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PUBLIC HEALTH SERVICE o FRO_M-N C-FR 1040.1 1<} FORA S Bage 4 Tor QMA Stalement
FOQD anD DRUG Aommsmanpu OR DEVICE

LASER LIGHT SHOW. DISPLAY, [ oocrer wovain

NOTE: Nolaser hghtshow projection system. of device may vary from compiiance with 21 (R 1040 11(¢) i design OF use weithaut the approval of this
apphcation n accordance wath 21 CFR 10704

INSTRUCTIONS
} Check all applicable Baaes ond 1ype or print the 3 Mail your application to the Dockets Management Branch (wha-305Reed

requested intormanion . e

2 Submit an onginal and four (4) copies 4. Enter docket numbper f ass.g‘\ed.
1 NAME OF COMPANY
KL XTEE 17 e (e TERT A AT s T

2 ADDRESS OF COMPANY lincluge 1P CODE) (1f P O Box s used, inc)uge aCTual street adaress alsa ) _
= = .c,aa/ y 7 4 Q/'C{/S Lek7 5‘ S ¢

I3 NAME AND TITLE OF RESPONSIBLE PER-SON ’ & TELEPHONE NO (inciude area code) § DATE OF SUBMISSION
. = Lgrnry Fs3-I57 Lot/
& THE APPLICANT REQUESTS THE vARIANCE TO 8E IN EFFECT FOR A PERIOD OF 2 TYEARS FROM THE DATE OF ISSUE. (ingeneral
the Agency mill approve a vaniance for only hea years. (f a longer periad s requested, a justication must be atrached as part of the apphcation.)
7 PRODUCT DESCRIPTION AND USE

a. LIST NAME AND/OR MODEL NUMBER(S) FOR THE LASER LIGHT SMOW(S) AND PROJECTOR(S)

TXIRENE L7~ ConaTHAK,  STALEeA~T (KO3 N
b PRODUCT FOR WHICH A VARIANCE 1S REQUESTED f. PRODUCT 1S INTENDED TO BE USED AT aNY ONE LOCATION

O A faser aisplay device ' More than 15 days

[ & projector tar a laser light show More than 5 but not more than 15 days
A |aser hght show [J vessthan 5 cays

Other (Specity)
g TOURIS INTENDED TO RUN FOR
Mare than &€ months
1-6 months
[ Less than one month
[ Not epphcadle (NoT o tour)
[ Otner (Specify)

[J Projecrors are intended for sale, lease, o loan to
other 1aser hght show producers

o PRODUCT IS INTENDED FOR USE INA

Planetarnum or Other dome projection structure

0 L,::::/?;Olel baliroom or meeting raom h PRODUCT UTILIZES THE FOLLOWING LASER EFFECTS

) Store aisplays & From screen projecuons

) Trade show or conwention [ Rear screen projectons

[0 Discotneque or mght ciup ) Holographe« displays

0 Pawilion Muitiple refiection/agiftraction effects

0 indoor arena _ 1 audience scanming (AISO inNcludies 5canning any accessidle

[] Outdoor arena uNCoONTrolied aress)

0 Museum ﬁ Retlections from stauonary mirrors of mirrored

{0 Owutdoar unenclosed area surlaces (Beam Matrices)

[0 Other (Specfty) [ Stationary wradiation of rotating M rror Balis, exc
[ Scanning irrachation of rotating mirror balls, exc

e PRODUCT IS INTENDED TO BE USED 0] fiber opric pro,ections

O At only one (Fixed) location fog, smoke, OF other attenng enhancement effects

[0 Other (Specify)

At a variety of (Tour) iocations
{0 Orther (Speaity)

LASER RADIATION LEVELS
LASER MEDIUM (Ar. He-Ne_etc) WAVE LENGTHS (nm)

AL Loars S/ PP pm K. C wans
@ﬂcp’ oy 7 V/Re)

9 IF ANY LASER RADIATION IS PULSED OR SCANNED. GIVE THE PULSE DURATION AND RATE anD SCANNING FREQUENCY AND aMPLITUDE

PEAK POWER (warty)

+ a
Cu ~STcat Ore 3 it $§-5.p-P =T 10

10 REASON FOR REQUESTING VaRIANCE

ﬂ Comphance with the ims ot 21 CFR 1040 11(c) wauld restrict the intended use of the product becawse complance would
T the output pawer 10 the extent that the desied etfects would not be sutficiently visible

[J Other or agdivional expianaton (Specify)
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R 1t s proposed to deviate from the provinons of 21 CFR 10480 11{c) in that the accessible @mission level would exceed the
accE>s51ble @misnon [iImits speatied n 21 CFR 1020 11(¢)

[] 1t1s proposed 10 deviate trom the proy sion of 21 CFR 1040 11(<) as follows

For Yhe Peffrracce ot cw /S n 07T Lok~ S her A 3Plyes

12 ADVANTAGES TO BE DERIVED FROM SUCH DEVIATION

KLESEI ghT shows aNd Aispiays 3re acceipied popular med.d 10 entertanment and the ars Use of power levely in @acess
of the limits imposed by 21 éFR 1040 11{¢) 1y necessary 10 achieve the required ettecis in these media

[J Other or aaditional advantages (descripe and explam).

13 EAPLAIN THE aLTERNATE MEANS OF RADIATION PROTECTION TO BE PROVIDED f((herk a5 many poxes as apply In e 14 “Remarks.” justify any
DoxeS NOT Checked, using adDITIONal sheeTs §s necessary State any other means of radiation protection tnat will be used.)

a m All1as€r praducts. systems. shows, and pro,ectors wiil be certitied to comply with 21 CFR 1040 10 and the conditions af tiis variance and will
Qe reported asrequired by 21 CFR 106210 and 1002 12 using Yhe reporting guides provided 101 Such purpose These actions wli be
accompinhed Prior 1@ any (NTroGucTion INTO commerce

D M Eftects not specifically indicated «n this vanance application will not be performed. Ne other effects will be added until an amendment to
the variance has peenp obtained and the required r@ports or supplements, as applicabie, have heen submitted

< }Scannmg. projecuon. or retlection ot laser and collateral raciation (Light show radhation}) intd audience or other accessible uncontrolied
areas will not be permitted excepr tor ditfuse retiections producea dy the atmosphere. added atmospheric scattening medid. ond target
- screens

d ? Laser radiation levels 1n eacess of the hmits of Class 1 w.i) not be permitted at any point less than 3 0 meters above any surface upon which
persons other than operators. pertformers, or employees aré permitted 1o stand or 2 S meters below or in lateral separavion from any place
where 5uch persons are permitted 10 be Operators, performers, and employees will Not be requiréd or 3llowed 10 view radiation above the
imits of Class 1 or be @aposed 1o radiapion abowe the imits specitied in 21 CFR 1040 11{c)

2 W] Any proguctwhich reh€s on scanning Io Meet access. @aposule, of product <lass hinits will incarporate a scanningsafeguard system which
Cirectly senses sC3NNET MOTION 3Nd which will react 1asT €nough 10 preciude eaceeding the spphcable limat.

! Al laser hight shows shall be under the qirect and personal control of trained. competent operator(s). The operator(s) witl
(1) immeagiately terminaste the emssipn @t ight show radiation 1IN the event of any wnsafe condinon,
(2) By located where all beam paths can be directly observed at all times; and
(3) Be an employee ol the variance holder wha will be responsibie for the training and the canduct of the operator

g The Maximum laser projecor oulput POwer will NOT eaceed the level required To abtain the intended effects

p

The pro{emon sy>tem {1.e.. the projectar and oll other components vsed 1o produce the lighling effects) will be securely mounted or
immobiiZed 10 prevent unintended movement or misalignment Beam Masking wiil be provided as an inherent part of the system design 1o
prevent overtiling of screens. beam sgops_ ta rgets, et

' % Laser projectors will Not be delivered o any other party under an agreement of sale, lease. or l0an uniess and untl the rec:pént
demonstfaies that they have a variance sn etfect at the time of delivery that permits them 1o produce 1aser iGNt SROwS INCOIPOraTING suGh
projecror(s)

) w inaddiion 1o the requirements of 21 CFR 1080 10(N). the manufacturer of 1aser projécxorssystems will provide 10 part.es =ho purchase,
47 lease, or DOTTOw e eQuiIpMmEent. adequate users instruclions for sate \ASTallation and CperaTion which @apla:n the responsibility of the
recip.ent as an ndependent hightshop manufacturer 1o submit the required reports and apply tor ang obtain a vanance from CORm prior 10
INTroduction sNto Commerce of any faser hght Shows

k The requirements ot 21 CFR 1002 30(a)(1) and {2) will be accomplished Thiough the use Ot wriTten procedures tar 5etup. ahgnMENnT Testng,
and perfarmance of each show These procedures wll be in sutfient deta 1o ensure comphiance with 21 CFR 1040 10, the conamions of this
wariance. and Ihe CONTIOl OF 2¢LE35 10 72C,aT10N areas using The Procedwres dexcnbed n the ANSI 2136 1 standard tor the safe use ot lasers
(Amer.can Nat:ional S1andards Institute. 1430 Broadway, New York, NY 10018) or any other €Quivai€Nnt uSer CONSeNsys standard and where
applicabie. s121@ Or l0Cal requirements Laser rachation areas which can contain radiation levels above the imas spectied .n 21 CFR
1040 11{c) will be clearly identified by the posting 0 warn.ng signs and/of 185T1CTING 4CCess TRrough physical means (Such as pressure
Switches, pnoto cetls, berriers guards etc ). These requirements apply (o 1emporary 31€as (suCh as during SeV up and ahgnment procedures)
and w hinal or permanent areas The var.ance holder will rel2:n the records ol these procedures and the resuits of all tests as required by 27
CFR 1002 31 A copy of the vanance apphcauon. the approval letter, current procedures, and records relating 1o €ach particular Show wiil be
wiTh The operator or other responsible individual and will be made avasiable for inspectian by FOA and other responsible aythonties
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i Agvance written notticatuon will be madey as arly as pasy,bie 10 appropriate tegeral sTate and locat authorTies proviging show INN@Iary with
dates ana 10L3TI0Ns clearly and compléetaly \denutied. and a basic d2scription ot the proposed ettects inCluding a statement @t the masimum
powerowtpulintended Such notiticalions will be made, but not necessarily be imted vo-

{1} The Center for Devices and Radiological Haalth, Office of Comphance and Survediance {(RFZ-312) 1390 Piccard Drive, Roch wille, MD 20850,
providing the initial a0 closing datés for haed installations ana the \tinerary 1or Mobile shows 10 20diTI0N. uniess all aspects ot each show
nave been feported and accession Numbers clearly referenced, €ach natice will inciude Cetail@a descriplions of €ach show and a Iisung ot
all etfects 1o be pertformed in suthicient detad to confirm comphiance with the regulations and th.s variance

{2) The Federal Aviatvian Admiristratian (FAA) tor any projections iNTo Opehn airsgace at any UMe (1 & including set ug, ehignment. rehearsals.
pertormances, €1c ) 1t the FAA abjecls 1o ony laser etfects the okbjectians will be respived and any conditions requested by FAA will be
aghered 1o 1 These cOndilioNs cannot be Met, the abjectionable ettects will be deleted From the show

{3) State and local radiation contro! offices/agencies tor all snows 10 be pertarmed within thew junisdCTions Alliequirements ot state ang
local [aw wil be satistied and any ObjeCtONS ra:;sed Dy 10<al auThoriLes will ba resolved or the ettects aeleted (A list of federal and state
ottices s Avaslable from tne Center tor Desices and Radi0/0gical Health upon reguest )

14 REMARKS

ot

CERTIFCATION

p

| CERTIFY that ali of the above nformation ang statements are ue, COMpiete, and correct Yo The best of my khoewledge and acknowledge
That My variance apphication May be denied of My vanance May be revohed if tho 3pphication s found to pe Yalse. misieading, or incorr€ct 1n
any maternal way |have submiTied and will subm.t all reports required by 21 CFR 1002.10 and 1002 12 on the (aser equipment and show(s) 1
further wnderstend That | May be requiled by regulation oF by the Direstor, Center tor Dev.ces and Rad.ological Health, 1o supply swgh ather
intormation as may be necessary 10 evaluale ang act on this apphcation

15 SIGNATURE 16 NAME (Type or Print) 17 TITLE

/P = Rre Lbgd et K
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