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APPLICATION FOR A VARIANCE Farm approved: OMB
DEPARTMENT OF HEALTH, EDUCATION, AND WELFARE N appr
R POUlRILIGIRY | N oo
FOOD AND DRUG ADMINIS‘I‘RATION ' v - T i Thatme
OR DEVICE Expirarion Date:
October 31, 2000
DOCKET NUMBER
23001 0w it aa :

NOTE: No laser light show or display deviee mary vary from compliance with 21 EFRiMli(cSmﬂ&‘ipuru:ewﬂnmdn

e with 21 CFK 1010.4,
INSTRUCTIONS
1. Check all applicable boxes and type or print the requested 3. Mail your application o the FDA Dockets
information. Management Branch, Room 1065, 5630 Fishers Lane,
2. Submir an original and four (4) copies. Rockville, MD 20852.

4. Enrer Docker Number if assigned.
1. NAME OF COMPANY — Celebration City T S

2 ADDRESS OF COMPANY (Inchate 2IP Code) 1383 State Highway 376, Branson, MO 65616

3. NAME QF RESPONSIBLE PERSON | 4. TELEPHONE NQ (Inciude area code) 5 DATE OF SUBMISSION
Joel Foster 417-294-7516 April 28, 2003

hcapplmrqumdummnmmbmeﬁ’mhupandof 2 .. years trom the date of isue and requess w manvfhoure | ubirs under
" this vanance {In general the Agency will approve a vanance for only two years. lf q Ianger pennd i mq»emd a ;ud‘u.amn musr be unnchsd a3 part

ai:ht agplicanon ) _

FPRODUCT DESCRIPTION AND USE

a LIST NAME AND MODEL Nuussms)
Laser Fantasy International - Rainbow [ Projector. Infinity Bearn 12000

b PRODUCT FOR WHICH A VARIANCE IS REQUESTED ¢ PRODUCT IS INTENDED TO BE USED AT ANY ONE LOCATION
( ) ALASER DISPLAY DEVICE ( X3 MORE THAN 15 DAYS'
{ ) APROJECTOR FOR A LASFR LIGHT SHOW ( ) MORE THAN s BUT NOT MORE THAN 15 DAYS
{X)ALASER LIGHT SHOW ’ ( JLESS THANSDAYS ™
( ) OTHER (Speci)
f. TOUR IS INTENDED TO RUN FOR
c. PRODUCT IS INTENDED FOR USE (N A ( )MORE THAN 6 MONTHS
( ) PLANETARIUM OR QTHER DOME PROIEC’I‘ION STRUCTURE ( )16 MONTHS
{ YTHEATER ( )LESS THAN | MONTH
{ ) DISCOTHEQUE OR NIGHT CLUB ( X) NOT APPLICABLE fnot @ towr)
{ }PAVILION { )YOTHER (Specify)
( ) INDOOR ARENA
( )OUTDOOR ARENA g PRODUCT UTILIZES THE FOLLOWING LASER EFFECTS
( YMUSEUM ’ ( X ) FRONT SCREEN PROJECTIONS
( )QUTDPOOR ENCLOSE AREA { X) REAR SCREEN PROJECTIONS
X ) OTHER (Specif)Ouidoay Amugémant Park ) ( YHOLOGRAPHIC DISPLAYS
- ( X )MULTIPLE REFLEC!‘!ONS mudnple channel or diffracnion «ffcis)
{ ) AUDIENCE SCANNING
d, PRODUCT IS INTENDED TO BE USED (X ) REFLECTIONS FROM STATIONARY MIRROR(S) OR
( X ) AT ONLY ONE (fixed) LOCATION MIRRORED SURFACES
{ )}AT AVARIETY OF ftowr) LOCATIONS { ) STATIONARY IRRADIATION OF ROTATING MIRROR BALI(S)
( )OTHER (Specsf) OR OTHER MIRRORED SHAPES
( ) SCANNING IRRADIATION OF ROTATING MIRROR BALL(S)
(X ) FIBER OPTIC ?ROIEL‘“I‘IONS
{ X ) FOG, SMOKE OR. OTHER SCATTERING EFFECTS
( ) OTHER [Specifs)
8. LASER RADIATION LEVELS \ ‘
LASER MEDIUM (Ar, He-Ne, exc’) WAVELENGTHS (nm) PEAK POWER (Wans)
Nd:Yag & Ar/Kr 532 & 457.9-647.1 S0 Wans & 10 Wans
3 IF ANY LASER RADIATION'S PULSED OR SCANNED, GIVE THE FULSE DURATION AND RATE AND SCANNING FREQUENCY AND

AMPLITUDE.
Nd:Yag (12000) systems: Pulse Width: 500 nano seconds, Pulse rate: 10 kHz
Borh systems scanning from 10k 1o 30k, with an amphtude of -90 degeus opucal ‘ /

16 REASON FOR REQUESTING VARIANCE ~— e R S Ty

{ }COMPLIANCE WITH THE LIMITS OR 2] CFR 1040.11(c) WOULD RESTRICT THE INTENDED USE. OF THE PRODUCT
BECAUSE COMPLLANCE WOULD LIMIT THE OUTPUT POWER TO THE' E)CTEN'I THAT THE DESYRED EFFECTS WOULD NOT BE
SUFFICIENTLY VISIBLE

( X) OTHER OR ADDITIONAL EXPLANATION (Specify. This is a8 new permanent installation 2 %%ﬁ 29
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11. MANNER IS WHICHIT IS PROPOSED TO DEVIATE FROM THE REQU!REM.ENTS OF THE APPLICABLE STANDARD

L w oy Y TG BRABNGET T REUT AT CDAL T DDAUTOISKIE A 21 AED TR 1 ey T T a T TIE arrte
[A})l sk SED TO UE‘U"‘!IB F ‘-"‘ T rbn\'lgsm}‘lseF z} C‘t_"b‘ }mn } i F3y mm--r-ﬂ.r: areoarnr e mcetﬁu' e SATH N

SJ Gy A AR M\.Wdlvl-b El‘lm l—F'SI— W
EXCEED THE ACCESSIALE EMISSION LIMITS OF CLASS I OR CLASS 11
¢ )IT IS PROPOSED TO DEVIATE FROM THE PROVISION OF 21 CFE 1040.) 1c) AS OLLOWS-

12. ADVANTAGES TO BE DERIVED FROM SUCH DEVIATION

(X ) LASER LIGHT SHOWS AND DISPLAYS ARE ACCEPTED POPULAR MEDLA IN ENTERTAINMENT AND THE ARTS, USE OF FOWER LEVELS
IN EXCESS OF THE LIMITS IMPOSED BY 21 CFR 1640.11(c) IS NECESSAKY TO ACHIEVE THE KEQUIRED EFFECTS IN THESE MEDIA.

] ( ) OTHFR OR ADDITIONAL ADVANTAGES (describe and explain)

13. EXPLAIN THE AL TERNATE MEANS OF RADIATION PROTECTION TO BE PROVIDED. (Check as many boxes, ax apply. Esplam amy bazcs por
checked wsing addinonal sheels us necessary. lf appropriate, siore any other means of radianen pratection thar wsil be used)
& ( X) ALL LASER PRODUCTS, SYSTEMS AND PROVECTORS WILL COMPLY WITH 21 CFR 1040 10 FOR LASER PRODUCTS OF THEIR
CLASS (Speetfy classfes)) IV S

b (X ) LASER AND COLLATERAL RADIATION MEASURED WHERE THE AUDIENCE IS LOCATED, SHALL NOT EXCEED THE LIMITSOF
CLASS I DURING OPERATION (ncludes reflecrions from iargets and seanermg matenaly).” ’

<.( X ) OPERATORS, PERFORMERS AND EMPLOYEES WILL BE ABLE TO PERFORM THEIR FUNCTIONS WITHOUT THE NEED TO VIEW
LASER AND COLLATERAL RADJATION IN EXCESS OF THE LIMITS OF CLASS T AND WITHOUT BEING EXPOSED TO LASER
% i

RADIATION IN EXCESS OF THE LIMITS OF CLASS &, HUMAN W?SUEE 13 GR RADIATION
SHALL NOT BE PERMITTED. :

= (X ) SCANNING SERVICES, INCLUDING MIRROR BALLS, WILL INCORPORATE A SCANNING SAFEGUARD TO PREVENT LASER

EMISSION IF SCAN FAILURE OR OT!-IER FA!LURE CAUSING A CHANGE IN EITHER SCAN VEI;OC’I‘!Y OR MU‘!"UDEWbULD" i
RESULT IN VIOLATION OF ITEMS 156 0R 13¢ ™

c.( X ) WHEN LASER LIGHT SHOW OR DISPLAYS ARE NOT OPERATED AT ALL TIMES UNDER THE DIRECT
CONTROL OF AN OPERATOR, LASER RADIATION LEVELS WL NOT EXCEED THE LIMITS OF CLASS I AT ANY POINT i
LESS THAN 6 METERS ABOVE ANY SURFACE UPON WHICH A PERSON IN THE AUDIENCE IS PERMITTED TO STAND, OR
AT ANY POINT LESS THAN 2.5 METERS IN LATERAL SEPARATION FROM OR BELOW ANY POSTTION WHERE A PERSON
IN THE AUDIENCE IS PERMITTED DURING THE PERFORMANCE OR DiSPLAY. A DESIGNATED PERSON(S) WELL BE RESPON-
SIBLE, AT ALL TIMES DURING THE SOW OR DISPLAY, FOR THE IMMEDIATE TERMINATION OF L ASER RADIATION IN THE
EVENT OF EQUIPMENT MALFUNCTION, AUDIENCE UNRULINESS, OR OTHER UNSAFE CONDITIONS. ONE ORMORE
READILY ACCESS/BLE CONTROLS TO EFFECT IMMEDIATE TERMINATION OF LASER RADLATION WILL BE| FOR
THIS PURPOSE. e e

£.( X) WHEN LASER LIGHT SHOWS OR DISPLAYS ARE OPERATED AT ALL TIMES um:n; THE DIRECT CONTROLOF A
TRAINED OPERATOR LASER RADIATION LEVELS WILL NOT EXCEED THE LIMITS OR CLASST (ESS
THAN 3 METERS ABOVE ANY SURFACE UPON WHIl PERSON IN THE AUDIENCE IS : TAND OR 2.5 METERS
IN LATERAL SEPARATION FROM OR BELOW ANY ] ON WHEKE A PERSON mr THE AUDIENCE TS L
PHYSICAL BARRIERS RESTRICT ACCESS BY THE AUDIENCE TO SUCH LEVELS. THE OPERATOR WILL }mmmm CONSTANT
SURVELLLANCE OF THE LASER DISPLAY AND WATELYTWAT’E EMISSION &w& RADIATION IN THE EVENT OF
EQUIPMENT MALFUNCTION, AUDIENCE UNRULINESS OR OTHER UNSAFE CONDITIONS. | -

& X) THE MAXIMUM LEVELS OF { ASER RADJATION (owpw power} WILL NOT EXCEED THOSE B.E'JQU[RED TO PERFOKM THE
INTENDED FUNCTION OF THE PRODUCT' '

n.( X ) WRITTEN SET-UP, ALIGNMENT aND TEST PROCEDURES WILL BE pxovman 7O AND FOLLOWED BY THE OPERATOR OR

OTHER RESPONSIBLE PERSON PRIOR TO USE OF A LASER LIGHT SHOW AT EACH LOCATION " THESE STEP-8YSTEP
PROCEDURES WILL BE DESIGNED SO THAT WHEN FOLLOWED, THE LASER iic“ﬁi‘ﬁué@ LY WITHTHE
CONDITIONS OF THE APPROVED VARIANCE THE RESULTS OF 'razﬂgzgqumsp TEST Ay cﬁc:s Wﬂ.x. BE kacok'nsp _
AND A COPY RETAINED WITH THE LIGHT SHOW BY THE OPERATOR OR OTHER RESPONSIALE THE RECORD
WILL [NCLUDE (1) SKETCHES SHOWING THE LOCATION OF THE OIECTOR(S). OPERATORIS), P
AUDIENCE, BEAM PATHS, VIEWING SCREENS, WALLS, MIRROR. DOTHER
BY THE LASER BEAMS, (2) INFORMATION ON SCANNING PATTERNS, vsmr.n‘v ANﬁ FRE“QUWLY AND (3) LASER
RADIATION LEVELS.

1 { X ) SET-UP. ALIGNMENT, CHECKOUT AND TESTING .‘sH.AI.L BE PERFOWED USING THE MINXMUM LASE'R RADLATION
LEVELS NECESSARY =~

3 { X ) PROCEDURES WILL BE ESTABLISHED AND FOLLOWED FOR THE WRITTEN NOTIFICATION OF Arraormn'rs FEDERAL,
STATE. AND LOCAL AGENCIES OF THE ITINERARIES, OR ANY OTHER REQUIRED INFORMATION, SPECIFICALLY. THE'
FEDERAL AVIATION ADMINISTRATION (FAa) WILL BE NOTIFIED IN ADVANCE OF SHOWS, g{smc PROJECTIONS INTO
THE SKY. STATE AND LOCAL RADIATION CONTROL OFFICES WILL BE NOTIFIED IN ADVANCE OF ALL 'SHOWS WITHIN

‘FHEIR RESPECTIVE JURISDICTIONS (Lusts of Frderal and Siaie offices aré available from the Buréal ‘of Radiological Health vpon
request)
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14 ( X)) THE BUREAU OF RADIOLOGICAL HEALTH WILL BE NOTIFIFD OF WWEMEANDDATE%MY(W

rancraty) OF EACH LASER LIGHT SHOW TO BE GIVEN UNDER THE APPROVED VARIANCE AS
N, A DESCRIPTION OF EACH SHOW AND A LISTING OF ALL

DATE CAN BE DETERMINED BY THE APPLICANT. IN ADDF
EFFECTS TO BE UTILIZED IN EACH LOCATION, IN SUFFIC) e DETAIL 'ro CONFIRM COMPLIANCE WITH THE cﬁm:rnons

OF THE VARIANCE, WILL BE PROVIDED TO THE BUREAU O LOGICAL HEALTH. THIS NOTIFICATION WILL BE SENT
TO THE DIRECTOR, DIVISION OF COMPLIANCE, HFX-400, BWO?%?Q ICAL FIEAL TH, $600 FISHERS
ROCKVILLE, MARYLAND 20857, ‘
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tha my vanance applicacon My be desiicd or firy vanibos thay bo revokied if this application 'is fhusd to be floe, misloading of Incnrect

n any mazerial way 1 bave submmad/will submit al) reports required by 21 CFR 1002 10'and 1002 12 on the Iaser equipment ind show(s). |
further undermtana o { may be requitred by mhuanmbymsbucmr Bumurkadiologn\ Hw:hxnwppiy au:hodmnﬁmmmn dhat
may be noeessary W cviluate and act dn thiis appleanon. - o
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