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NOTE: No laser ight show. progeshion system, oF Sovise may vany from comphanee with 21 CFR 1040.31(0) in deaigh oF use wahoyt the approval of (o
applivalion 1n aceordynee wiln 21 CFR 10{Q.4.
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PRODUCT DESCRIFTION AND USE

w

3 WST NAME anO/OR MODEL MUMBER(S) FOR THE LASER UGHT SHOwW(S) AND PROJECTOR(S)
Las E:IXPZ‘ ess

». PRODUCT FOR WHICH 4 YARIANCE 15 REQUESTED
[ & LasER DiSPLAY DEVICE
[J 4 PROJECTOR FOR & LASER LIGHT SHOW
Bl 4 LaSER LIGAT SHOW
E] OTRER (e 1)

§ TOUR 1S INTENDED YO Run FOR
{] PROJECTORR ARE iNTENDED FOR SaLE LEASE, OR LOAN TO OTHER [ MORE Tmax &5 MONTHS

1. PRODUCT 1S INTENDED TQ BE USED AT ANY ONE LOCATION
& MORE THan 15 0ATS
3 mORE THaN 5 BUT NOT MORE THAN 15 0arS
0O eSS THan 50arS

LASER LIGMT SNOW PRODUCERS
D 36 MONTAS
a. PRODUCT 1S INTENDED FOR USE IN A [0 LESS Tran 1 MONTR

g PLANETARIUM OR OTRER DOME PROJECTION STRUCTURE [0 NOT APPLICABLE ft « re
D ThEATER D OTMER (y~vits) — —

NHOTEWMOTEL BALLROOM OR MEETING ROOM
O stome oispLars n PROPUCT UTILIZES THE FOLLOWING LASER EFFECTS |
0 1Rang snow oR conveEnTION X rronT scRgeEN PROJECTIONS o
RISCOTREQUE OR MIGHT CLUB 3 REam SCREEN PROJECTIONS -
O raviion [J woLocRarme mispLars T
£] wDoow arEna B MULTIPLE REFLECTIONIDIFFRACTION EFFECTS
O outbocr ARENA D ADDIENCE SCANNING § Vi s Jimbes svurennpne wis an E5500 it vrttirtelod oy s )
E] MUSEUM ' bl g REFLECTIONS FROM STATIONART MIRRORS OF MIRRORED SUAFACES
[ ouTpooR UNENCLOSED AREA tmeames hasries )
O OtrER ety Bf sTaTionaRY IRRADIATION OF ROTATING MIRROR BALLS ETC

(auXld}
et S SCANMNING IRRADIATION OF ROTATING MIRROR BaLLS ETC
= %O UCT 1S INTENDED TO BE WSED X FIBER OPTIC PREJECTIONS
T vts

o . OMLY ONE Ur.ef LOCATION B FOG 3mOKE. OR OTHER SCATTERING ENHANCEMENT EFFECTS

AT & VARIETY OF [nnr) LOCATIONS O ovrERwwmwg o o .
D QTRER (3~}

8 - LASER RADIATION LEVELS
LASER MEDIUM 747, fte-S vy v . WAVE LENGTHS nmy PEAK POWER 41 uirvs
Argon 458-51% - 300mwatt

8 IF ANY LASER RaADIATION 15 PULSED OR SCANNED GIVE ThE PULSE DURATION AND RaTE AND SCANNING FREQUENCY aND amPLITUDE

Scanning Freguens:y 0-35K, Scanning Arplitude 0-45 degrees

18 REASQN FOR REQUESTING vaRIANCE
COMPLIANCE WITh THE LIMITS OF 21 CFR 1090 11(s) wOULD RESTRICT TAE INTENGER WSE OF THE PRODUCT BECAUSE COMPLIANCE WOULD LiniT TAE DUTPUT
-~ POWER TQ THE EXTENT TnAT TRE DESIRED EFFECTS wowWLD NOY BE SUFFICIENTLY VISIBLE

o QTHER QR ADDITIONAL EXPLANATION ¢ Y1l
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A 1T 1S PROPOSED TO DEVIATE FROM THE PROVISIONS OF 21 CFR 1040.11(c) IN THAT THE ACCESSIBLE EMISSION LEVEL wOULD EXCEEI

T-086 P.03/04 F~BE1

-ACCESSIBLE EMISSION LIMITS SPECIFIED IN 21 CFR 1040.7Y(¢)
[} 1T 1S PROPOSED TO DEVIATE FROM THE PROVISION OF 21 CFR 1040,17(c) AS FOLLOWS

12, ADVANTAGES TO BE DERIVED FROM SuCr DEVIATION

LASER LIGHT SHOWS AND DISPLATYS ARE ACCEPTED POPULAR MEDIA IN ENTERTAINMENT AND THE ARTS. uSE OF POWER LEVELS IN
ExCESS OF THE LIMITS IMPOSED By 21 CFR 1040.11(c) IS NECESSARY TO ACHIEVE THE REQUIRED EFFECTS IN THESE MEDIA

{0 OTHER OR ADDITIONAL ADVANTAGES (descnbe and xpian)

13,

EXPLAIN THE ALTERNATE MEANS OF RADIATION PROTECTION TO BE PROVIDED, 1Cneck 5 many boxcs as 3pply. In tem 14 “Remarks,” juskty any box
nat chscksd. using addinanst s s necensary, State any other means of AdEtoN Praecuon that wil Be used )

a _W ALL LASER PRODUCTS, SYSTEMS, SHOWS, AND PROJECTORS WILL BE CERTIFIED TO COMPLY WITH 21 CFR 1040.18 ANP THE COND:-
TIONS GF THIS VARIANCE AND wWiLL BE REFORTED AS REQUIRED B8Y 21 CFR 1802.10 AND 1002.12 USING THE REPORYTING GUIDES PRC
VIDED FOR SUCH PURPOSE, THESE ACTIONS wilL BE ACCOMPLISHED PRIOR TO ANY INTRODUCTION INTO COMMERCE.

EFFECTS NQT SPECIFICALLY INDICATED IN THIS VARIANCE APPLICATION WILL NOT BE PERFORMED. NO OTHER EFFECTS wiLL BE
ADDED UNTH. AN AMENDMENT TO THE VARIANCE MAS BEEN OBTAINED AnD THE REQUIRED REPOFTS OR SUPPLEMENTS, AS
APPLICABLE, HAVE BEEN SUBMITTED.

SCANNING, PROJECTION, OR REFLECTION OF LASER AND COLLATERAL RADIATION (LIGAT SHOW RADIATION) INTO AUDIENCE OR OT)
ACCESSIBLE UNCONTROULLED AREAS wiLL NOT BE PERMITTED EXCEPT FOR DIFFUSE REFLECTIONS PRODUCED BY THE ATMOSPHERE
ADDED aATMOSPHERIC SCATTERING MEDIR, AND TARGET SCREENS,

Q’ LASER RADIATION LEVELS IN EXCESS OF THE MITS OF CLASS | WILL NOT BE PERMITTED AT ANY POINT LESS THAN 3.0 METERS ABC
ANY SURFACE UPON wHICH PERSONS OTHER THaAN QPERATORS, PERFORMERS, OR EMPLQYEES ARE PERMITTED TO STAND OR 25
METERS BELOW OR IN LATERAL SEPARATION FROM ANY FLACE WHERE SuCH PERSONS ARE PERMITTED TO BE OPERATORS,
PERFORMERS, AND EMPLOYEES WILL NQOT BE REQUIRED OR ALLOWED TO VIEW RADIATION ABOVE THE LIMITS QF CLASS | OR BE
EXPOSED TO RADIATION ABOVE THE LIMITS SPECIFIED IN 21 CFR 1040 1)

e. ? ANY PRODUCT wHICr RELIES ON SCANNING TO MEET ACCESS, EXPOSURE, OR PRODUCT CLASS LIMITS WILL INCORFPORATE A SCANNING

SAFEGUARD SYSTEM WHICH DIRECTLY SENSES SCANNER MOTION AND WHICH WILL REACT FAST ENOUGH TO FRECLUDE EXCEEDING
THE APPLICABLE LIMIT.

g ALL LASER LIGHT SHOWS SMALL BE UNDER THE DIRECT AND PERSONAL CONTROL OF TRAINED, COMPETENT OPERATORS). THE

OPERATOR(S) wiLL: .

(1) IMMEDIATELY TERMINATE THE EMMISSION OF LIGHT SHOW RADIATION IN TME EVENT OF ANY LUNSAFE CONDITION:

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

{3) BE AN EMPLOYEE OF THE VARIANCE HOLDER WriO wiLL BE RESPONSIBLE FOR TME TRAINING AND CONDUCT OF THE OPERATOR.

THE MAXIMUM LASER PROJECTOR OUTPUT POWER Wikl NOT EXCEED THE LEVEL REQUIRED TO OBTAIN THE INTENDED EFFECTS.

THE PROJECTION SYSTEM (.E., THE PROJECTOR AND ALL OTHER COMPONENTS USED TO PRODUCE THE LIGHTING EFFECTS) WiLL BE
SECURELY MOUNTED OR IMMOBILIZED TO PREVENT UNINTENDED MOVEMENT OR MISALIGRMENT. BEAM LIMITERS Wil BE PROVIDED
AS AN INHERENT PART OF TE SYSTEM DESIGN YO PREVENT OVERFILLING OF SCREENS, BEAM STOPS, TARGETS, ETC.

i LASER PROJECTORS WiILL NQT BE DELIVERED TO ANY OTHER PARTY UNDER AN AGREEMENT OF SALE, LEASE. OR LOAN UNLESS aND
UNTIL THE RECIPIENT DEMONSTRATES TnAT THEY HAVE & VARIANCE IN EFFECT aT THE TIME OF DELIVERY TRAT PERMITS THEM TO

PROOUCE LASER LIGHT SHOWS INCORPORATING SUCH PROJECTOR,
“? IN ADPITION TO THE REQUIREMENTS OF 21 CFR 1040100}, THE MANUFACTURER OF LASER PROJECTORS/SYSTEMS WiLL PROVIDE TO

n

o

v

Fo.

PARTIES WHO PURCHASE, LEASE, OR BORRQW THE EQUIPMENT, ADEQUATE USER'S INSTRUCTIONS FOR SAFE INSTALLATION AND
ORERATION AND WiriCr1 EAPLAIN THE RESPONSIBILITY OF THE RECIPIENT AS AN INDEPENDENT LIGHT SHOW MANUFACTURER TO
SUAMIT TME REQUIRED REPORTS anND aAPPLY FOR AND OBTAIN A YARIANCE FROM CDRH PRIOR TO INTRODUCTION INTO COMMERCE OF

ANY LASER LIGHT SHOWS,

R THE REQUIREMENTS OF 21 CFR 1002.30(3X1) AND (2) WiLL BE ACCOMPLISMED THROUGH THE YSE OF WRITTEN PROCEDURES FOR SETUP,
ALUGNMENT, TESTING. AND PERFOARMANGCE OF EACH SHOW. THESE PROCEDURES WILL BE IN SUFFICIENT DETAIL TO ENSURE COM-
PLIANCE WiTH 21 CFR 1040.70, THE CONDITIONS OF THIE VARIANCE, AND THE CONTRO1, OF ACCESS TO RABIATION AREAS USING THE
PROCEDURES PESCRIBED IN THE ANSI Z136.1 STANDARD FOH THE SAFE USE OF LASERS (AMERICAN NATIONAL STANDARDS INSTITUTE,
1430 BROADWAY, NEW YORK. NY 10018) OR ANY OTHER EQUIVALENT USER CONSENSUS STANDARD AND, WHERE APPLICABLE. STATE OR
LOCAL REQUIREMENTS. LASER RADIATION AREAS WHICK CAN CONTAIN RADIATION LEVELS ABOVE THE LIMITS SPECIFIED IN 21 CFR
1040.11(c), Wit.L BE CLEARLY IDENTIFIED BY TrE POSTING OF WARNING SIGNS AND/OR RESTRICTING ACCESS THROUGH PHYSICAL
MEANS (SUCH AS PRESSURE SWITCHES, PHOTOCELLS, BARRIERS. GUARDS, ETC.). THESE REQUIREMENTS APPLY TO TEMPORARY AREAS
(SUCH AS DURING SET-UP AND ALIGNMENT PROCEDURES) AND TO FINAL OR PERMANENT AREAS. THE VARIANCE MOLDER wiLL RETAIN
THE RECORDS OF THESE PROCEDWRES 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 WiTrH
Tr€ OPERATOR OR OTMER RESPONSIBLE INDIVIDUAL AND WILL BE MADE AVALABLE FOR INSPECTION BY FDA AND OTHER RESPONSI-

BLE AUTHORITIES.
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PROVIDING SHOW (FINEMART WM URAIED ARNL LU A LIS GREMPIL T MITh % iti) tule  wmts s i sty b ot s o o e cme = o maret 171 7 rom s s ar
PROPOSED EFFECTS INCLUDING A STATEMENT OF THE MAXiMuM POWER OUTPUT INTENDED. SUCH NOTIFICATIONS WiLL BE MaDE, B
NOT NECESSARILY BE LIMITED, TO:

(1) THE CENTER FOR DEVICES AND RADIOLOGICAL HEALTH, OFFICE OF COMPLIANCE (MF2.312), 8757 GEORGIA AVE, SILVER SPRING, M
20810, PROVIDING THE INITIAL AND CLOSING DATES FOR FIZED INSTALLATIONS AND THE ITINERARY FOR MOBILE SHOWS. IN aDDI-
TION, UNLESS ALl ASPECTS QF EACH SHOW HAVE BEEN AEPORTED AND THE ACCESSION NUMBERS CLEARLY REFERENCED, EACH
NOTICE WILL INCLUDE DETAILED DESCRIPTIONS OF EACH SHOW AND A LISTING OF ALL EFFECTS TO BE PERFORMED N SUFFICIER
PETAL TO CONFIRM COMPLIANCE WiTH THE REGULATIONS AND Trus vARIANCE.

(?) THE FEDERAL AVIATION ADMINISTRATION (FAA) FOR ANY PROJECTIONS INTO OPEN AIRSPACE AT ANY TIME (1 £, INCLUDING SET-UF
ALIGNMENT, REHEARSALS, PERFORMANCES, ETC) IF THE FaA OBJECTS TO ANY LASER EFFECTS, THE OBJECTIONS WILL BE RE-
SOLVED AND ANY CONDITIONS REQUESTED BY FAaa WILL BE ADHERED TO. IF THESE CONDITIONS CAN NOT BE MET, THE ORJEC-
TIONABLE EFFECTS WILL BE DELETED FROM THE SHOW.

{3) STATE AND LOCAL RADIATION CONTROL DFFICESIAGENCIES FOR ALL SHOWS TQ BE PERFORMED WITHIN THEIR JURISDICTIONS. AL
REOLIREMENTS OF STATE AND LOCAL L.AW WIiLL BE SATISFIED AND anY OBJECTIONS RAISED BY LOCAL AUTHORITIES WiLL BE RE-
SOLVED OR THE EFFECTS DELETED. (LUISTS OF FEDERAL AND STATE OFFICES ARE AVAILABLE FROM THE CENTER FOR DEVICES AND
RADIOLOGICAL NEALTH UPON REQUEST)
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CERTIFICATION

| have submy
may be requi
cvaljudte and

| CERTIFY mat &l of ine anove informanon and sjarements are trus, compiate, and COITECT 10 the Dest of my knawiedge and ackhnowiedge rhat my
vananch apphcstion may be denied or My vanance may Pe revohaed i LS ApPHCANLON is Tound to be laise, fusieading. or INCOITECT in any matenal way-

LSS 8NT will suDmLT alf reperts raquirad by 21 CFR 1002.10 ang 1002.12 on the laSer equipMeat and spow(sk | lurther undersiand st |

r&c Dy reguiation or Py the Directar, Canter for Devices and Radiclogical Mealth, [0 supply SuCh olRel I forManon as May be necessary (o
act on s phicanion.
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16 NAME (Type or Priny 17. TiTLE

| ————— Mark Rossi ' Owner

[~
FORM FDa 3147 (3/87)

w US. GOVERNMENT PRINTING OFTICE:1987-185655/691 19 or 7m




