODUCT WHICH RELtES ON ScANNtlJo TO MEET ACGESS, EXPOSURE., QR PRODUCT I=sr\ss&MTS WILL MCORPORATE A 
SCANNtNG SAFEGUARD SYSTEM WHtCH DtRECTLY SENSES SCANNER MDTtDN AND WWICM WtLL REACT FAST ENOWjH TO 
PRECLUDE -EM?@ THE~APPLICABLE LlMtT. 

f. -Zs AU LASER LlGJ+T SHOWS SHALL BE UNDER THE DtRECT AN PERSONAL CONTROL OF TRAtNED. CoAllpmNT OPERATOR@). THE 
OPERATOR(S) WtlL : 

(1) IMMEDIAYELY TERMHATE THE EMlSStONOF LtciHT SHQW RADtATtON IN THE~EVEHT OF AN+’ UMSAFE CONMTION; 

(2) BE LOCATED WHERE ALL BEAM PATHS CAN BE DtRf5CiIY OBSERVED AT ALL TIME% AND 

(31 BE AN EMPLOYEE OF THE VARIANCE HOLMR WHO WILL BE RESPONstBLE FOR THE TRAINING AND CONDUCT OF OPERATOR 

&&THE MAXIMUM LASER PROJECTOR OUTPUT POWER WILL NOT EXCEER THELEVEL REQUJRE~ TO OBTAtN THE INTENDED EFFECTS. 

h. .& THE PROJECTtON SYSTEM (LE., THE PROJECTORANDALL OTHER COMPONEWTS USEDTO Pf#DUCE THE LKM’tNG EFFECTS 
WU BE SECURELY MUUNTED OR MMOBILtZED TO PREVEFFf UNINTENDET) ~~~R~~~~. eEAM LIMITS WILL 
BE PROVtDED AS AN INHEfIENT PART OF ?TiE SYSTEM DESffiN TO PREVENT OV+?t%l,tt’@ OF SGREENS, BEAM STOPS. TARGETS, 
ETC. 

i. AlASER PROJECTDFZS WILL NQT BE DEUVERED TO ANY OTHER PARTY UNDER AN AGREEMEMT OF SALE: LEASE, OR LOAN UNLESS 
AND lMt-tL T% FkEClPtwT DEMONSTRATES TWAT THEY HAVE A VARtAblCE 1N EFFECT AT THE T+ OF DELIVERY THAT PERMtTS 
TliEM TO PRODUCE LASER LtGM SHOWS t NCX3RPORATtNG SltCti PROJECTOR. 

$. & IN ADDtTtON TO THE REQtJlRElvlEMS OF 21 CFR 1040.10 (b), THE h#AN&lFACTURER OF LASER PR@tECTOR$/SYSTEMs WILL PROVtDE 
TO PARTIES WHO PURCHASE, LEASE, OR BORROW THE EQUIPMENT, ADEQUATE US@%% &-f’f&GTtONS FOR SAFE tNSlALMT!ON 
AND OPERATIONI AND WHtCH EXPtAlN THE.RESPON~IENu’Fv OF THE REClf%%T AS AN INQEf%NRENT LiGHT SHtwv 
MANUFACTURER TO SUBMIT THE REQUIRED REPORTS AND APPLY FOR AND 087AlN AVARLANCE FROM CDRH PRIOR TO 
tNTRODUCTlON MT0 COMfdERCE OF ANY LASER LK%tT SHOWS. 

k. &W REQUll?EMEWS OF 21 CFR 1002.90 (&#1) A?@ (2) WtLL BE.&%OMF’LtSt-tED l.HfWbNTHE USE OF WRtTTEN F‘ROCEWRES 
FOR SETUP ALlGNMENi-, TESTtt’iG; AND PERF oRRWW& OF EACH SHOW. THESE #‘R&E-S WILL BE IN SWFlCIEM Cf3AtL TO 
ENSURE CDMF’k@NCE WlTH 21 CFR lt.MO.+O. THE CCMDtTtOhw OF TtitS yARtA@tCE, AND COMTROL OF ACCESS TO RADtATtON 

AREAS USING THE PROCEDURES DESCRMEDlN THE At&t Zt3S.f STAUDARb FOR Tj& SAq iisE OF LASERS @kMERtCAN NATtOMt. 
STANDARDS tNSTtTUT&. 1430 BROADWAY, NEW YQFu(, NY Iob18) OR ANY dTlfEk@ EQUfkkLENT U&R COtGENSUS STANDARD AND 
AND, WHERE APPLtCA6LE, STATE OR LOCAL RECtUtR&%tENTS. LASER RAl%RON -S ~~~ CObJTAtN RADtATtON LEVELS 
ASOVE THE LIMITS SPECIFIED IN 21 CFR lU4&ll(c), W&L BE CtJ5ARLY JDEfGfFtED BY ‘fl$Z P$bSTtNG $@ WARNING SJGNS AND/OR 
RESTRiCTED ACGESS I?lRDtJGH PHYStCAL MANS {SUCM AS PRE&%RE’SWI~CH BARRIERS, GUAWES. ETC.). 
THESE REQUtREmNTS APPLY TO TEMPORARY ARw @UCH AS DtJRim SENP ROGEDURf!S) AND TO FtN&L 
OR PERM4NENT AREAS. THE VARIANCE HotDER WM. RETAIN ME RECcERbs’o1; THE$E PfbCE@URES AN0 THE RESULTS OF ALL 
TESTS AS RfZQtJtRED BY 21 CFR 1002.31, A COPY OF TBE VARlANCE APPLICATION, TWE APPRDVAL LETTER, CURREM‘ pROCEWRES 
AND RECORDS RElATtNo TO EACH PARTJCULAR SHOW WtLL BE WtTH THE OPQRATOR OR OrHER RESPONStBlE INDMDUAL AND 
WtLL BE MADE AVAKABLE FOR INSPECTtON BY FDAAND OTHER RESPOt&lkE AUTHDRfT’tES 

FORM fDA SM? (Jlsr) 
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I. H A5VANCE WRRTE~MONFKXTlOl’J WtLL BE MADE AS EFARLyA$ POSSIBLE ry),ApfoRO@3lATE FEU8i~, SY’ATE ANfY LOCAL 

AUTl=lORlYtES PFtOViOlNG SHOW t7WERARY Wl-‘fH OATES @if? l.OCA~~ i=Lf%RLY AN5 COMPLE%LY f5@4’QFlED, AN5 A BASIC 
DESCRtP’tION OF PROPOSED EFFECTS INCLUDMG A STATEbhl?M OF THE M&X#&JM POWFiR O?JTPUT INTENDED, SUCW 
NOllFlCATiONS WILL BE MADE. BUT NOT NECESSAFULY LIMflEO TO: 

(1) THE CENTER FOR DEVGES Al’&? RA5lOLDGlCAL HEALTH, OFFICE OF iXh4PLUMJCE {~Z-31~),2nsa GAJTHER ROALMOCKVIUE. 
MO 2088Q.PRGVllMC3 THE INITIAL AN0 Cl.O!%NG RATES FOR ME FIXEO INSTALiATlON~ TklE iTME!RAf?Y FOR MO8lLE SHOWS 
IN -. UNLESS ALL ASPECXS OF EACH SiiOW YUIVE BEEN R@ORTED AN5T+lE AiXEt%&..M M#BfiRS CLEARLY 
REFEF@NCEO, EACH hKlTlCE WILL l?&CX&lX DETAlLEl3 5ESCRlPTtONS OF EACH+%3WA?4D’A L&@-l~-OF ALL EFFECTS ‘l-0 BE 
PERFORMED IN SUFFIMEM DETAIL TO &ONFtfkM COMPLlAt4&Wmf Tt% ?%X3ULATl0NS AN5 THtS VARIANCE. 

(2) THE FEDERAL AVtATlON ADMlNl$TRATlCX’j (FAA) FOR ANY PROJECTIONS &IT0 OPEN AlRSPA($Z AT A&Y TtME {tS., INcLtyMEKj 
Sl3’-UP, ALIGWJENT, RENEARSALS, PERFOF&IMCES, E%). IF THE FAA OSJECT$$ TO ANY LASER EFFECTS, ~ OBJECTIONS 
WILL BE RESOLVED AN5 NY COMX’l’iON~ REQUESTED BY FAA WILL BE A5H(%E5 TO. IF T?iE%E GON5iTloNs CAN NOT BE MET. 
-WE OBJlXlYONA8LE EfFECTS WILL BE 5ELRED FROM TWE StKM’. 

(3) STATE AN5 LOCAL RADlAT!ON CONTROL QFFICESfA~EfXXES FOR ALL SOWS TO BE PERF0Rt$f3? WITHIN WEIR JUREXXTT-mS. 
ALL REQUIREMENTS OF STATE AND LDGAL LAW WILL BE SATISFIED AND ANY @$Jt%‘ri~ RAiSf3.3 BY LOCAL A-ES 
WILL BE fESOLVE0 OR THE EFFECTS 5ELE,l‘ED. @@I’S OF FEDERAL A(uDSTA3-E OFFIGES~ARE AVAKAf3l.E FROM THE CENTER 
FOR DEVICES ANDi?ADK3LO(XAL HEAlTH Ui’ON REQUEST,) 

14. REMARKS 


