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DEPT-. OF HEALTH,AND HUMAN SERVICES APPLICATiON FOR AVARfANCE FOnnAppnwcrdNamRoa(w 
PUBLIC HEALTH SERVlCE FROM It CFR MMO.‘Vl (c)“FOR A 

FOOD AND DRUG ADMINISTRATION ‘. LASER LIGHT SHOW, DISPLAY DOCKET NUMBER 
OR DEVICE 

NOTE: Nolswrlwchavadigly-d~varyfm, cxmpma3wi&h21 cm 1fNo.ll(c)~ckaiat 
aumwNmutthaa appHcakn br tac&mcewith 2 1 CFR 1010.4. 

IWSTRUCTKWS 
1.checkall~bopcesandtypeorprinttherequestedblftnmatlm. 3.Mailywra#mmktheHeerlnOClerkF@Jd~Drug 
2.Submitmaigindandb1’(4)cqries AdRll~Roac65,~Rshazr~RadnRa~2o65f 

4.EnkrDochtNunbaiferlgned. 

KS A Party Entemlnnaent 
2. AUDRE8S OF COMPANY Ondude ZIP Cad@ 

19 Princeton Street, Concord, NH 033M 
I. NAME OF RESPONSIBLE PERSON 4. TELEPHONE NO. @dude mm C=@j 

& OISCOTHEQUE OR NIGHT CLUB 
& PAViUON 
1~ INDOGRARENA 

OUTDCXM ARENA 
x MUSEUM 
-OUTDGGRENCLGBEO,AREA 

,x onm?@mc~~sdwd8ndChwchAudytaium 

a PRODUCT IS INTENDED TO BE UBED 
-AT GNi.Y GNE @fe@ LGCATtow 
&AT A VARIRY OF {tU&) LOCATIONS 
- OTHER @m=@I 

h. PRODUCT UTILIZES THE FOLLOWING LASER EFFECTS 
1~ FRONT SCREEN PROJECTtGNB 
x REAR SCREEN PRoJECTtoNs 

HoLoGfwwc D&PLAYS 
?i: MlJLTiPLE REFLECTIGNB (mdbjple ChenneJs CwdifflacHon -*I 
-AUDIENCE BCANM 

noNARY “REEhwRwR~ MIRROR(s) OR 

_ STATloNARy lRRADU+TloN OF ROTATING MIRROR BALL@) 
OR OTHER MRRGREU SHAPES 

SCANNING IRRJiD,ATiGN OF ROTATING MIRROR BALL(B) 
- FlfKROPTlC PROJECTiONS 
I; FOG, SMGKE OR OT?+ER SQXTlERtNO EFFECTS 
_ 0TI-W f%=+f~‘l 

8. lAssuluDlL 
LASER MEUIUM~~ kk+M, etc.) WAVELENG 

GsALasDiuMGaN 
DPSS Nd:YVO4 532 I 4Q@mW 

B. IF ANY LASER RADIATIGN IS PULSED OR SCANNED, GtVE THE PULSE DURATlON AND RATE AND scAFBJll@G FREQUENCY AND 
AMFLIIUOE 
DC4 KH& O-80” uptkal X-Y scan 

10. REASON FOR REQUEb3NG VARIANCE 
& COMPLIANCE WllM THE LlMlTS OF 21 CFR 1040.11(c) WOULD RESTRICT THE INTENDED USE OF w PRODUCT BECAUSE 

COMPLiANCE WOULD LtMlf THE CM-PUT POWER TO THE EXTENT THAT THE DESIRED EFFECTS WOULD NOT BE 
SUFFICIENTLY VISIBLE 

_ OTHER ORADDITKXAL EXPMNATION (speciljr 

QRM Flu 3147 (W 

Timothy Pataine I603 2284700 (soptsmanr30,2004. 
6,~gpiicantrapueststhe~tObshalkrct~apl*bbdlrcacsfmmthebateaiiaue. rvlll- -2 

8VcWi88Wfrw~t8Qybers ff8ftYtQ8fpWfOdiStiWJU&d8jU~mustbe-8Sport 

7. PRODUCT DESCRfPTtON AND U9E 
a LIST NAME AND MODEL NUMBER(S) , .- 

LUMALASER Eeamburat Amber 50, 

b. PROLXJCT FOR WHICH A VARIANCE IS REQUESTED 
-A LASER DtSPlAY DEVICE 

A PROJECTOR FOR A IASER UGHT SHGW 
‘?i;A lA!%l? UGHTSHOW 
-OTHER C%-W 

CL PROJECTGRS AR& lN7ENDED FOR SALE, LEASE OR LQAN TO 
OTHER LABERLIGHTSHOW PRGDUCERS 

d. PRODUCT IS INTENDED FGR lJSf IN A 
x PLANETARIUM OR OTHER Dow PROJECTION STRUCTURE 
x-m 

. : , .  

“I 

f. PRGDUCT 6 INn%tXD TO BE USED AT ANY GNE+OCAT@N 
~MORETMN15DAYB 
~MORETHANTHAN0BuTNGTMoRETHAN15DAYs ::I 
&LESBTHANSDAYS 2.; 

g. TGUR IS MENDED TO RUN FOR 
~XJ4ORETHAN8MONTHS 
-X-l-S MONTHS 

~X~LES0THANlMoHFw 
-0nlERfspeairul 
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11. MANNER W WHLCH IT s PROPOSED TO DEViATE FROh# THE REQUIREMENTS OF THE APPLICABLE STAMDARQ 
XlT IS PROPOSED TO DEVIATE FROM THE PROVISIONS OF 21 CFR 1040.1 t (c) IN THAT THE ACCFzSSllBtE Eb%SSLoN LEVEL WOULD 

EXCEED THE ACCESSIBLE EMlSS@N LIMITS OF Cl.&SS I OR CLASS II 
_ fT IS PROPOSED TO DEVIATE FROM THE PROVISMN OF 21 CFR 1040.11 (c)AS FOLLOWS: 

12. ADVANTAGES TO BE DERIVED FROM SUCH DEVlATlON 
AkASER LIGHT SHOWS AND DISPLAYS ARE! ACCEPTED POPULAR MEDIA IN ENlERTAlNMENT AND THE ARTS, USE Of= POWER 

LEVELS IN EXCE?SS OF THE LIMITS IMPOSED BV 21 CFR 1045.11 (c) IS NECESSARY TO ACHIEVE THE REQUIRED EFFECTS IN THESE 
MEDIA. 

_ OTHER OR ADDtTlOl’M. ADVANTAGES @w?ufbe end i%@in] 

13. EXPLAtN THE ALTERNATE MEANS OF RADIATw)N PROTECTION TO BE PROVIDED. (cheer as many was apply. In Item 94 ?bn~mics’. 
iuswYanybospesnolchedted,uslngaddlocrlal~asnacessery. State~dhWIDWlSCf-pmtee(iarrfhsrWillbeUSSU.) 

a. -&ALL LASER PRODUCTS, SYSTEMS AND PRQJECTQRS WILL BE CERTIFIED TO COMPLV WITH 21 CFR 1040.10 AND THE CQNDlTKM+S 
OF THIS VARlANCE AND WLL BE REPORTED AS REQUIRED BY 24 CFR 1002.10 AND 1002.12 USING THE REPORTING GUIDES PRO- 
VIDED FOR SUCH PURPOSE. THESE ACTIONS WILL BE ACCOMPLISHED PRlOR TO ANV INTRODUCTKM INTO COMMERCE. 

, b. -&EFFECTS NOT SPECIFICALLV I&XCA?ED IN THIS VARtANCE APPUCATION WILL NOT BE PERFORMEP, NO OTNER EFFECTS WILL BE 

T 

ADDED UNTlL AN AMENDMENT TO THE VARIANCE HAS BEEN QBTAlNED AND THE REQUIRED REPORTS OR -l%EI’J% AS 
APPUCABLE. HAVE SEEN SUBMITTED. 

c. -&SCANNING, PROJECTION. OR REFLECTtON OF USER AND COLLATERAl RADlATlON (LIGHT SHQW RADIATION) IN?-0 AUDIENCE OR 
OTHER ACCESSEUE UNCQNTROLLED AREAS WLLL NOT BE PERMiTED EXCEPT FOR MFFUSE REFLECTIQNS PRODUCED BY THE 
AmSPHERE, AWED ATMOSPHERIC SCA?lERING MEDlA, AND TARGET SGREENS. 

d. & LASER RADIATION LEVELS IN EXCESS OF THE LIMITS OF CLASS I WILL NOT BE PERMT’TED AT AN+ POINT LESS THAN 3.0 METERS 
ABOVE ANY SURFACE UPON WkllCH PERSONS OTHER THAN OPERATORS, PERFORMERS, OR EMPLOYEES ARE PERMITKD TO 
OR 2.5 METERS BELOW OR IN LATERAL SEPARAlION FROM ANY PLACE WHERE SUCH PERSONS &RE PERMTIED TO BE. 
OPERATORS, PERFORMERS, AND EMPLOYEES WiLL NOT BE REQUtRED CM ALLOWED TO VIEW RADlATloN ABOVE THE LtMlTS OF 
CLASS I OR BE EXPOSED TO RADIATION ABOVE THE L?MlTS SPECIFIED IN 21 CFR loIo.1 i (c). 

a .A ANV PRODUCT WHICH RELIES ON SCANNING TO MEET ACCESS, MPOSURE, OR PRODUCT CLASS LIMITS WlLL lNCQRPORATE A 
SCANNING SAFEGUARD SYSTEM WHICH DIRECTLY SENSES SCANNER MOTION AND WHICH WILL REACT FAST ENOUGH TO 
PRECLUDE EXCEEDM’JG THE APPUCABUE LIMIT. 

I f. -x. ALL LASER UGHT SHOWS SHALL BE UNDER THE DIRECT AN PERSONAL CONlROL OF TRAINED, COMPElEM OPERATOR@). THE 
OPERATOR(S) WILL : 

1 (I) IMMEDIATELV TERMINATE THE EMlSStON QF LIGHT SHOW RADIATION tN THE EVENT OF ANV UNSAFE CONDlTION; 

/ (2) BE LOCATED WHERE ALL BEAM PATHS CAN BE WRECTLV OBSERVED AT AU TIMES; AND 

(3) BE AN EMPLOYEE OF THE VARIANCE HOLDER WHO WILL BE RESPONSl6t.E FOR THE TRAINING AND CONQUCT OF OPERATOR 

Q.&THE M4XlMUlU LASER PROJECTOR OUTPUT POWER WILL NOT EXCEED THE LEVEL REQUIRED TO OBTAIN THE INTENDED EFFECTS. 

h. -1L THE PROJECTION SYSTEM (LE., THE PROJECTOR AND ALL OTHER COMPONENTS USED TO PRODUCE THE Ll.IOHTING EFFECTS 
WILL BE SECURELY MOUNTED OR lMMoBiLl@D TO PREVENT UMNTENDED MOVEMENT OR -. BEAM LiMITs WILL 
BE PROVIDED AS AN INHERENT PART OF THE SYSTEM DESIGN TO PREV?ZNT OVERRUING OF SCREENS. BEAM STOPS, TARGETS, 
RC. 

i. HUrsER PROJECTORS WILL NOT BE DELi#%ED TO ANY OTHER PARTY UNOER AN AGREEMENT OF SAJ-E. LEASE, OR LOAN UNLESS 
AND UNnl. THE RECIPIENT DEMONSTRATES THAT THEV HAVE A VARIANCE IN EFFECT AT THE TIME OF DELIVERY THAT PERMITS 
THEh4 TO PRODUCE LASER LIGHT SHOWS IKORPORdnNG SUCH PRQJECTOR 

i. & lN AQDlTlON TO THE REQUIREMENTS OF 21 CFR 1040.10 (h). THE MANUFAClURER OF LASER PROJECTORS/SVSlEt& WILL PROVIDE 
TO PARTIES WHO F’URMASE. LEASE. OR BORW THE EQUIPMENT. ADEQUATE USER-S lt4STRUCTtONS FOR SAFE INSTALLATION 
AND OPERATION AND WHlCti &Pl.Alti THE RESPQNSIBILl7Y OF THE kECll%NT AS AN tNDf+ENUEMT LIGHT SHOW 
MANUFACTURER TO SUBMIT THE REQUIRED REPORTS AND APPLY FOR AND OBTAlN A ‘/AR- FROM CDRH PRIOR TO 
I-ON INTO COhMERCE OF ANY LASER LIGHT SHDWS. 

I &THE REQU1REMENTS OF 21 CFR 1002.30 (f@(l) AND (2) WILL SE ACCOMPLISHED THROUGH THE USE OF WRllTEN PROCEDURES 
FOR SETUP ALIGNMEHT. TESTING. AND PERFORMANCE QF EACH SHOW. THESE PROCEDuRES WILL BE IN SUFFLCIENT DFDUL TO 
ENSURE COMFIJANCE WlTH 21 CFR 1040.10. THE CQNDITIQNS OF THIS VA-. AND CONIUOL OF ACCESS TO RADIATION 

AfEAfi4 IASP& THE PROCEDURE% DESCRlkD IN THE ANSI h&l STANDARD FOR THE SAFE USE OF LASERS (AMERICAN NATIONAL 
S-f- INSTfTUlE. 1430 BROADWAY. NEW YORK. NV 10018) OR ANV OTHER EQUMUENT USER CONSENSUS STANDARD AND 
AND, wHE~rz~pp~ov3~, STATE OR LO&L wxi~t&i~~ENTs. LASER w.~wn~~ AREAS Wbirw cbw ccxww wDbwI0N LEvws 
ABOVE THE UMtl-S SPECIFIED IN 21 CFR 104O.l~(c), WIti BE CLEARLY IDEN’IYFIED BY THE POSTMG OF WARNING SIGNS AND/M 
RESTRICTED ACCESS MROUGH PHYSICAL (MEANS (SUCH AS PRESSURE SWITCHES, PHOTQCEf;u3, BAR-R& GUARDS. ETC-). 
THESE REQUIRUAEHTSAFPLY TO TupoaARy AREAS (SUCH AS DURING SEl-U? AM, AU-P ROEDURES) AND TO FbNAL 
OR Pf%MANENT AREAS. TME VARlANCE HOLDER WILL RETAIN THE RECORDS OF THESE PROCZKJ4ME(!Z AND ?HE RESULTS OF ALL 
TESTS AS REQUIRED BY 2f CFR W02.31, A COPY OF THE VARMNCE APPLlGATlON, THE /b’PROVpU. LETTER, CURRENT PROCEDURES 
AND RECORDS RELATING TO EACH PARTICUU\R SHOW WILL BE WITH THE OPERATOR OR OTHER RESPOM9Bl.E INDIVIDUAL AND 
WILL BE MADE AVAIMBLE FOR INSPECTION BY FDA AND OTHER RESPONSIBLE AUTHORmES 

FmMFoA3l47(3m7) 
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1. & ADVANCE WRtl-lEN NO7fFICA71QN WILL SE MADE AS EARLY AS POSSl5LE TQAPPROPRIA’TE FEDERAL, STATE AND LOCAL 
AUTHORITIES PROViDiNG SHOW ITINERARY Wt7H DATES AND LOCATIONS CLEARLY AND COlW’LE7ELY IDENTIFIED, AND A BASIC 
DESCRIPTION OF PROPOSED EFFECTS INCLURlNG A STA7EMMT OF THE ?#$lMUM POWER Oufptfi- IM-IENDED. SUCH 
NO-llFlCATiQNS WILL 5E MADE. BUT NOT NECESSARILY LYMllED TO: 

--* 
(1) THE CENTER FOR DEVtCES AND RADIOLOGICAl HEAL7ti. OFFlCE OF COMPLIANCE! (t+FZ-3G?f,20&8 DAl’lMER RQADMCKVlLLE. 

MD 2088B.PROVlDING THE INITIAL AND CLOSING DATfiS FOR -IHE FIXED INS7ALLA7lON AND THE ITINERARY FOR MDBILE SHOWS 
IN ADDKION. UNLESS ALL ASPECTS OF EACH SHOW MVE BEEN REPORTED AND ME ACCfZBSl@N*HJMBERs CLEARLY 
REFERENCED, EACH NOTlCE WILL INCLUDE DETAILED DESCRIP7IONS OF EACH SUOWANDA k&TIN6 DF ALL EFfEC7-S TO BE 
PERFORMED tN SUFFlCfENT DETAlL TO CONFIRM COMPLIANCE WITH ME REiC3UtATlONS AND THIS VARIANCE. 

(2) THE FEDERAL AVlATbON ADMlNlSTRAllON (FAA) FOR ANY PROJECTIONS INTO DP&N AIRSPACE AT&NY TIME (LE., INGLUDING 
SET-UP, ALGNMEM, REHEARSALS, PERFDRMhNCES. E7C.). IF THE FAA OBJECTS TO ANY LASER EFFECTS, 7% OBJEcnoNs 
WILL BE RESOLVED AND NY CONDITIONS REQUES7ED BY FAA WILL BE ADHERED TO. IF THESE CDNDlTlONS CAR NOT BE MET. 
THE OBJECTjONA5LE EFFECTS WILL BE DEiJZT’ED FFtQM ‘THE StlDW, 

(3) STATE AND LOCAL RADIATION CONTROL DFFICESMGENGIES FOR ALL SOWS TO BE PERFDRblED WITHIN THEIR JL#USDiC7lONS. 
ALL REQUIREMENTS OF STATE AND LO0&LAW WILL BE SATtSFlED AND ANY OBJECTKHS RAteD BY LOCAL AWlDRflIES 
WILL BE RESOLVED OR THE EFFECTS DE-D. (US-I-S DF FEDERAL AND S7ATE OFFlCES ARE AVAILABLE FROM THE MNTER 
FOR DEVlCES AND RADIOLOGICAL HEAL-T-l-i UPON REQUEST.) 

/ 
15. SKjNA7lJRE 17.7lTLE 

OWflW 


