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DEPARTMENT OF HEALTH, BDUCATION, AND WELFARE 
PUBLIC HEALTH SERVICE 

FOOD AND DRUG ADMINISTRATION 

Application FOR A VARIANCE 
FROM~~~=~~O~O.I~[C)FORA 
LASER LIGHT SHOW, DISPLAY 

OR DEVICE 

Form approved: OMB 
No. 09 1 O-0025 
Expiration Date: 
October 3 1,200O 
DOCKET NUMBER 

NOTE: 
I I 

No laser light show or display device may vary from comptiance with 2 I CFR 1040. I I(c) in design or use without the 
approval of this application in accordance with 21 CFR 1010.4. 

INSTRUCTlONS 
I. Check all applicable boxes and type or print the requested 3. Mail your application to the FDA Dockets Management 

information. Branch, Room 1065,563O Fishers Lane, Rockville, MD 
2. Submit an otiginal and four (4) copies, 20852. 

4. Enter Docket Number if assigned. 
1. NAME OF COMPANY - 
SLICK PRODUCTIONS 
2. ADDRESS OF COMPANY (In&de ZIP Code) 
4735 S. 158th ST., TUKWILA, WA 98 188 
3. NAME OF RESPONSIBLE PERSON 4. TELEPHONE NO. (Include area code) 5. DATE OF SUBMISSXON 
RIcHARDHA.LE - - 425-204-9184 DECEMBER 23,2004 
6. The applicant requests the variance to be in effect for a period of- years from the dete of issue and requests to manufacture & units under 

this variance. fin general the Agency wilt approve a variance for only two years. If a iongerperiod &  requested ajus@Zcation must be attached US part 
of the application.) 

7. PRODUCT DESCRIPTION AND USE 
a. LIST NAME AND MODEL NUMBER(S) 

INFINITY BEAM 11000, RAINBOW I PROJECTOR INCORPORATING A VARIETY OF CERTIFIED LASERS SUCH AS 
COHERENT, SPECTRA PHYSICS, ILT 
b. PRODUCT FOR WHICH A VARIANCE IS REQUESTED c. PRODUCT IS INTENDED T0 BE USED AT ANY ONE LOCATION 

( ) A LASER DISPLAY DEVICE 
( ) A PROJECTOR FOR A LASER LIGHT SHOW 
( X ) A LASER LIGHT SHOW 

( )MORETHAN ISDAYS 
( ) MORE THAN 5 BUT NOT MORE THAN- 15 DAYS 
( X ) LESS THAN 5 DAYS 

( )OTffER(sgecjsr) 

c. PRODUCT IS MTENDED FOR USE IN A 
( ) PLANETARIUM OR OTH$DOME PROJECTION STRUCZURE 
(X ) THEATER 
(X ) DISCOTHEQUE OR NIGHT CLUB 
( X ) PAVILION 
( X ) INDOOR ARENA 
( ) OUTDOOR ARENA 

, (X)MUSEUM 
( ) OUTDOOR ENCLOSE AREA 
( ) OTHER (Speci&) 

d. PRODUCT IS INTENDED TO B 
( ) AT ONLY ONE o”red) L0C 
( X ) AT A VARIETY OF (rour) 
( ) OTHER $Spec&$ 

f. TOUR IS lNTEM)ED T0 RUN FOR ‘Lk3 
(X ) MORE THAN 6 MONTHS ~~,._ 
( )I-6MONTHS 
( )LESSTHAN I MONTH 

. : 

( ) NOT APPLICABLE (not a tour) : “‘i “-.” 
t ) OTHER &=$9 

I F’ 
g. PRODUCT UTILIZES THE FOLLOWING LASER EFltECTS 

X ) FRONT SCREEN PROJECTIONS 
X ) RBAR SCREEN PROJECTIONS ,-*?T 

) HOLOGRAPHIC DISPLAYS . . .,^f 
X ) MULTIPLE REFLECTIONS (multip& chonnelbr &fraction efle@) 

) AUDIENCE SCANNING -2 
x ) ~rzF~Ecrfo~s FROM STATIONARY MIRROR(_S) OR 

MIRRORED SURFACES A- 
) STATIONARY IRRADIATION OF-ROTATING *OR BALL(S) 
OR OTHERMIRRORBD SHAPES ” - 

( ) SCANNING IRRADIATION OF ROTATING MiRROk BALL(S) 
( X ) FIBER OPTIC PROJECTIONS 
( X ) FOG, SMOKE OR OTHER SCATTERING EFFECTS 
( ) OTHER (.!$ecz@.. 

8. , LASER RADIATION LEVELS 
LASER MEDIUM (Rr. He-Ne, etc.) 

DPSS YV04, ARKR 
WAVELENGTHS (nm) 

532nm, 42%749nm 
I PEAK POWER (Wolfs) 

3 WATTS CW, 3 WATTS CW 
I I 

9. IF ANY LASER RADIATION’S PULSED OR SCANNED, GIVE THE PULSE DURATION AND RATE AND SCANNING FREQUENCY AND 
AMPLITUDE. Laser system scans CW at 0- 30,ooO pps, with an amplitude of -90 degrees optical. 

IO. REASON FOR REQUESTING VARIANCE 
3-p 

( ) COMPLIANCE WITH THE LIMITS OR 21 CFR IWO.1 l(c) WOULD RESTRICT THE INTENDED USE OF THE PRODUCT 3ww 
BECAUSE COMPLIANCE WOULD LXMIT THE OUTPUT POWER TO THE EXTENT THAT THE DESIRED EFFECTS WOULD NOT BE - 
SUFFICIENTLY VlSIBLE 41 

( X ) OTHER OR ADDITIONAL EXPLANATION (specr$). This hiser system has been purchased from LFI and is to be operaied by a 
trained employee(s) of Slick Productions. 
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11. MANNER IS WHICH IT IS PROPOSED TO DBVIATJJ FROM THE REQUIREMENTS OF THE APPLICABLE STANDARD 
( X ) IT IS PROPOSED TO DEVLATE FROM THE PROVISIONS OF 21 CFR 1040.1 I(c) IN THAT THE ACCESSESLE EMISSION LEVEL WOULD 

EXCEED THE ACCESSIBLE EMISSJON LIMlTS OF CLASS I OR CLASS II 
( ) IT IS PROPOSED TO DEVSATJI FROM THE PROVISION OF 21 CFR 1040. I l(c) AS FOUOWS: 
12. ADVANTAGES TO BE DERIVED FROM SUCH DJIVIATION , 
( X ) LASER LIGHT SHOWS AND DISPLAYS ARE ACCEPTED POPULAR MEDIA IN ENTERTAINMENT AND THE ARTS, USE OF POWER LEVEXS 

li’i EXCESS OF THE LJMJTS JMPOSED BY 21 CFR 1040.1 l(c) IS NECESSARY TO ACHIEVE THE REQUJRED EFFECTS IN THESE MEDlA, 
( ) OTHER OK ADDITIONAL ADVANTAGES (de.wiicr and gsplain) 
13. EXPLAIN THE ALTERNATE MEANS OF RADIATION PROTECTION TO BE PROVIDED. (C&&a$ ntany bareJ, 0s apply. fip[abt any ~~.WCS not 

checked using additional sheets as necessary. IJappropn*ate, stafe any other means ofmdkrrion protection that wifl be us&) 

8. ( X ) ALL LASER PRODUCTS, SYSTEMS AND PROJECJORS WILL COMPLY WITH 2 1 CFR 1040.10 FOR J.,ASER PRODUCTS OF Tl-JElR 
CLASS @‘pee@ claeJ(es)) w 

b. ( X ) USER AND COLLATERAL RADJATJON MEASURED WHERE THE AUDIENCE JS LOCATED, SHALL NOT EXCEED THE LlMJTS OF 
CLASS 1 DURING OPERATION (in&d~ reflectionsfrom targets and scattering materials). 

c. ( X ) OPERATORS, PERFORMERS AND EMPLOYEES WILL BE ABLE TO PERFORM THEIR FUNCTIONS ylTHOUT THE NEED TO VIEW 
LASER AND COLLATERAL RADI~IONIN EXCESS OF THE LIMITS OF CLASS I AND WJTHOUT BEING EXPOSED TO LASER 
RADIATION JN EXCESS OF THE LIMITS OF CLASS If. HUMAN EXPOSURE TO CLASS Jll OK CLASS Iv LEVELS OR RADIATlON 
SHALL NOT BE PERMITlED. 

d. ( X ) SCANNING SERVICES, JNCLUDlNG MIRROR BALLS, WILL iNCORPORATE A SCANNJNG SAFEGUARD TO PREVENT LASER 
EMISSION IF SCAN FAILURE OR OTHER FAILURJJ CAUSING A CHANGE IN EITJIER SCAN VELOCITY OR AMPLITUDE WOULD 
RESULT IN VIOLATION OF ITEMS l3b OR 13~. 

e. ( X ) WliJIN LASER LIGHT SHOW OR DISPLAYS ARE NOT OPERATED AT ALL TIMES UNDER THE DlR.ECT 
CONTROL OF AN OPERATOR, LASER RADIATION LEVELS WILL NOT EXCEED THE LIMITS OF CLASS II AT ANY POJNT 
LESS THAN 6 METERS ABOVE ANY SURFACE UPON WHICH A PERSON lN THE AUDIENCJZ IS PERMITTED TO STAND, OR 

AT ANY POINT LESS THAN 2.5 METERS IN LATERAL SEPARATION FROM OR BELOW ANY POSI-tION WHERE A PERSON 
IN THJI AUDIENCE IS PERMITTED DURJNG THE PERFORMANCE OR DISPLAY. A DESIGNATED PERSON(S) WELL BE RESJON- 

SIBLE, AT ALL TIMES DUK~NG THE sow 0~ DISPLAY, FORTHE IMMEDIATE TERMINATION OF LASER RAyTlON IN TJiE 
EVENT OF EQUSPMENT MALFUNCTlON, AUDIENCE UNRULINESS, OR OTHER UNSAFE CO~ITIONS. ONE OR MORE 
READILY ACCESSIBLE CONTROLS TO EFFECT IMMEDIATE TERMINATION OF LASER RADlATlON WILL BE PROVIDED FOR 
THIS PUKPOSE. 

f. ( X ) WHEN LASER LIGHT SHOWS OR DISPLAYS AR6 OPERATED AT ALL TIMES UNDER THE DIRECT CONTROL OF A 
TRAJNED OPERATOR LASER RADlATION LEVELS WILL NOT EXCEED THE LUlIITS OK CLASS 11 AT ANY PON LESS 
THAN 3 METERS ABOVE ANY SURFACE UPON WJ-IICH A PERSON JN THE~AUDIENCE IS PERMITTED TO STAND OR 2.5 METERS 
M LATER%L SEPARATION FROM OR BELOW ANY POSITION WHERE A PERSON IN THE AUJ%NCE IS PERMITTED TO BE UNLESS 
PHYSICAL BARRIERS RESTRICT ACCESS BY THE AUDJENCE TO SUCH LEVELS. THE OPERATOR WILL MAINTAIN CONSTANT 
SURVEILLANCE OF THE LASER DISPLAY AND IMMEDIATELY TERMlNATE EMISSION OF LASER R;ADlATlON M THE EVENT OF 
EQUIPMENT MALFU’NCTJON, AUDIENCE UNRULJNESS OR OTHER UNSAFE CONDITIONS. 

F. ( X) THE MAXIMUM LEVELS OF LASER JkADlATlON (ou@tipower) WILL NOT EXCEED THOSE REQIJJKED TO PERFORM THE 
JNTENDED FUNCMON OF THE PRODUCT. 

h. ( X ) WRITTEN SET-Up, ALIGNMENT AND TEST PROCEDURES WILL BE PROVIDED TO AND FOLLOWED BY THE OPERATOR OR 
OTHER RESPONSIBLE PERSON PRIOR TO USE OF A LASER LIGHT SHOW AT JJACH LOCATION. THESE STEP-BY-STEP 
PROCEDURES WILL BE DESIGNED SO THAT WHEN FOLLOWED, THE LASER LIGHT SHOW WILL COMPLY WITH THE 
CONDlTlONS OF THE APPROVED VARIANCE. THE RESULTS OF THE REQUIRED TEST AND CJHiCKS WILL BE KECO-m 
AND A COPY RETAINED WITH THE LJGHT SHOW BY THE OPERATOR OR OTHER RESPONSJBLE PERSON. THE RJICOm 
WILL JNCLUDE (1) SKETCHES SHOWlNG THE LOCATION OF THE LASER PROJECTOR(S), OPERATOR(S), PERFORMER(S), 
AUDIENCE, BEAM PATHS, VIEWING SCRJIJJNS. WALLS, MIRROR BALLS, AND OTHER SURFACk% THAT MAY BE STRUCK 
BY THE LASER BEAMS; (2) JNFORMATJON ON SCANNING PATFERNS, VELOCITY AND FREQUENCY; AND (3) LASER 
RADlATlON LJIVELS. 

i. ( X ) SET-UP, ALIGNMENT, CHECKOUT AND TESTING SHALL BE PERFORMED USING THE MiNIMUM LASER RADIATION 
LEVELS NECESSARY. 

j. ( X ) PROCEDURES WILL BE ESTABLiSHED AND FOLLOWED FOR THE WRITTEN NOTIFlCATlON OF APPROPKlATE FEDERAL, 
STATE. AND LOCAL AGENCIES OF TJJE ITJNERAJUES, OR ANY OTHER KEQUJRED JNFORMATION, SPECIFICALLY, THE 
FEDERAL AVIATION ADMINISTRATION {FAA) WILL BE NOTIFIED JN ADVANCE OF SHOWS USING PROJECTIONS INTO 
THE SKY. STATE AND LOCAL RADIATION‘CONTKOL OFFICES WILL BE NOTIFIED M ADVANCE OF ALL SHOWS WITHIN 
THEIR RESPECTIVE JUJUSD1CTIONS. (Lis~sojFederat and&ate off;ces are available&m the Bureau of Radiological Health upon 
request.) 
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14. ( X) THE BUREAU OF RADtOLOGtCAL HEALTH WtLL BE NOTIFWD OF THE tNTENDED PLACE AND DATE OF ASSt%iJ3LY (tour 
itincmty) OF EACH LASER LIGHT SHOW TG BB GIVEN UNDER THE APPROVED VARtAUCE AS SOON AS THE PLACE AND 

DATE CAN BE DETERMMED BY THB APPLICANT, tN ADDtTtON, A D -ON OF BACH SHOW AND A LtSTtNG OF ALL 
EFFECTS TO BE UTILIZBD tN EACH LOCATICjN. tN SUFFICIENT DETAtL To CONFtR&l COMPLtANCE WtTH THE CONDtTlONS 
OF THEi VARIANCE, WILL BE PROVIDED TO THE BUREAU OF RADtOLOGtCAL HEALTH. THIS NoTfFTCATION WtLL BE SBNT 
TO THE D-OR, DtVtSiON OF COMPLIANCE, HFX-400, BUREAU OF RADIOLOGtCAL HEAL1”Hi 5600 FtSHERS LANE. 
RGCKVILLE, MARYLAND 2OS57. 

15REAiARKs 

L - 
CERTIFICATION 

I CERTIFY that all of the above information and dultemcnts ~JW ttue, compicte and correct to the best of my knewkdge and acknowledge 
that my variance application may be da&d or my variance may be revoked if this application is found to be false, misleading or incormcl 
in any material way. 1 have subrnitt~tiwill submit all reports nquirad try 21 CFR 1002.10 and t002.12 on the laser equipment and show(s). t - 
further understand the I may be required by ngulahon or by the Director, Bureau of Radiological Health to supply such other information that 
m8y be ncccss8ry to svsluatc and act on this appliiin. 


