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:. PRODUCT IkSCRIPTION AND USE 
--- 

a LIS: NAME ANDIOR MOOEL NUMBER(S) FOR THE LASER LIGHT SHOWIS) AND PROJECTOl~fS) 

c! A LASER DISPLAY DEVICE 

[7 

Ld 

A PROJECTOR FOR A LASER LIGHT SHOW 

A LASER LIGHT S4OW 

L7 OTHEH (\/ ~wrll) ___._. - .-... 

c. 0 PROJECTORS ARE INTENDED FCR SALE, &ASE. OR LOAN TO OTHER 
LASER LIGHT SHOW PRODUCERS : 

d. PRO UCT IS INTENDED FOR USE IN A 

YIP 

I 

c FLANETARIUM OH OTHER DOME PROJECTION STRUCTURE 

[I THEATER 

[:I HOlELIavOTEL BALLROOM OR MEETING RTOM 

i? STORE DISPLAYS 

17 TRADE SHOW OR CONVENTION 

c: OISCOTHEOUE OR NIGHT CLUB 

n PAVILION 

[3 INDOOR AREtvA 

i? OUTDOOR AAENA 

q MUSEUM 

E.1 OUTDOOR UNENCLOSED AREA 

rl OTHER (5 ,M’< I, I I ._ ._ _ ._. 

e PRO 

d 

UC7 IS INTENDED TO BE USED 

., Al ONLY ONE ::,\cvl) L.OCA.IION 

cl AT A VARIETY OF (ww) LOCATIONS 

u OTHER ((/w<r/~) ~.._ -. 

8 LASER RADl 

I PRO U&T IS iYTENDEI; TO BE USE0 AT ANY ONE LOCATION 

I./MORE THAN 15 DAYS 

1 1 MORE THAN 5 8lJT NOT MORE THAN 15 OAYS 

1 .I LESS THAN 5 DAYS 

y. TOUR IS INTENDED TO RUN FOR 

r 1 MOPE THAN 6 MONTHS 

1. i i.6~mrtis 
I- I LESS TI;AN 1 MONTH 

Iii NOT APPLICABLE (w, t, 1w) 

/_,I OTHER i\,w<r/i) 

h PROOUCI’ “TlLlZES THE F-0;LOWlNG LASER EFFECTS 

M-- FRONT SCREEN PROJECTIONS 

1 1 REAR SCREEN PPOJEC’IONS 

r?f I‘IEFL~CT~CNS FROOn STATIONARY MIRRORS OR MIRRORED SURFACES 
(hwt il.,r>,, ,‘\ ) 

[. j STAl’iONARY IRRAOIATION OF ROTATING MIRROR BALLS, ETC. 

1.1 SCANNING IRRADIATION OF AOTATlNG MIRROR BALLS. ETC. 

I-! .FIBER c)p’;IC PROJECTIONS 

Id FOG SMOKE. OR OTHER SCATTERING ENHANCEMENV EFFECTS 

I .I OTHER (bps’, <,I, 

I - 
I 

9 !F ANY LASER RADIATION IS PULSED OR SCANNED, GIVE THE PULSE DURATION AND !?ATE AND SCANNING FREOUENCY AND AMPLITUDE 

&2zlhhd= 3x jiz. /Dfedz, ~O~~~C~~;,‘L /, &l”&c,/~~J 

10. REA” 

3/” 

N FOR dEC)msTtNci VARIANCE 

L COMPLIANCE WITH ThE LIMITS OF 21 CFH ,040 I,(,:) L’$OUL” HESTRlC: T!,E INTENDED USE OF THE PHODUCT BECAUSE COMPLIANCE WOULC LlM’T THE OUTPdT 

POWEP TO THE EXT:N,- THAT THE DESIRED EFFECTS W0UL.C NOT BE SUI’FICIENTLY VISIBLE 
. . . 

L ! OTHER OR ADDITIONAL EXPLANATION ,\,s’r <ii i 

FORM FDA 3147 (3187) 
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1. M 

&? 

NER IN WHICH IT IS PROPOSED TO DEVIATE FROM THE REQUIREMENTS OF THE APPLICABLE STANDARD 

IT IS PROPOSED TO DEVIATE FRt)M TilE PROVlSlONS OF 21 CFR 1040.1 l(c) IN THAT THE ACCESSIBLE EMISSION LEVEL WOULD EXCEED THE 
ACCESSlBLE: EMISSION LIMITS SPECIFIED IN 21 CFR 1040.l~(c~. 

n IT IS PROPOSED TO DEVIATE FROM THE PHOVlSlON OF 21 CFR 1040 1 I(c) AS FOLLOWS. 

.--_.. --.---.._--_____-.---.m-F-.---- _____ -- __-._ ---^..-.----1.-1 ----- _-_-- 

2. A 

f 

ANTAGES TO BE DERIVED FROM SUCH DEVIATION 

e.. LASER LIGHT SHOWS AND DISPLAYS ARE ACCEPTED POPULAR MEDIA IN ENTERTAiNMENT AND THE ARTS. USE OF POWER LEVELS IN 
EXCESS OF THE LIMITS lMPOSEP BY 21 CFR 1040,11(c) iS NECESSARY TO ACHIEVE’IHE REQUIRED EFFECTS IN THESE MEDIA. 

c! OTHER OR ADDITIONAL ADVANTAGES (describe and explaill) 

- - - -  - - . -  - - - - - - - -  l___---l________l_-- 
l__ll-_.._-- 

13. EXPLAIN THE ALTERNATE MEANS OF RADIATION PROTECTION TO 8E PROVIDED. (Check es ntavy bmes as apply. In Item 14 “Remarks,” justify any boxes 
not checke , using additional sheets as netesaaary State any other means of radiation pro!ectiom that will ho used.) 

a. $ t. ALL LASER PRODUCTS, SYSfEM$, SHOWS, AND PROJECTORS WILL BE CERTlFlED TO COMPLY WITH 21 CFR 1040.10 AND THE CONDI. 
I-IONS OF THIS VARIANCE AND WILL. BE REPORTED AS REQUIRED BY 21 CFR 1002.10 AND 1002.12 USING 7HE REPORTING GUIDES PR9 
VIDED FOR SUCH PURPOSE: THESE ACTIONS WILL BE ACCOMPLISHED PRIOR TO ANY INTRODUCTION, INTO COMMERCE. 

b. Id- El-FECTS NOT SPECIFICALLY {NDICATED IN THIS VARIANCE APPLlCATlON WILL NOT BE PERFORMED. NO OTHER EFFECTS WILL BE 
ADDED UNTIL AN AMENUMENT TO THE VAR!ANCE HAS BEEN OBTAINED AND THE REQUIRED REPORTS OR SUPPLEMENTS. AS 

c. 67 

PLICABLE, HAVE BEEN SUBMITTED. 

c- SCANNING, PROJECTION. OR REFLECTION OF LASER AND COLLATERAL RAOlAtiON (LIGHT SHOW RADIATION) IN-TO AUDIENCE OR OTHER 
ACCESSIBLE UNCONTROLLED AREAS WILL NOT BE PERMITTED EXCEPT FOR DIFFUSE REFLECTIONS PRODUCED BY THE ATMOSPHERE. 

d. $ 

DDED ATMOSPHERIC SCATTERING MEDIA, P.ND TARGET SCREENS. 

Li LASER RADIATION LEVELS IN EXCESS OF THE LIMITS OF CLASS I WILL NOT BE PERMITTED AT ANY POINT LESS THAN 3.0 METE?% ABOVE 
ANY SURFACE UPON WHICH PERSONS OTHER THAN OPERATORS, PERFORMERS, OR EMPLOYEES ARE PERMITTED TO STAND OR 2.5 
METERS BELOW OR IN LATERAL SEPARATION FROM ANY PLACE WHERE SUCH PERSONS ARE PERMITTED TO BE. OPERATORS, 
PERFORMERS, AN0 EMPLOYEES WILL NOT BE REQUIRED OR ALLOWED TO VIEW RADIATION ABOVE THE LIMITS OF CLASS I OR BE 
EXPOSED TO RADIATION AhOVE THE LIMITS SPECIFIED IN 21 CFR 1040.11(c). 

e. rd ANY PRODUCT WHICH RELIES ON SCANNING TO MEET ACCESS, EXPOSURE, OR PRODUCT CLASS LIMITS WILL INCORPORATE A SCANNING 
SAFEGUARD SYSTEM WHICH DIRECTLY SENSES SCANNER MOTION AND WHICH WILL REACT FAST ENOUGH TO PRECLC)DE EXCEEDING 

HE APPLICABLE LIMIT. 

f. d ’ ALL LASER LIGHT SHOWS SHALL BE UNDER THE DIRECT AND PERSONAL CONIROC OF THAINED, COMPETENT OPERATOR(S). THE 
OPERATOR(S) WILL: 

_ (1) IMMEDlATELY TERMINATE THE EMMISSICN OF LIGHT 6HOW RADIATION IN THE EVENT OF ANY UNSAFE CONDITION; 

(2) BE LOCATED WHERE ALL BEAM PATHS CAN BE DIRECTLY OBSERVED AT ALL TIMES; AND 

r/ 

) BE AN EMPLOYEE OF THE VARIANCE HOLDER WHO W/Cl. BE RESPONSfBLE FOR THE TRAINING AN0 CONDUCT OF THE OPERATOR. 
i 

Q. - 

d 

T E MAXIMUM LASER PROJECTOR OUTPUT POWER WlLC,NOT EXCEED THE LEVEL REQUIRED TO OBTAIN THE INTENDED EFFECTS. 

h. THE PROJECTION SYSTEM {I.E., iFHE PROJECTOR AND ALL OTHER COMPONENTS USED TO PRODUCE THE LIGHTING EFFECTS) WILL BE 
SECURELY MOUNTED OR IMMOBI!..IZED TO PREVENT UNlrjTENDED MOVEMENT OR MISALIGNMENT. BEAM LlMiTERS WIL.L BE PROVIDED 
AS AN INHERENT PART OF THE SYSTEM DESIGN TO PREVENT OVERFILLING OF SCREENS, BEAM STOPS, TARGETS, ETC 

i. ;iJ ~1 LASER PROJECTORS WILL NOT BE DELIVERED TO ANY OTHER PARTY UNDER AN AGREEMENT OF SALE, LEASE, OR LOAN lJNL.ESS AND 
UNTIL THE RECIPIENT DEMONSTRATES THAT ‘THEY HAVE A VARIANCE IN EFFECT AT THE ‘TIME OF DELIVERY THAT PERMITS THEM TO 
PRODUCE LASER LIGHT SHOWS INCORPORATjNG SUCH PROJECTOR. 

i. Cd IN ADDiTlON TO THE REQUIREMEN% OF 21 CFR 1040.10(h), THE MANUFACTURER OF LASER PROJECTORS/SYSTEMS WILL PROVIDE TO 
PARTIES WHO PURCHASE, LEASE, OR BORROW THE EQUIPMENT, ADEQUATE USER’S INSTRUCTIONS FOR SAFE INSTALLATION AND 
OPERATION AND WHtCH EXPLAIN THE RESPONSIBILITY OF THE RECIPIENT AS AN INDEPENDENT LIGHT SHOW MANUFACTURER TO 
SUBMIT THE REQUIRED REPORTS AND APPLY FOR AND OBTAIN A VARlANCE FROM CORH PRlOR TO \NTRODUCTION INTO COMMERCE OF 

‘Y LASER LIGHT SHOWS. 

k I? L-1 THE REQUIREMENTS OF 21 CFR 1002,30(a)(l) AND (2) WILL BE ACCOMPLISHED THROUGH 1HE USE OF WRITTEN PROCEDURES FOR SETUP, 
ALIGNMENT, TESTING, AN0 PERFORMANCE OF EACH SHOW. THESE PROCEOURES WILL BE IN SUFFlClENT DETAIL TO ENSURE COM- 
PLIANCE WITH 21 CFR 1040.10, THE CONDITIONS OF THIS VARIANCE, AND THE CONTROL OF ACCESS TO RADIAT!ON AREAS USING THE 
PROCEDURES DESCRIBED IN ‘THE ANSI 2136.1 Sl ANDARD FOR THE SAFE IJSE OF LASERS (AMERICAN NATIONAL STANDARDS INSTITUTE, 
1430 BROADWAY, NEW YORK, NY 10018) OR ANY OTHER EQUIVALENT USER CONSENSUS STANCARD AN@, WHERE APPLICABLE, STATE OR 
LOCAL REQUIREMENTS. LASER RADIATION AREAS WHICH CAN CONTAIN RADIATION LEVELS ABOVE THE LIMITS SPEClFlElJ IN 21 CFR 

1040.11(C), WILL BE CLEARLY lDENTIFlE0 BY THE POSTING OF WARNING SIGNS AND/OR RESTRICTING ACCESS THROUG,, PHYSiCAt. 

MEANS (SUCH AS PRESSURE SWITCHES, PHOTOCELLS. BARRIERS, GUARDS, ETC.). THESE REQUIREMENTS APPLY TO TEMPORARY AREAS 
(SUCH AS DURING SETUP AND ALIGNMENT PROCEDURES) AND TO FINAL OR PERMANENT AREAS THE VARIANCE HOLDER WILL RETAIN 
THE RECORDS OF THESE @ROCEOURES AND THE RESULTS OF ALL TESTS AS REQUIRED BY 21 CFR 1002.31. A COPY OF THE VARIANCE 
APPLICATION, THE APPROVAL LETTER, CURRENT PROCEDURES, AND RECORDS RELATING TO EACH PARTICULAR SHOW WILL BE rvl’TH 
THE OPERATOR OR OTHER RESPONSIBLE INDIVIDUAL AND WILL BE MADE AVAILABLE FOR INSPECTION RY FDA AND OTHER RESPONSI- 
9LE AUTHORITIES. 

FORM FDA 3147 (3/‘37) 
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I. ti ADVANCE WRITTEN NOTIFtCATION WILL BE MADE AS EARLY AS POSSIBLE TO APPROPRIATE FEDERAL, STATE, AND LOCAL AUTHORITIES 
PROVIDING SHOW ITINERARY WITH DATES AND LOCATIONS CLEARLY AN0 COMPLETELY IDENTIFIED, AND A BASK OESCRGWN QF 
PROPOSED EFFECTS INCLUDING A STATEMENT OF THE MAXIMUM POWER OUTPUT INTENDED. SUCH NOTIFICATIONS WILL BE MADE, BUT 
NOT NECESSARILY BE LIMITED: TO: 

!I) THE CENTER FOR DEVICES AND RADIOLOGICAL HEALTH, OFFICE OF COMPLIANCE (HFZ-312), 8757 GEORGIA AVE., SILVER SPRING. MD 
20910. PROVIDING THE tNlTlAL AND CLOSING DATES FOR FIXED INSTALLATIONS AND THE ITINERARY FOR MOR!LE SHOWS. IN ADD!. 
TION, UNLESS ALL ASPECTS OF EACH SHOW HAVE’BEEN REPORTED AND THE ACCESSION NUMBERS CLEARLY REFERENCED. EA.CH 
NOTICE WILL INCLUDE DETAILED DESCRIPTIONS OF EACH SHOW AND A LISTING OF ALL EFFECTS TO BE PERFORMED IN SUFFtCKNT 
DETAIL TO CONFIRM COMPLIANCE WITH THE REGULATIONS AND THIS VARIANCE. 

(2) THE FEDERAL AVlATlON ADMINISTRATION {FAA) FOR ANY PROJECTIONS INTO OPEN AIRSPACE AT ANY TIME. (I.E., INCLUOING SET.UP, 
ALIGNMENT, REHEARSALS, PERFORMANCES, ETC.). i$ THE FAA OBJECTS TO ANY LASER EFFECTS, THE OBJECTIONS WILL BE NE- 
SOLVED AND ANY CONDITIONS REQUESTED BY FAA WILL BE ADHERED TO IF THESE CONDITIONS CAN NOT BE MET, THE QBJEC 
TIONABCE EFFECTS WILL BE OELETEO FROM THE SHpW. 

13) STATE ANO LOCAL RADIATION CONTROL OFFICESIAGENCIES FOR ALL SHOWS ~0 BE PERFORMED WITHIN THEIR JURIsDIcTi0N.S ALL 
REQUIREMENTS OF STATE AN0 LOCAL LAW WILL BE SATISFIED AND ANY OBJECTIONS RAISED BY LOCAL AUTHORITIES WILL tX REP 
SC(.VED OR THE EFFECTS DELETED. (LISTS OF FEOERAL AND STATE OFFICE8 ARE AVAILABLE FROM THE CENTER FOR DEVICES AND 
RADIOLOGICAL HEALTH UP6N REQUEST.) 

---.--- .--- __-_--_ l_------.__--___ _.__-_-__ ----_----mm----- 

14 REMARKS 

CERTIFICATION 

I CERTIFY that a!/ of the above information nrrd statements are true. complete. and corrtxt to the bes? 01 my knowledge drrd ackricw!edge that my 
variance application may be denied or my variancfl may be redoketi if this applicalion is lourid to be lalse. misleadihg, or incorrect in any material ‘way. 
I have submitted and will submit all reports fc?quirad by 21 CFR lOtJ2.10 and 1002.12 or, the :aser equipment and shah’(s) I turthef undestand that I 
may he required by regulation or by the Director, Center Ior Devices ahd Radiological ileatth, to suoply s&oh other ioformalion as rmay be necessary to 
evaluate and act oo this application. I 




