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T UMIL 1 (SO ol YR FRUN Q! Wi UL IV TN See Page 4 for OMB Suate) 2
Food ana Orug Aaminstraton LASER LIGHT SHOW, DISPLAY, |soceerwomsei———
OR DEVICE

NOTE: Na laser light show, prajecuon System, of device may vary from compliance with 21 CFR 1040.11(c) in design or use withoul the appraval of this
applicaton n accoraance win 21 CFR 1010.4.

INSTRLUCTIONS
3. Mail your application 1o the Dockets Management Branch (HFA-305), Food and
Drug Agministranon. Rm 1061, 5630 Fishers Lane, Rociville. MD 20852.
' 4. Entar aockat number if assigned.

1. Chech ail applicable boxes ana Type of pnm the
requested infermaton .
2 Submit an ongnal ang four (4) oopies

1. NAME OF COMPANY

Y
| 2" ADDRESS OF ZPMPANY (include ZIP Cage)(lf P.O. Bax s usea, inciude address afso.)
3120~ Ne Kocky Butle £ ¢ ‘Z'_?SZ&Q
3. NAME ANDTITLE OF RES SIBLE PERSON 4. TELEPHONE NO. (inciuae Brea code) 5. DATE OF SUBMISSION

2 (&03) 8¢ - /202 /03
6. THE APPLICANT REQUEZPS THE VARIANCE TO BE IN EFFECT FOR A PERIOD OF YEARS FROM THE DATE OF ISSUE. (in
goneral. the Agency will ve a vanance for only wo years. If a longer periad is requesied. a justification must be agached as part of the applicavon.)
7. PRODUCT DESCRIPTION AND USE
a. LIST NAME AND/OR M?EL NUMBER(S) FOR THE LASERLIGHT SHOW(S) AND PROJECTOR(S)
b. PRODUgi ;:J&HICH A 'V%IANCE 1S REQUESTED f PRODUCT IS INTENDED TO BE USED AT ANY ONE LOCATION
[} A iaser aspiay aevice O Mmore tan 15 aays
[0 A projecter for a 1aser light show 3 More than 5 put not more han 15 days
A lasar hgh! snow ELSS han 5 days
O omer (Speciy) g. TOUR IS INTENDED TO RUN FOR
c. [J PROJECTORS ARE INTENDED FOR SALE, LEASE. OR LOAN TO [0 Moere than 6 montha
OTHER LASER LIGHT SHOW PRODUCERS O 1-6 months
4. PRODUCT IS INTENDED FORUSE IN A [ Less than one month
X Pianetanum or omer dome projecton siructure O Not applicable (Nor & mur) ,
Treaser B omer (Snecrw._ﬂaajz_ﬁén&aﬁiax
Hotelmote] ballroom or meeting room h. PRODUCT UTILIZES THE FOLLOWING LASER EFFECTS
Store displays X Front screen projecnons
& Trage show or convennon Rear screen projecnons
Discomeque or nignt club M raphic dispiays
Pavikon ﬂ\jl::?l;b reflecion/aiffraction effects
Inqoor arena (0 Ausience scanning (Alse includes scanming any accessible
Ouictoor arena unconuolied areas)
Musseum ﬂ Reflectons from statiopary mimors ar mirroreq
g Outdeor unenciosed area surfaces (Beam Mavices)
O omer (Spedify), 1 Swavonary irmadiason of rotanng miror balls, ex.
e. PRODUCT IS INTENDED TO BE USED ] Scanning sragiavon of rotaong mumor dalls, etc.
[0 At only one (Fixad) locaton JX( Fiber opbc projecuons
O Az a vanety of (Taw) locatons . ﬁ Fog. smoke, or cther scaftering enhancement effects
4 Omer (Spectty)___Fdpbute. paliodalein. 0 Ower (Specify)
8. LASER RADIATION LEVELS
LASER MEDIUM (Ar, He-Ne_elc.) WAVE LENGTMS (nm) PEAK POWER (wars)
SHe Nd: Yaa R 2S5 flalt cu

— S— —
9. IF ANY LASER RADIATION IS PULSED OR SCANNED, GIVE THE PULSE DURATION AND RATE AND SCANNING FREQUENCY AND AMPL|TUDE

DC +o L Xuz , O & bC
o REASON FOR REGUESTING VARIANCE

Comptrance with the mas of 21 CFR 1090.11(c) woulsd rexstrict the intendoed use of the product because comphance would
limit the euTput power [0 (e axient hal mie desweo offects would not be suficiendy wisible

[0 Omer or agaimonal expianauon (Specify)

2oy 0005 et
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accessibie ermission limits spenﬁe:: in 21 CFR 164-(.3'.1' i(c-) i
] its proposed o geviate from the prowvisions of 21 CFR 1040.11(c) as follows:

12. ADVANTAGES TO BE DERIVED FROM SUCH DEVIATION

Laser ight shows and displays are accepted papular media in entenainment and the ans. Use of power levels in excess
of the mits iImposed by 21 CFR 1040.11(c) 1s hecessary 10 achieve Ihe required effeces in these media.

{3 Ower or adaiuonal advantages (descrpe and expiain)

13. EXPLAIN THE ALTERNATE MEANS OF RADIATION PROTECTION TO BE PROVIDED. (Check as many boxes as apply In
astify any daxes nol checked, using aodikanal sheels as necaessary. Sate any olher means of radiahion protecucn hat will be Jsed.)

accomplished prior 10 any INTroduction INLo ComMMerce.

-] R{Erfeds n& specifically indicated in fs vanance apphcanon will not be performed. No omer effects will be added untl an
vanance has been obtanad and the required repors or supplements, as applicable, have been submitted.

d.XT Laser radianon ievels \n excess of the limis of Class | will nol be permmea at any point lass than 3.0 metars above any sufface upon wnich
Persons omer Than operators, performers, or empioyees are permited to sBnNd or 2.5 meters below or 1n lateral separaton from any piace
whEre such persans are permitied 1o be. Operalors, performers, and empioyees will not be required or allowed 1o view radiauon above the
himivs of Class | or be exposed 1o radiation above e imits speofiea m 27 CFR 1040.11(c)

(] M Any product which relres on scanning o Meet access, expasure, or product class limits will incorporate a scanning safegudrd sysfem which
direcrly senses scanner moton and which will react fast enough o preciude exceeding the applicable limit. ‘

1. RJ All iaser hght shows shall be under the direct and personal control of Taned, competern operator(s). The operalor(s) will:
(1) Be an employee of the variance holder who will be responsible for the training and the canduct of The operator, \
(2) Be locatea where all beam paihs can be Qirectly observed at all imes; and |

(3) Immediately tenTinate the emission of hight show radiauon in the event of any unsafe candmon: or, for outdoor shows, uﬁpn request
by any ar vaffic control offiqals. \

g./d‘rne maxumium lager ProecIor auTput power will not exceed the lavel required 1 oblain the intended effects.

h. w The proyecnon system (i.e., Ihe preyector and &) other components used to praduce the lighting effects) will be securely mounted or |\
immopilized jo prevent unintendad Movement of misslignment. Beam masking will be provided as an inherent part of the system design 10
prevent overfifling of screens, beam Slops, 1argels, elc.

I Laser projedors will nat be defiverad 1o any oMmer palty under an agreement of sale, lease, or joan unless and unul the recipient demﬁstrates
Ihat Mey have a variance in effect at the tme of delivery that permas them to produce Iaser light Shews INCOMPOrALNG Such projecior(s). |

J- In addiwon 1o The requirements of 21 CFR 1040.10(h), tveé manufacurer of laser projeciors/sysiems will provige 1 parues who purchase, |
or borow The equipment, adequale users’ nswuctions for safe inswallauon and operation which expiain te responsibility of Ine recipient as an
independent ight show manufacturer 1o swbmit the required repors and apply for and obtain a vanance from CDRH prior 1o mnwroducnon |
commerce of any laser hght shows. /

h.ﬁ The requirements of 21 CFR 1002.30(a) 1) ang (2) wili be accompiished Mrough e use of wiillen proceduras for semp. alighment, te;(nng,
and performance of each show These procedures will be in sufficient detail 1o ensure comphance with 21 CFR 1040.10, tne conaitioné of mis
variance, and the coniral of access (o raqiauon areas using the pracedures deschbed inthe ANSIZ136.1 siancara for the safe use of lasers
{American National Standaras instiuie, 1430 Braaoway, New York, NY 10078 or any oiher equivalent user consensus standa :
apphcanle, state of local requirements. Laser racanon areas wnich can contain raciaton levels apove the imias specffied in 27 CFR 1040.11(c)
wijl be cieany dentfied Dy e posting of waming signs and/or resmicung access trough physical Means (Such as pressure swilches, phofo
cells, barriers, guaras, etc.). These requiremants apply 10 lemporary areas (Such as during set up 3nd alighmen procegures) and 1o finaj or
permanent areas. The variance hoider will retain e recoras of Mese procedurss and e results of all 1ests as required by 21 CFR 1002.31. A
copy of the vanance applicaton, e approval IeTier, culTern procecurss. and records relating 1o each pameoular show wili be with the operator
or other respansible iNdividual and will be made avallable for inspection by FDA ana omer responsidie auihonies
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pawer oulput intended. Such notficabons will De made, bul Not hecessanly be Wmited, to' B
(1) The Center for Devices and Radiclogical Hearmn, Office of Compliance (HF2-342), 2088 Gaiher Road, Rockville, MD 20850, providing Me
i3l and closing dates for fixed instaliations and the mnerary for mobiie snows. In addition, uniess all aspects of each show have peen

repoed and accession numbers cleany referenced. each notice will indude detalles desariptions of sach show and a hsung of all effecs 1o
be performed in sufficdient detail 1o confirm comphance with e reguiatons and this variance

(2) The Federal Aviadon Admunistration (FAA) for any projections inta open airspace at any IMe (1.8., INChaling set up, slignment. rehearsals,
perfamances. eic.). /f he FAA objects 10 any iaser effects, the objecions will be resolved and any condions requested by FAA will be
agnereq to. If these conamons cannot be met, the objecuonabie effects will pe dateted from the show

(3) State and local ragiauon conuol offices/agences for all shows (0 be performed within their junsaiCTons. All requirements of state and jocal
taw Wil be sausfied and any obectons raised By jocal auhoermes will be resolved or he effects dejeied. (A iist of federal and siate offices is
avadabie from the Center for Devices and Radiological Hearn upon request.)

14. REMARKS

CERTIFICATION

1 CERTIFY what ail of the apove informanon ano stalements are tue, CoMpios, and cofred 10 e Rhest of My knowledge and acknowledge tnat
my vanance appiicamon may be defued of my vanance may be revokad If s appiicanon 1s founq 1o be false. misieading or incofrect in any
maienial way | have submimed and wili submil 8l reports required by 21 CFR 1002.10 and 1002.11 on e Iaser equipment and show(s). |
furmer understana Mat | may be required by reguiation or by the Director, Canter for Dewices and Radiclogical Health, o supply such other
infermation as may be necessary to evaluate and act on Uys applicaton

15. SIGNATURE 16. NAME (Type or Pnnt) 17. TITLE
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Public reporting burden for this collection of informavon s estimated 1 average .5 howurs per response, including the ame
for reviewing istructions, searching existing data sources, gathering und mauintsining the dats necded, and completng
reviewing the collection of nformation. Send comments regarding this burden estimate or any other aspect of this collection of
nformation, including suggestions for reducing this burden w:

Food ana Drug Administrarion
CDRH (HFZ-342)

2094 Gaither Road

Rockville, MD 20850

An agency may nol conduct or sponsor, and a person is nar required 1o respond ro, a collection of information wunless it displays
a currenily valid OMB control mumber.



