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APPLICATION FOR A VARIANCE Fom apprares. OMB No. 03730025
DEPARTMENT OF HEALTH AND kuMan sErvices | FROM 21 CFR 1040.11(c) FOR A | 5@ Fo oo e e

#Fooa and Prug AdmnsTanon LASER LIGHT SHOW, DISPLAY, [BockeT NUMBER

OR DEVICE

NOTE: No laser hgnt show, projecach Sysiem, of devics may vary fom compuance wim 21 CFR 1040.11(¢) In design or use wilout the approval of ous
apphcanon 1n accardance wimh 21 CFR 1010.4.

INS ONS
1. Check au applicabla poXes and type or phnt the 3. Mal your application %o Tho Dockets Management Branch (HFA-305), Food ana
réguestad informmanon Drug Agminsaton, Rm 1081, 5630 Fishers Lane, Rockviie, MD 20852,
2. Submit an orginal ana euf () copies 4. Enmar docket number (f assgnes.
1. NAME OF COMPANY
Laser Super Sajes

[ 2. ADDRESS OF COMPANY (inclade 2IP Cogda)(fl P.O. Box 5 Land, mCiuda Sciual Sroel dU0ress arso.)

7704 Lakecrest Cr  Daligs, TX 75063
3. NAME AND T1{1LE OF RESPONSIBELE PERSON 4 TELEPMONE NO. (iInciude orea code) 5. DATE OF SUBMISSION
Brandon Back, Co-Owner (B17) 454-3082 05/13/2004

6. THE APPLICANT REQUESTS THE VARIANCE TO BE IN EFFECT FORA PERICDOF ...} YEARS FROM TME DATE OF BSUE. (In
goneral. the AGeicy el appiove 4 variance Tor oply wa years. If 2 janger perad & raguoslod, 8 jusufication must be agached as pasrt of ihe applicason.)

7 PROBUCT DESCRIPTION AND USE

~LET NAME AND/OR MODEL NUMBERIS) FOR THE LASER LIGRT SHOW(S) AND PROJECTOR(S)
Laser Searchlight Prasgctor  Modal Pro-Searchight

[

. PRODUCT FOR WHICH A VARIANCE IS REQUESTED 1. PRODUCT 13 INTENDED TO BE USED AT ANY ONE LOCATION
O A s=r aispisy aevice 3 more tnan 15 days
[j A proyeor for a luser ight show |'_'] More man S but hot more Man 15 days
Bl A taser igret st B} sess man S cays
3 owher (Spacy) g TOUR IS INTENDED TO RuN FOR
[} PROJECTORS ARE INTENDED FOR SALE, LEASE, OR LOAN TO B More man 6 montns
OTHER LASER 11GHT SHOW PRODUCERS m 1-6 montns
d. PRODUCT IS INTENDED FOR USE IN A B3 Less man one monm
[} Panewnum or omer come projechon sruclure [ nox appiranis (vor & mun
3 Theater ) omer (Specry)
3 roteymores nairaom or meeting room n. PRODUCT UTILIZES THE FOLLOWING LASER EFFECTS
) Swre aspiays Y From ecreen proprcsions
I} Traae snow or convanuon 1 Rear screen propenons
[ Discomeque or nght clup I rowgrapnic aspiays
[ Pavion [ Munipie refiecaoniaiffraction effrczs
1 inacor arena 7] Augience scanning (Arso includes ssanning any accessible
[ Quweor atena unconuanes areas)
3 Museum [ Renecoons trem statonary mifTors of murored
Outsoor pRENcosEa ares surfaces (Boam Mapicos)
I3 omer (Specty; [} Swtionary araciation of foraung mior oalis, ets
e. PRODUCT IS INTENDED TO BE USED n Scapmng rradsation of rokating mMIirror bais, etc.
[ Az oniy ene (Fuxed) locaton L} Fiver optic pmjpcaons
At a vanety of (Tour] localions 1 Fog, smoke, or omer s6aBRNNG anhancament effecs
1 ower (Specy) Otner (Specity;_SearcTigr Effecy
8. ‘ LASER RADIATION LEVELS
LASER MEDIUM (Ar, He-Ne. eI ) WAVE LENGTHS (nm) PEAK POWER (wags]
Na:Yag/KTP 532nm 40

IS F ANY LASER RADIATION IS PULBED OR SCANNED, GIVE THE PULSE DURATION AND RATE AND SCANNING FREQUENCY AND AMPLITUDE

0. REASON FOR REQUESTING VARIANCE

a Compliance with the tmis of 21 CFR 1048.11(€) wouks rexmct the Ntendad use of the PIoaLCT DECALSe COMPISNCEe wauld
W e oulput pewar o e axEnt at e desred effecs would Mot be suffieenty wadie

3 omar or asamenat expiananon (Specity)
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11. MANNER IN wriCr1 1T 18 PROPOSED TO DEVIATE FROM THE REQUIREMENTS OF THE APPLICABLE STANDARD

E it = proposag o deviale from e provesions of 21 CFR 1080.11(c) in that Me accessibip amisson lovel would excead Ms
accsssbie emEsion Wiks specied in 21 CFR 1040.11(2).

[ i = propasad o deviate from e providons of 21 CFR 1040.11(c) a8 ows;

12 ADVANTAGES TO BE DERIVED FROM SUCr DEVIATION

E Lasar kight shows and displays are accepled popular media in sABIANMENt aNs Ma ans. WUse of power levels In fscess
ot e Imits imposea by 21 CFR 1040.11(c) & pecessary o achisve Me regquired eecys in these meais.

) ower or aocwona: aavantages (descrbe and expiam)

13 EXPLAIN THE ALTERNATE MEANS OF RADIATION PROTECTION TO BE PROVIDED [Cheock asmany paxas as apply. in mam e "Remarks.”
STy any baxes nof checked, Jiing vaomena) Sheots as hocessary Swis any arther means of radlatian praiecton that will ba wsed )

a 21 Altiaser proqucts, systems, shows, and projeciors will be cersied © comply with 21 CFR 1040.10 and e conamians of this varance and whi
Pe repaned as fequirsd by 21 CFR 1002 10 AND 1002.11 ysing !e leporong guiaes provioed for suan purpose. These actions will be
SCCOMPHRSNED PHor 1D ahy INDDCULALN INR COMMBITSs.

D, E Effaces not speafically ndicatad n Mis varnancs appicaton will not be performed. No other effects will be adaea unii an amehament to the
variance has been obmined ana the required reports of Supplements, as applcadle. have bean SuPmteg.

c. 21 Scanming. prorection. or refleaion of lsser and collaiwral radiagon (Light snaw rengiprar} into audwence or oMer accassibie uncomohed areas
wili not be permithed @xcept fof dfffuse feflectons produced Py the atNNsphata, added AAMBSHNEI SCARBITY Meda, ARG argel Screans.

a. B Laser aqiation levels in excess of Me umis of Class | will not be parmined ar any pontless Mman 3.0 meters above any surface upon wbich
persons amar han aperalors, performers, of employees are permmad 1o stand or 2.5 mexars below of In lateral separaton from any place
whele such PErsons are permites w os. Qparamrs, performens. and empibyses wil ot pe fequred of alowed o view RAgaten apove he
mits of Class | of Do oxpesed 10 radlanon apave Ma lines specified in 21 CFR 1040 11(c).

-3 E Any product wiich rohes on Scanming I Meel Accass, expasprs, or Product class imes will incorporaly a Scanning safaguarg system which
dhirectly sefwies Scanner molon and which will react fast enough © praviude exceeding e appheabie mme

t I A iser ight shows shall Be uncar Mp e and personal conuol of ramed, competsnt eperateits). The operawi(s) wilk:
(1) Be an empioyee of e vanance holdar wno Will be respanzble for the Taimng and he conduct of Me oparator,
(2) Be jocated wherse aij Deam pams can De aifecty opserved at ait umes, ana

(3) Immegiately Tmnaie Me 8MIZSION of KGN SNOw rAsALON f the event of any unsafe conomon; or, Tor EUIKINET BHOWS, UPON TEqUEST
oy any air traffic contro! officials,

g- ) The maximum laser projecion ouput power wilt ot exceed the evel required  obialn Me Intended sffecis.

n BT prowachon sysiem (Le.. e pmjuctar 8ndg 8l cther caMpoants used o proauce me ligninyg effects) will be securély mounted of
HMMoDHIZEd W prevent unintended movemant or msalinment Baam masking will e provised a3 an Inherent part of the System desigh 1o
prevent owerfiling of screens, beam SIOps, targats, els.

- B Laser projacions will nok be neljvered 1o any ofher piuty undel an agheement of Sale, 18886, of BN unless ano unul e feciplent JemeNSTaws
Mar mey nave & vananee In effacy at he tme of Geiivery NSt porMmES Mem 1o produce 1ASer HGHT SNOWS INCOTPOratng Such projector(s).

I In adamen W he requirements of 27 CFR 1040.10(n). the manJfacaurer of iaser POjers/sysiems will provide W partes whe purchase, iease,
OF DOTTOw Ine equipment, adeguate users’ aMuctions for safe insEilition ana oparation which explain the responsiBiiRy of e recipient 8 an
insependent bgfit show manutaciurer 1o SUDMIT Tie requued repons and apply for and obtan a vanance from CDRH prior o mpoaucwon ino
commerce of any lasar Ugh shows.

K B The requiremens of 21 CFR 1002.30(8)(1) and {2) will be accompished Trough M 158 of witien Procesuras 1or Setup. AMINMent, esung,
ang parformance of each show. These procedures will be In sufficers cetall w ensue camplisnce with 21 CFR 1040.10_me condions of is
variance. and e cohtrol of access o FARON areas NG Me Proceduies descnped m me ANSIZYIE | sargan for e safe uss of BSers
{Amearniran National Stanagras insiture. 14320 Broadway, New York, NY 100718} or any ey equivalant user consanss standard and, whare
apphcable, iam of eal requirements. Lasor rackauon araas which Gan containh ragiadon leves above e mns specified in 21 CFR 1040 11(c)
will pe cleany emmea Dy e posung of wammg signs and/or FEEIKINYG acce®s rough pRyscsl Modns (S 35 prosidre SwAChES, PRI
cells, barners, guards, efc.). Thoks SQUFEMents apply 1o [EMPOrary areas (sucn 938 durng 36t up and alignmern procedurss) and m fnal or
POTMANAN areas The vanance holdar will remin Mo RCOras of MEsSe ProcedaLres and Ine reaults of al taets as requeed by 21 CFR 1002.31. A
copy of the vafiance appicanon, M apProval IOl CusTent Procadures, BNG MEGOITG Telalng 1o BaCH paricular aNow wiif De with the operator
ar omer responsible maividual ana will e mage avalable for mepecoon by FDA and omer esponsible aummmes.

FORM FDA 3147 {12/03) PAGE 2 OF 4 PAGES



Jun-30-04 12:03 From- T-274 P.08/05  F-02]

1. B Agvance writen nonficatuan wi#l pe made as early as passipie [0 appropnate federal, state, and jocat authoNlies proviting Show miherary wikh
dates ang jocatons cieany and completely dentfied, 3nd 8 DAGIC JSECTIPHOR ©f e propeses offects INCiumng A siarement of Bw Maximum
power odipul infended Sucn hopficanons wiil Pe MaNe, BU NGL NBCSSSENIlY Pe binited, ©-

(1) Tne Center Tor Dovices ana Radiogeal Meain, Office of Compilance (HFZ-3a2), 2098 Gainer Roaa, Rockvie, MD 20850, provuding Ihe
Al andg clasing aatas tor fixea installations and the mnerary of moble shows. In additon, uniess ah aspects of each show have been
reposd and actession nwnbders deary referanced, each notce will Inciude detalled descriptions of 6ach show and a sang of all effeck
pe peffermed m sufficient detall o confinn compHance with the regalanons and thys vanance,

(2) The Fagaral Aviatuon Acmiiuszation (FAA) for any projecions 0o open afEpace at any ume (L.e., cluding set up, alignment, reNBersails,
performances, otc ). # tha FAA cbECE 10 Wy asar offects, he 0ojecaons will Da resolvad and any Coromons requessd by FAA wili be
asanered to. If Mese conditions cannot he met, Me obhecionabie oifacks wit be geleres fram e show

(3) Srate and wcal raciannn control offices/agencies for sl shows  be pefformed wihih e jurkideDons. All requirements of $WIe and local
Bw wil pe sansfied and any objechions raked Dy kcal suthontias will be resoived or me efedcs deltad. (4 st of fageral urm srate offices 1s
avaiiatia fram the Cenler Yor Devices ant Radmlogical Meath upon rquest.)

14. REMARKS

Trus show uses T1e «daa beMnd common Carpen-arc saarchligh's you see al night but 1akes he technology into the future by using a
lasar I get Me same sweeping effact of he sky at 2-3 rpm.

CERTIFICATION

1 CERTIFY mat ail of ma above infornasen and stalements e Pue, complets, and carect o Ina Bast of My khowiedge and acknowieage mat
my vanance application may be dened of My vanance may be revoked § this apphcaucn & Tound o e false, misleading oF inconect in any
mamnal way. | nove submitted ang wili 3ubmit all reports requead by 21 CFR 1002.10 ang 1002.11 on e aser equipment and snow(s). |
funner wndarsiand Mat | may be required by regulaiion o by me Diaector, Center for Devices and Racloogical Heam. @ supply Such OIer
information a5 may be necessary 10 evaluale and act on Mis apglicanon.

15. SIGNATURE 16. NAME (Type or Pring 17. TITLE
W“‘ é”' Brandon Beck Owner
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Laser Super Sales
Brandon Beck

7704 Lakecrest Cir 7

Irving, Tx 75063
817-454-3082

Cener for Devices and Radiological Health
Office of Compliance (BIFZ-309)

ATTN: Electronic Product Reports

2098 Gaither Road

Rockville, MD 20850

To Whom [t May Concern:

May 13, 2004

Enclosed in an application for a variance for a homebuik laser projector that is to
be used with an already certified laser, as well as a product report and laser show report.
1 have filled our everything to the best of my knowledge, but this was my first artempt at
this process, so 1 might have overlooked a few importarit details. Please don’t hesitate 10
call me at the above number or email me at: lasersupersales@sbcglobal.per if you have
any comments or suggestions for making this process casier on you. Thank you very

much for your trpe.

Smﬁ-&f

Brandon Beck

Ak
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