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Public Maalin 3ervice FROM 21 CFR 1040.1 1(:) FOR A g::lrpulog D:t:mb:r %0, 2009
Faog 4ny Prug Agministration LASER LIGHT SHOW, DISPI AY, o ag GU:'BER memenc
OR DEVICE

NOTE: No laasr light ahow, projection syemm, or devics may vary If9I compranca with 21 CFR 1040 11{c) in 4esign of usA wirhowt the spproval of thie
FPPHGATION IN accaraancs watn 27 CFR 101D 4,

TNSTRUETIONE - T SN
1 Chock alij applicalic buxes and YR GY PHnt ine M | Ma{l your sppheation 1o ine Dathéts Management Branch (HFA-20%), Fosa and
uouted information. Prug admipistretion, Rm 1081, 5630 Fishers Lano, Rochvllle, MD o8%2
2. Submit an onginal and teur (4} coples. a4 Enmsrdockst numter o asalgnad.
NAMEO COMPANY
BEA+& INC AN
| = ACERESS OF CBNMPARY Urclhdc ZIP Coda)(ll P.O. Ban s woad, INEu0s Gopial Siicel adomse ajse ;

/190 &L CARR(TO pLAZA -#/BI Bl CERRITO £A 94520

S NAME AND TITLE OF RESFONSIBLE PERSON 4. TELEFAONE NO (Inciuca ere 5 DATE Fa? MISBION ‘
RuSSEH. sMicol  caseR syirems WIM I 510~ sst-fncsz o com) JL’L"o 2092

&, THME APPLICANT REQUESTS THE VARIANCE TOBE IN EFFECT FOR A PERIOD OF ___J____VEARB FROM THE DAYE OF ISSUE, (In
goneral, The Agonoy wll apPreve @ vanance 1or only Two yolrs. It 8 Ionger PRnad |3 rBQ«GIed. & Wustffioatan MmusT be AOscned B3 past of 1no REgiaalon |

‘ PRODUCT DESCRIPTION AND USE
U ST NAME ANDIOR MODEL NUMBEE(ES PO THE LaBSER LIGHT SHOW(E) AND PRCECTOR(E)
1GIN
b. FRUGU RAT uu:s o} TT PRGBUCT I8 INTENBED YO BE USED AT ANY GNE LOGATION
g A |85¢F DISPI3y dowvica ' More man 15 days
A projector for a lasal iign: show < € More than S but het Mars han 1S aa;
& A 188er ighl SAOw $» Lees man 5 gays S 2?::?1_7
I Cnhar (Spaciny) g TOUR I3 INTENDER To RuN FOR
¢. 0 PADJECTORS ARE INTENDED FOR SBALE. LEASE, OR LOANTO ! [J Mora than 8 montns
CTHERA LASER LIANT MYV PROGWGERS i O 1-& moams
o. PRODUCT 16 INTENDED FOR USE IN A (1 Less than anp manth
T Planetarlum ar other dome projectan @ructure 4§ Not gpplicapia (var a row)
O Theater T wnar (Seecify)
O Hotamanel balircom or maoling raom h. FRODUCT UTILIZES THE FOLLOWING LASER EFFECTS
0 stare aispiays O Frem scraen prejssiions
0 Trade snow or zanvention [ Rear seresn projecoons
T Discotheque ar night clud O Holographic displays
[ Pawiien 5 Multipie reflectionsadiraction affects
T ndgar arona 3 Auvdience seanning {Aiso inciudes seanmng any Rocossibic
[ Gurdoser srene l uncurira/ied AroBs)
O Mugwum | O Refiactione from smelonary mitrorz or mirrored
8 Ouldonr unanciosed sred , sufaces (Beam Matioas)
O oher Speaify) (0 Stavionary Inasmation of rorating MITGT bells, els,
8. PRODUCT 1S INTENQED TO BE USED 0 Scanning Irragiation of rotating murror oails. exc.
9 At only ene {Fixed) ineation ] Finer spde prajectians
T Ara variety of (Towr) locauona [J Fog, emoxe, or amer eauTnng an;_ancamem anecys
O Otrer (Spacy) _% o rsmﬂy).‘_ﬂ.!_!é_ﬂ!_lﬂwﬂ!.‘_’g bes
¥ _LagER HADIAYIGN LEVELS
LABER MEDIUM (4r, mo-Ne, ai.) wavE LENQTHS mm) PEAK POQOWER (watts)

DoVBLED YAG 5%Znm i &6 W
|

) I
T T ANY LABEA RADIAVION 18 FULSED OR SCANNED, GIVE THE PULSE DURATIGN ANG BATE AND SCANNING FPRAEQUENTY AND AMPLITUDE |

1Q. REG ARIA

‘ Compliance with the (imns of 31 CFR 1040.11(c) would reskict the intendod use of ibs :rauun DOCAUSe compliance woula
inkt e ouipul pUWET 1D TNE 8XI8MT ThT INe disirsd effecs wowis pot ba sufliciamnty visible

0 Crther or addidona: sxpianation (Speary,).
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{77 MANNER N WHICH IT I8 FROPOSED TO DEVIATE FROM THE REQUIREMENTS OF THE APPLICABLE STANDARD

P [t (s prapase 1o doviate from me pravisions & 21 TFR 1040 11(e} In tat the accasaibie emigsion levsl wauld axcod the
accascibia ‘amgsion hmits spectied In 21 CFR 1040.11{),

T e is propoged 1o daviate fram the provisiona of 21 CFR 1040 11{¢) ag follows:

12. ARVANTAGES TO BE DERIVED FRAOM SWUCH DEVIATION

W Lasar (ignt snows and displays sra acceptad pepular media In antenainment and the w1s Use of power levams in axcsss
@t e iimite imposad by 27 CFR 1060.11(2) Is NECERGAry 16 BENievs e raqui’ed sffecs In these media,

0 Omnar or addiionsl agvamages (degnbe and dxplain.

13. EXPLAIN THE ALTERNATE MEANS OF RADIATION PROTECTION TQ BE PROVIDED. (Chéck 65 many baxes 45 &pply /m s 14 "Remsrks, -
nStify 8ny EPAXES Nl CNGCKed, Lsing aoailianal sNewls a5 necesssly. Srate Any other means of radlanon promcnol) el will by used.)

»' W All laser products, sysrems, shews, and projectors will ke conihied © comply with 21 CFR 1040.10 and the congitiene of Iis varlance and wil
e reponed da raquirea by 21 CFR 1002 .10 AND 1002.17 yeing tha repanting guides pravided for such purpose, TNESE BSLONS Will ba
ancamplished prior %0 any iniredwetion INe cammarcd.

g EMacte net speciisally Indisated N Mis variance XPRICATON wil NSL be PRMSIMAA. N6 other slfects will ba aced il an amendment 1o the
varignes hasy been obtained and ths required reperts of supplements, as spplicable, Nave Seen gubmiled.

o.‘ Scanning, grajeciion, of rofleciien of IBEES aNA CHIIATIAl TAQANON [LaM $/0w rassvan) s sudiGncs of FMer Accecable uhponirelied sroas
Wil not e parmitiad sxcopt far diffuse radiections prodused by the auncephsre, agaed stmoapneric weElRNNE MeGE, BNO [ArGET ELTanns.

u‘ LASE! radiauen evam in axcess of the limits of Ciass | wilt ROt be permifiad at any pont isve thah 3.8 melse abeye oNy Jurfewo wRWN WNICH
parcone athar than epsralore, Rerfermers, ar sMplaywes sie pormiced 10 sia o 2.6 Meere Deidw or [N lalaral acparation from any placa
where §uch FAreoNg are palmivea R of. Operatars, performers, snd smployees wil not be requred ar allowed to viaw radiation above the
hmite of Claws | or be axposed o fadiation atove the imits speciied in 21 CFR 1040 11(e).

s‘ Any product which relies on scanning 19 MeAI accans, Sxpasule, of Product CIAss limits will Incerparate a Scanning safeguard system which
dirszily senasaa ecanncr mexion ang which witi react 1801 onSwgh 19 PIECILOS BXCBOUING INB APPILADIE hmit.

t‘ Ail 1a88r light 6nows 3hall B3 uhdar the diract enNE parssral centrel oF rained, compstent opcrator(s). The opwrators) wii-
{1) Ba an smpioyes of the variance haldar #fo will bo responsibie tor the training ang tie GONGUS o1 NG SperEtal;
() Be iocawi whers all beam patns Can by Qireiy cBssrviad &t all mas: enn

(3) Immedalsly (arminu® Yhe amiecian of ight Shew radisnen Inthe event of any unzale congdion:; 9y. 1O OUERD! SNOWE. Upon raquast
by any alr rarfic auntrol offic &/&.

u% The Maximum (eser projastor output power Wil Aot sxceed AR |avel rquired (o okWain Me IMendsy effeces.

ﬂ‘ Tha projectisn aysiem (. OWW and @/l otnor componoms wead 1o pras.ce IS JEIUNG SNETIE) vl DO Seclrely mounted or
immobilized io prevent uny 08 mauamert ef misalignmant. Beam masking wil be provised a9 an inhsrant pan 4t INB system casign to
pravam avertilhing of Beranng, baam stps, targes, e,

|.‘ Laser projeciars will Not Be delvemd to any GINEr pany wnder AN BRMCSMENT Of SAIS, 18858, GF 10RN UNINSE ANC UNLI (he Teciplent aeMenwrates
hat thay NBVE & vananecs N Sfac st the tma of delivary that pormite them W praduta lsoer hght shows |ncarporaling Buch RIOJecIOr®).

i MB in adgition o e requirementa @ 21 CFR 1090.10(R), the MENUTACIUrer Of 12887 DICJUCIOTEBYSIEMS wil pravide o parties whae purchase, sesa,
of BNrew N9 equipmant. adaquate users' instructiona tas cafe ;InNalialion and apsration which sxplain the responsallity of ThE recipien: is an
Indepandant light show manufacturer 1o ubmilt the reguired r8pOMS AN ARPlY 107 &nd oplan & varience fram CDRM priar to Intreduction into
cOmmerca of any IasAr light shows

k‘- The requirements of £1 CFA 1002 J0¢a)(1) #nd () w,| DO BECOMPUSRA I/OUSN (ha use of winen proaadules tor cetup, alignment, wecting,
and perarmansa of each show Theea proceduras will be «n sufficient desail to ensure aempliance with 21 CFR 1040 10, 1118 cONALONG of INS
vanance, and tho sonrel of accegs 1o radiadan arses using INB ProcequTas AARZIHBAO M the ANSIZI3S.1 standard for the safa wee o iasers
fAmerran Navansl Standssrai insteyia 1430 Broaoway, Mew Yark, NY 10018) or eny other wquivalort uSor GRNSENSUS SLANIAId and, where
applcable, Glate ar loan| "1‘2"’"‘""‘ Laaor radiafien aroas wnich GAN contain Fadiation Iaveis above tne imae cpacmied in 21 CFR 1048 11(g)
wiil BA caaily dentten by the pesting of warnirg mgne sndir rezinciing sccoss through physical means Mmueh 83 prossure SWIZNES, pNoto
colls, barnors, guardo, e ). These [equiremems apply I MPorary Alees (Suoh 48 during Set up ang alignment provadures) &nd 1o final or
parmanem aredz The variance haldar will ratals the reconds of theae precedurcs snd the reeyis of Bl IS 45 Iequirad oy 21 CFR 1002.31. A
copy of the varance applioatian, 'S SRPIOval IBREL. TITRIR PIOKCBIUES, SR NECOAS FAIATING 1o BREN PAMMICWRT Shaw will DG with tha opstawr
or oinar responsibie ndiviqual and will be made svallabia for inspection by FDA gnd other rasponeible authontas.
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1. WP Acvance wilten nottcanon wil be mage as oarly 35 posaibia (o appropriate tedaral, srare. and local auinomias praviding shaw kinefary win
aatas and lacations clearly and complstely GaImNed, ana & basic description of the propossd effest Inciuding a satemark of tha maximum
powel dulput intanded. Sweh nemheatiens il bo mede, bui Not NEEIAMy B Imiteg, 10

(1) The Center for Devices ana Radiowgical mealth, Office of Campliznca (HF2-342), 2088 Quner Raao, Rockville, MD Z0350, praviding the
Initial and elosing dates for Ixed Installatians and the [LNBFATY 1ar Mobiia gnows. |n gddition. uhiess all acpecis of each 6how Nave Reen
fapanedq and accaszion sumbears clearly reterencad, gacn otlce will (nclude Jemiad AasGlpLONa of 9ach ehaw and a liating of all efledts 1o
ba parfermed In wefficons doil o COMIM CoMPIANGS WItN tha feguiations anad (his variancs.

(2) The Feaeral Aviauen Administraion (FAA) Tor any prejectons IN2 opan aHEPRES &1 ANY UME (1.8, INCIANg S8t up, RIGIVRant, rN1ears&s,
porformarces, o). 1 INA FAR ORIGCTE [a any laser atecta, the oBjsetiens will o Peualwad ond any aondiions rogqueBtod By FAR wii be
adherad s, It thesa canaitiona cannot be mat, the objectionetie electe wil pa daieted from the snaw

@) aw ar ©CE! IRGIRNION COMXIo oNIkBE/AganGes farall shows W Ba parformsd within Mot jJwisdiRions. Al requiremenss of STAIS ang ioeal

faw will be eailslied ana any opjsctions aised By local ZLLNOMLes wii Da feadived of the effects delmad. (4 Lst of leaerw end state afices 1s
avaiadie from 1ne Centar 1y Devices and Red-alogice! HOath wpon raquast.)

14. REMARKS

CERTIFICATION

| CERTIFY tnat gl of he anova Informasion snd SLAEMSNIS &re Tus, LoMPICEs, ARG MR 1o NS PER of My XNOWIAsgs ENM arsMowedgy e
My vellanco aggiicarion May 08 AANad ar my vallencs may Be revoxed if thip appilcatien i3 found o Ro fmlae, Misteading @ Incorred In any
materiel way. | have supmited and wil submk sl repens regwirea Ay 21 GFR 1002.10 &na 1002.17 an the iaser oquipmem and snow(s). |

furiher undarawana that | may be required by regulatlon of by the Direcser, Center for Davicos end Aaddiegise! Meaimt, 1o Bupply Such omner
miormarion as may Do NeceRssry 13 avaluale ahd mct on tus BpRlloancn.

15 SIG 18. NAME (Type or Frny 17. THLE
W RyssElL B. wILLOX LASER SYsTRMS euﬂdé{l
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Pablic reportng hurdes for this collection of information is astim3ted to svemge .S hourg por responsc. incioding the time
for revicwing insoucdans. searcning eXisang dats sources. gathening and maintimng lhe data needed, and vOMPIEGNg
reviowing the coliscian of informstiog. Send comments regerding this burden esameic of any othor aspoet of this callecuon of
infermaden. wacluding auggrarions for reducing this buroen o

Food and Drug Admurustralion
CDRH (HFZ2~-342)

2054 Gaither Road

Rockvilia, MD 20BS0

A Bgency may ROt CONDucY ap Spuassors. and @ person is not requircd 1o respond 1o, a cotlecnon of wyprnation wnless (L dizplays
& currenily valid OME cuniral ayaber,
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' FDA/CDRH OFFICE OF COMPLIANCE
DIVISION OF ENFORCEMENT B

Electronic Products Branch
2098 Gaicther Road, Rockville, MD 20850
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SUBJECT: [ 7o
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J&/Z Nig

ke # o pr,
nesd,. J by Hos el ) %’%ﬁ Vor,

K =

Ll (ios@ety s4 .

o/
THIS DOCUMENT 15 INTENDEDR ONLY FOR THE USE QF THE PARTY TO WHOM IT IS ADDRESSED AND MAY J -
CONTAIN INFORMATION THAT 15 PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE UNDER
APPLICABLE LAW. (f YOQU ARE NOT THE ADDRESSEE, OR A PERSON AUTHORIZED TQ DELIVER THE
DOCUMENT TO THE ADDRESSEE, YOU ARE HEREBY NOTIFIED THAT ANY REVIEW, DISCLOSURE,
DISSEMINATION, COPYING, OR OTHER ACTION S8ASED ON THE CONTENT OF THIS COMMUNICATION IS NOT
AUTHORIZED. IF YOU HAVE RECEIVED THIS DOCUMENT [N ERROR, PLEASE IMMEDIATELY NOTIEY US BY
TELEPHONE AND RETURN IT YO US AT THE ABOVE ADDRESS BY MAJL. THANK YOU.



