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DEPT. OF HEACT4tAND HUhWN SERvlCeS ’ APPUCATION FOR A VARtANCE Fm Approved No- !57ROtX8 
PUBLIC nEALlH SERVICE FROM 21 CFR ItMULl (c) FOR A . 

FOOD AND DRUG ADMINJSTRATION LASER LIGHT SHOW, DISPLAY DOCKET NUMBER 
OR DEVlCE 

NOTE No~l~gmsncrvarPleglalrdeyicem~~lromccmpl;ancewffn21Cf~1040.11(c)in~ 
or~.vnn~meappmwi~arlrvsaPdfiaMl1ri~a)27 CFR 10704 

MSTRLICTIONS 
l.uJecacaJ,~eoressnd~pea~Mme~~~~&r 3 
2 fwi3OM WI ‘Y&JmIW &f14 (hrr (OJ caples 3 

4.&lW?dbCheiNUWJhktmDaifBS;gllB4 
ttz2%! MD20657 

1. NAMEOFCdMPANY 
Vybe Entercainmenr 

2. ADDRESS OF Col@ANY (Inc&tle ZIP cpss) 
337 Route 9 South, Unit #4. Manalpau, NJ, 07726 

3. NAME OF RE~PONSIEILE PERSON 4 TELEPHCINE NO 0cfude area Eodel 5 DATE OF SUBMISSION 

~&MA~ASER BeamCursr E&i&d 150 

0 PRODUCT FOR wHK!h A VARIANCE IS REQUESTED 
_ A USEI? DISPLAY DEVICE 
__ A PRQIECTC7R FOR A LASER LIGnT Snovv 
&A LASER LIGHT SnQW 
_ OTHER &exi&J 

C- PROJECTORS ARE lN?‘ENDEP FOR SALE, L~SSJE OR LOAN TO 
OTtiER LASER LiGf-lT SHOW PRODUCERS 

a, PRODUCT tS fN’b%%?D FOR USE IN A 
A PI.ANETARIuM OR OTHER DOME PROdECTlON STRuCTURE 
1 THEATER 
L DISCO-i-tfEQuE OR NIGIIT CLUB 
& PAVILION 
L rNDOOR ARENA 
_ OUTDOOR ARENA 
r MUSEUM 
_ OUTDOOR ENCLOSED AF@% 

,X OTtiER (!iibwW) !%cnow and Church Acrdanum 

e. PRODL(c7 JS WI-EWXED TO BE USE0 
-AT ONLY ONE @izer.fJ LOCATlQN 
A AT A VARIETY OF (ToMrl LDtXTlONS 
_ OTHER @&%I&] 

DPSS Nd: YVO4 532 

f PRODUCT Is 1bm3#3ED TO BE USE0 AT ANY ONE LOCATION 
aMoRE-l%N 75DA*$ 
&MORE THAN 5 BUT NOT MORE TMAN 75 DAYS 
& LfSS THAN 5 DAYS 

-;c LESS %-l&U 7 MONTH 
_ OTHER (%=@I 

g. TOUR 153 IN%?J’df%D TO RUN FOR 
AMORE THkN I MONTnS 
-x--1-4 MauTfis 

f\\ Yi - 
n. PRODuCT IJTIUZES Tt4E FOU.O~?%3ER EFFECTS 

-it FRONT SCREEN PiaolEC7lQNS 
& REAR SCREEN PROJECTIONS 
_ HOLOGRAPMC PWPLAVS 
& MULT~PI.E REFLECTIONS (mumpre cf~wulcpiv Q crnrrgclon eff=rsJ 
_ nu01ftdcf SCANNING 
.A REFLECTIQNS FRO~‘STATlONnRr MIRROR(S) OR 

MIRRQRED SuRFACES 
_ STATIONARY IRRADIATION OF ROT4TlNG MIRROR Et&~(s) 

OR OTIIER MIRRORED SITAPES 
_ SCANNIN(~ IRRAI%AT’~QN OF ROTATfNG MIRROR BALL@) 
- FIBER OPTIC f=RQJECTlONS 
dF-. Sh@%J? OR OTHER SCATIERING EFFECTS 
_ O”mER We@) 

f ” PEAK POWER (WausJ 

I 4tXlmW 

9. IF ANY LASER RADIATION IS PULSED OR SCANNED, GIVE TnE PULSE DURATION AND RATE AND SCANNING FREQUENCY AND 
AMPLITUDE 
OC4 KHZ, 04MJ” optical X-Y scan 

&COMPLIANCE WITH THE LIMITB Of 21 CFR l&O,lf(c) WQUCD REST’RiCT THE INTENDED USE OF TnE PRODUCT BECAUSE 
CQMPLWYCC WOULD LIMIT THE OUrPuT POwCR TO THE EXTENT THAT TIiE DESIRED fFFECT's WOULD NOT BE 

_ OTHER OR ADDITIONAL EXPuuyATlON (S&=&J 

aeoLiiJ-OI 
I  
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1 I hbud~EF? IN vvn~cn IT IS PROPOSED to DEVJATE FRQkl THE RI~~~~PEMENTS OF THE APPuu\BLE STANDARD 
&T IS PROPOSED To MVJATE FROM m PROVISIONS OF 21 CFR 70*0.11 (c) IN THAT THE ACCESSIBLE UnlSSloN LEVEL WOULD 

EXCEED TnE ACCESSIBLE EMISSION LIMITS OF CLASS I OR CLASS II 
_ JT JS PROPOSED TQ PEViATf FROM THE PROVISION OF 21 CFR IWO.1 1 (c) AS FOLLOWS. 

12 ADVA~AGES To fJJf! DlZRtvED FROM %JCH D&‘JATIQN 
_EuIsl%R UGHT SHOWS AND DJSPLarS ARE ACCCPTED POPULAR MEPJA IN ENTERTAINMENT AND THE ARTS, USE OF POWER 

LEVELS IN EXCESS OF THE LJMlTS IMPOSED BY 21 CFP 1Mo.11 (c) IS NECESSARY TO ACHIWE THE REQUIRED EFFECTS IN THESE 
HEPtA 

_ OTHER OR ADDITIO~L ADVANTAGES &Wm?0e mu su#+fnI 

I 3. EXPLAIN TnE ALTERNA~ MEANS OF RAO~ATIQN PROTECTION To BE PROVIDED. ~Cbm as mm Jsars as fmb In mm 14 -R-J-‘. 
pa~ally~MC~,usulgawlljonamnhnzl,&af.i~. s~anyana.meansofraol8lloll~lnalw-Jlim~.) 

a. &AU LASER PRODUClS, SYSTEMS AND PROJECTQR~ WILL LJE CERTIFIED TO COMPLY WITH 21 CFR ‘J&l3 10 ANP THE UX(DlTtONS 
OF TtiJS VARJANCC AND WILL BE REPORTED AS REQUIRED By 24 CPR 7002.10 AND ‘I002 72 USING TH& REPORTING GUIDES PRO- 
VIDER FOR SUCJI PURPOSE. YI-JESE AC%&US WILL BE ACCOMPUSWED PRIOR TO ANY JNTR0JhJC-tIOJ’J IWO ~MW%CE. 

D. rEFFEC7S NOT SPECJFICALLY lND1CATED IN THIS VARJANCE APPLICATION WJU NOT BE PERFORMED, NO OTnER EFFECTS WILL BE 
ADDED UNTlL AN A#4ENOMENl’ TO THE VARIANCE HG BEEN WTAINue) AND THE REQuJRED REPORTS OR SUPPLEMENT-S, AS 
Af’PLItXlLE. J%vE REEN SuBMfTTED. 

C. _;LSCANNING. PROJECTION, OR REFLECTION OF J.ASER AND cX%ATERAL RAMATJQN (&JGHT SHOW RaMATJoN) INTO AuDIEJUCE OR 
OTHER ACCESSIBLE UNCONTROLLED AREAS WILL NOT BE PEplnfrrrCt EXCEPT FOR DIFFUSE REFLECYIONS PRODUCED BY THE 
AThloSPH~. ADDED ATMOSPHERIC SCATTERJNG MEDIA. ANDTARGET SCREENS 

__- A LASER RADJATJON LEVELS IN EXCESS OF THE LJMJYS OF CYrSS I WILL NOT BE PERMJ~~EDATA~JY POJNT LESS TJ-JAN 3 0 METERS 
A8OVE ANY SURFAl% UPGN WHICH PERSONS OTHER THAN QPERATQRS. f’b!?RpOpk~f%S. OP,i#f’LOYEES A@ PERMITTED TO 
OR 2.5 METERS B&LOW OR JN CATERAL SEPARATJQN FROM ANY PLACE WJIERE SUCJ+ PERSONS ARE PERMITTED TO BE. 
OPERATORS. PERFORMERS. AND E%#=LOYEEG hllLL NOT BE REQUIRED OR ALLOWED TO V!E\Ar RADtATiON ABOVE THE LlMlTS OF 
CLASS I OR BE EXF’OSEP TO RADIATION ABOVE ThE LIMITS SPECIFJED IN 21 CFR ‘IWO 11 tc) 

e d AFII PROOLJCT WHJCH RELIES ON SCANNING TO b&ET ACCESB. UPOSLIRE. OR PRODUCT CUISS &IMJTS WtLL INCORPORA~ A 
SCANNJNG SAFEGUARD SYSTEM wftiCH DJRECTLY SENSES SCANNER MOTION AND wHlCH WILL REACT FAST ENOUGH TO 
PRECLUDE ELCEEUJNG TnE APPLICABLE ~Jh4lT 

f A ALL LASER LIGHT SHOWS SMALL BE UNDER THE DIRER AN PERSO~~AL CONTROL OF TRAINED, COMPETEJ0’ OPE!RATOR(S). THE 
OF’EFb”,TOR@) YVJLL ’ 

(11 IMMEDIATELY TERMINATE TnE E~AISSION OF UGHT SHOW RADtATloJu IN THE EVENT OF ANY UNSAFE CONDITION. 

(2) BE LOCATEP WHERE ALL BEAM PATHS cm BE DIRECTLY OBSERVED AT AU TtMES; AND 

(3) BE AN EMPLOYEE OF THE vARJANCE nOU3ER WHO WILL BE RESPONSlb3LE FOR THE TPalNlNG ntvD CONDUCT OF OPERATOR 

@ ATnE MAXIMUM LASER PROJECTOR OUTPUT POWER WILL NOT JZXCEED THE LEva REQUIRED TO OBTAW THE WI-ENDED EFFECTS. 

- 21 THE PROJECTION SYSTEM (J-E, THE PROJECTOR AND ALL OTnER ,COMPON&MS USED TO PRODUCE +THE LtGJiTJNG EFFERS 
WILL BE SECURELP MOUNTED OR IM~~OEJILJZED TO PREVENT UNINTENDED MOVEMENT OR MJSALJGNMENT BEAM LIMIT’S WILL 

-- ~%ovlDED AS AN INHERENT PART OF THE SYSTEM DE’SIGN TO PRfvENT OVERFlUltdG OF SCREENS. BEnM STOPS, TARGETS. 

I. &LASER PROJECTORS WILL NOT 5E DELIVERED TO ANY QTmER PARS UNDER AN AGREEMENT OF SALE, LEASE. OR LOAN UNLESS 
ANP k@iTJL TrrE REClPiEMT DEFi6OWTRAl%S ‘TWIT THEY HdWZ A VARIANCE IN EFFECT AT THE TIME OF DELIVERY THAT PERMITS 
‘THEM TO PRODUCE lASER LIGHT SrJOWS INCORPORATING; SUCH PRQIECTOR 

,- 1_ !N ADDITION TO THE RECWIREMEKTS OF 21 CFR mm.10 (n). THE MANUFCICl’URER OF LASER PROJECTORSISYSTEMS WILL PROvlPE 
To FxRTiEs WHO PURCHASE, LEASE. OR B5RRow THE EQUIPMENT. ADEQUATE USER’S JNSTPuCTlONS FOR %FE INSTALLATION 
AND OPERATIQU ANP WHICH E%PLnJN THE R&SPONS,E~IU~Y OF T’E RECIPIENT As 4N JNDEPENDENT LIGHT Snow 
MANUFACTURER TO SUBMIT Tt& REQUIRED REPORTS AND APPAY FOR AND OBTAIN A VARIANCE FROM CDRH PRIOR TO 
INTROPoCTION IJ’JTO COMMERCE OF ANY J..ASER LIGKT SIISOWS. 

&.&THE REUulREMENIS OF 21 CFR 1002 30 (a)(i) AND (2) WILL BE ACC&%~PLISHEP THROuGh THE USE Of WRITTEN PROCEDURES 
FOR SOUP ALIGNMENT. TESTING. AND PERFORMANCE OF UrCe SHGW. THESE PROCEDURES WILL BE IN SUFFiClENT DETAIL TO 
ENSURE COMPLIANCE WtTH 2’1 CFR 1910.10. THE CONPJTt0NS GF TmIS vARJA&CE. AND CONTROL OF ACCESS TO RaDl~TlOhl 

I AREAS USING THE PROCEOuRES DESCRIBED IN THE ANSI 2’136 1 STAkDARD fOR THE SAFE USE OF MASERS (AMERICAN NATIONAL 

I STA.NDARDB tr&Tt’ftiT+, l~‘Bf%O#&~y, NPW i&-hly ;&la) OR & bTt-&ZR fiUuIVA&$Y USkR~C&kEk.Wf STANDARD AND 
AND. WHERE APPLIc.A~$LE. STATE OR LWU. REQUIREMENTS. tiSER RnOlATloN AF4EAS WntCH UIN CONTAIN RADIATION LEVELS 
ABQvE TtlE LIMITS SPECIFIED IN 21 CFf2 104Jll l(c). WILL BE CLURRLY IDEmJfJ@b BY THE POSTING OF WARNING SIGNS SNDiOR 
RESTRlCTED ACCES$ THROUGH PHISICAL MEANS (SUCH AS PRli%URE SWITCHES, PnaTQcuns. BARRIERS. GUARDS. ETC.). 
THESE REQUIREMENTS APPLY TO ‘TEMp6pARy AREAS @J.JCH AS CbRlNG SETUP AND AAIBNME~ PROCEwRES) AND TO Fwu 
OR PER-WENT AREAS fnE VARIANCE HOLDER VVILL RETAW THE RECORDS OF THESE PRc%%wRES ANP THE RESULTS OF ALL 

E ” TESTS AS REQLJJREB BY 21 CFR 1002.31. A COPY OF THE VARJ- APPLICZAT~ON. THE AW’ROVAL LRTER, CURRENT PROCEMJRES 
AND RECORPS REr/iTtNG -fO EACH PARTICULAR SnOw WILL BE WITH THE OPERaTOR OR OTHER REBPQNQBLE INDIVIDUAL AND 
WILL BE MADE AvAlL4BLE FOR NYSPECTIOJU BY FDA AND CiTWER PESPONSIJ~LE AL~T’HORITIES I 
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1. g ADVANCE WRtl7EN NOTIFICATION WILL BE MADE AS @ARLY AS P0qStBl.E TO APPROPRIATE FEDEML. STATE AND Lovu. 
AUTHORITIES PmVlf&M Sl$)W fTlNERA!Zy WflH RATES ANR LOCATIONS CLf%i?LY MID coHpusTELY IDENTIFIED. AND A BASIC 
DESCRIPTION OF PRQPDSED EFFECTS INCIJJRIRG A STATEMENTOF THE MAXlMUk POWER OUTPUT INTENDED Sucn 
NO~IFICPTIQNS WILL. BE MADE, BUT NDT NECESBAR%Y LlMriED TO- 

(I) THE CENTER FOR DEVICES AND RADIL)LOGICAL iiEALTl+. OFFICE OF COMPLUWGE (HE;csl~),i!OB8 GAcMt% ROAD.ROClCVlLuE, 
MD 2028QPROV4~NG THE INil%& AND CLOSWO DATE5 FOR TI’@ FIXED )hlSTALLATiON AND THE ITINERART FOR MOBILE SHOWS 
IN APDITIDN. UNLESS ALL ASPECTS OF EACH Snow HAVE BEEN REPORTED AND THE ACCESStON NUMBERS CLEARLY 
REFERENCED. EACH NOTICE WILL iNC&tJMl i&tTAlLED ASCRIPTIONS OF EACH SHOW WA LISTING OF ALL EFFECTS TO BE 
PERFORMED IN SUFFICIENT DETAIL To CONFIRM CHANCE wrn-i THE PEGLJLATIONS AND THIS VARIANCE. 

(2) TIIE FEPEML AVIATION ADMINISTRATION (FM) FOR ANY PRO~ECTlONS INTO OPEN AIRSPACE AT ANY TINE (1 E . INCLUDING 
SET-UP, ALlGNM&N1; REk&d6ALS, PEpFQR~@. l3C.). IF THE FAA OBrrECTS TO ANY LasEP EFFECTS. THE G&JE=lONS 
WILL BE RESOLVED Am NY CONDmGNS R&QUESTED By FAA WILL BE AMeD TO. IF THESE CObIDll-IONS Ow f’@T BE Mfi-f-. 
THE OBJECTIDNABLE EFFECTS wu BE DEU3ZO FROM THE SHOW. 

(3) STATE AJvD kOCa& RAOlATlON CONTROL OFFICESIAGENCIES FDR ALL BOW3 70 BE PERFOR?&D WtTHlN THEIR JU~SDICTIONS. 
ALL REQU~RE.MEiuTS OF STATE AND LtXX. LAW WILL BE SATISFIED Abd3 Ably OBJEC3ION$ RAJSED BY &ocAL AwlTIES 
WILL BE RESOLVED ORTHE EFfECt’S DELETED. <US-TX OF FEmRAL AND STATE OFFICES ARE AVAlvlBti FROM TnE CENTER 
FOR DEVICES AI’&3 RRPIOLOGICAL Ht3UTH UPON REQUEST.) 

14. REawwS 


