
EP~oPnEAL~ANRf,RJ~-Es APPLICATION FOR A VARIANCE wm ~ppmwd: am ~5. a~1o-oQzfi 
Public H&h Service FROM 21 CFR 1040.11(c) FOR A Expiration Date: November 30.2003 

Food and Drug Administration LASER LIGHT SHOW, DISPLAY, 
See Page 4 for OMB Statement. 
DOCKET NUMBER 

OR DEVICE 
KITE: No iatsc4c Ugrrt t&&w, pra)m ttystsm, of ClrwrCe may vary ft#@i camrsthtncpl with 21 CFR 10441 ‘$o)& 

app%at& in accordance 

1. CheckatlapplicebIe boxes erixitypeorpdntthe 3. Mail your application to the Dockets Management Bran& (HFA-305), Food and 
requasted infQfmatiQn. Drug Administration, Rm 1061,563O Fishers Lane, Rockville, MD 20652. 

2. Submii en cetgiil and few(4) aapies. 4. Enter docket number if assigned. 
l4AM~oFcomY 

'DISCOVERY BEACH RESTAURANT & CLUB INC. 
!. ARDRESS OF COMPANY (mctucks: UP Code~lf P.U. Boxis urnsd ir&uds- &wet addmss al@@ 
300 BARLOW AVE, COCOA BEACH, FL 32931 

1. NAME AIW TRLE Of= RESp0NSlBf.E PEf%SON 4. TELEPHONE NO. (Include area code) 5. DATE OF SUBMISSION 
JAN WEIGLE, PRESIDENT (321) 783-1766 10/17/03 

1. THE APPLtCAN’P REQUEST!% THE VARtANCE TO 6E IN EfFECT POR A PERlOB OF -_.~-.--.-- YEARS FROM THE DATEOF ISSUE (In 
~~,ttw/\gsnoywiUBpproveaMrianorrrwO~twayears..IfB~P(llj4(tQ~,8jUFtifiWtkUI musf4eaitaChedas~ttoftheapplicetian) 

r PRODUCT DESCRIPTION AND USE 
i: LIST NAME AND/OR MODEl NUMBER(S) FOR THE MER LtGHT SHOW(S) AND PROJECTOR(S) 

q A projector for a laser light show c] More than 5 but not more than 15 days 
@ A laser light show q Less than 5 days 
q otherI~~----- ---- ----- g. TOUR IS INTENDED TO RUN FOR 

:, a PROJECTBRS ARE HNTENDED FOR SALE, LEASE, OR LOAN TO m More than 6 months 
OTHER LASER LIGHT SHOW PRODUCERS 0 I-6months 

1. PRORUCT tS INTENDER FOR USE IN A q Less than one month 
Cl Ptanetarium or other dome projectian structure 0 Not applicable (Not a four) 
0 Theater q Other fSpec@J---- 
q Hote&notel ballroom or meeting room 

-- 
h. PRODUCT UTlLlZES THE FOLLOWlNG LASER EFFECTS 

fJ Store disptays Ix) Front screen projections 
Cl Trade show or conventton 1x1 Rear screen projecttis 
8 Discolheque or night club 0 Holographic diiys 
0 Pavilion a MultIpIe reflectionldiiaction effects 
0 fndoorarena 5 Audience scanning (Also inc/u&s scan!?&! any accBssi?k 
17 Outdoor arena onwntrolled areas) 
R Museum BfJ Reflections from stationary mirrors or mtrrored 
q Outdoor unenclosed area surfaces (Bes?m M&rfces) 

Cl Other b3wxW----~ ------- 0 Stationary irradiition of rotating mirror baUs, etc. 
a. PRODUCT 18 INTENfXB TO BE UsED 

m At only one (Fixed) locatiin 
Cl At a verlety of (raur) Loeati~ns scattering enhancement effecta 

SCANNING AT 2.5 K OR LESS 

10. REASON FOR REQUESTfNG VARlhNCE 
m wkh the &nits of 21 CFR 1040.1 l(c) would restrict the intended use of the product because CompHaIICe would 

ut power to#e extent that the desired effects would not be sufficiently visible 
q other or additional axplanation 6%=w~~--..--- 

P-.a-.c\ ,,A, I.-. Cr\llll\.l tn rmomt ClF mAfir 4 nr A antToe 



1. MANNERiNWHlCHtTl&- To brnE fTtt%ATi.lYIE~I~~ QFlwe ApBUmsTmBARb 
[XI It is proposed to daviata from the provkns of 21 CFR 1040.1 l(c) in that the access&h emission laval would exceed tha 

&tfxealbfa emission iimtts spa&ad in 2* CFR 1040.1 l(c). 

n It Is lmpm?d to deviate from the provisions of 21 CFR 204rl.1 l(c) as follows: 

2 ADVANTAGES TD BE OERtVIB MOM SLIGH DWTiGN 
@  Laser light W  and displays ara accepted popular media in entert&ment and the arts. Use of power lavels in excess 

of tha limits imposed by 21 CFR 1040.1 i(c) is ~toachiavetheraquimdsffactsinthasemadia. 

’ q OtherOr addif advantagS5 @88&X3 and 8@&@. 

a.~~ilaberprodrpcts,systems,~,sndprojectonrwi#beeertifiedbocomplywith21CFRlOa0.lObndtheconditionsofUIisviirisnceendwitl 
be rqxvted as re~ulred by 21 CFR t002.10 AND t002.t 1 using ths mporting guides prwtdad for such purpose. These acttons will be 
accompli&had p&r to any k~W~Iuction into comrnarca. 

b.I;SIEffadanotsp&fiMyindiiinthiava&mca ~ppliOOMWill~kpsrfrmmd.NO~~WlllbsaddedwntifSnam#ldnrentto~ 
variancahasbaanabWnadandtharequiredmpor%or sq#ements, asapplicabla, have been s&n&ted. 

c.IXIScannlng,p~,wnffectkazoflrcQrPnd~ntndi;rtknrl~drawrilntoa~nator~~utx;antrolkd~ 
wtli not ba panMad axcapt for dii r&actions produced by the atmosphere. added atmospharic scat&ing media. and tar@ screans. 

1, ~11nadditkmtothe rtlqsriremenftr of 2t CFR WO.tO(h). tha manufacturar of laser pmjectoWsy&ms wtII provide to part@ who purchase, less& 
or bwrow the equipment, adequate users’ in.stmcMns for safe instaUatk?n and oparation which axplain tha rasponsibilii of the racip&t as an 
Ind*~show- tas~thcrnr$uhadrapartsrrndapplyfara~~aebrlna~nahwnCDRH~tahrtmdudkmkTta 
commerce of any laser l&tht shows. 

k.BtlThsrequkem4trted2lCFR100230(a)(~)ard(2}~~acwmplighed~~theuPaaf~~~lgll~~p,alignmefPt~ 
and pe- of each show. Thesa pfocaduras will be in sufficianl detail to ansura camplianca with 21 CFR lO40.10, tha conditions of this 
variance, and the contml of access to radiation areas using the procedures described in the ANSlZQ6.1 standard for the safe usa of lasers 
(B NetEonal Stsmdds hstitut6, f430 Bmadbvay, New Y&r, NY 700?8) or any othar aquivalant us@ consensusetandard and,whw6 
6ppllcabk. st6te or local raqutramants. Laser radiation amas which can conta&~ radiatkm Iav&sabava the limits spa&&d In 21 CFR 1040.1 l(c) 
wiit ba clearly identitiad by tha posting of warntng signs antior restricting access through physical maans (such as pressure Switches phofa 
cek hacrien. gwd8, e&J. These raquifemefrts apply to tampamy areas (suds 86 during set UL? and aiigmmt pmoeduns and to find of 
parmanant areas. Tha varianca hokfar will r&in the records of thasa procedures and tha rasults of atl tests as required by 21 CFR 1002.3t. A 
copy of the va&lnlX applicatton, -mlJroval ti ament pmcedrues. 8ndf6eofd6relatingtoeach~~showwillb6wllhth6aperaecrr 
or other rtqmnsible individual and witi be made avaiiabla for Inspsction by FDA and other responsible author%. 
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1. @  Advance written notification will be made as earlyes possibie to appropriate federal, state, and local authorities providing show itinerary with 
dates and locations clearly and completely identified, and a basic description of the proposed effects including a statement of the maximum 
power output intended. Such notiiicns will k made, but not naceae& be limit& tc: 
(1) Tha Centar for Devices and Radiilogical Haaith, office of Compliance (HF&342), 2098 Gaithar Road, Rockvilia, MD 20850, providing the 

initial and closing dates forfixed installations and the itinerary for mobile shows. In addiin, unless all aspects of each show have been 
raported and acceaaion numbers cieariy referenoed, each notioe wilt ‘mclude data&d dasoriptlona of each show and a listing of ail effeots to 
be performed in sufficient detail to confirm compliance with the regulations and this variance. 

(2) The Federal Aviation Administration (FAA) for any projections into open airspace at any time (i.e., Includtng set up. a@nment, t-ah&w&s, 
pea, e&i). if the FAA objects to any laser effects, the &jections wilt be resolved and any canditions requested by FAA will be 
adhered to. if these eenditiens cannot be met, the ebjedonalsie effects will be deleted fmm the show 

(3) State and iooal radiin control offllagencles for ail shows to be performed within their jurisdictions. All requirements of state and local 
law wiii be satisfied and any objections raised by locai authorities will be resoived or the effer% deleted. (A list of f&de& and sfafe offices is 
available fram the Center forDevices and Radiollogical Health upon request.) 

4. REh&RKs 

CERTtFICATtON 

t CERTIFY that ali of tha above inform&on and statements are true, complete, and correct to the best of my knowledga and acknowledge that 
my variance appiication may be danied or my variance may be revoked if this appiiitiin is found to be false, misleadii or incorreot in any 
matetial way. I have submitted and wiii submii all reports required by 21 CFR 1002.10 and 1002.lt on the laser equipment and show(s). I 
further understand that t may be required by regulation or by the Director, Canter for Devices and Radiological Health, to supply such other 

n as may be necessary to evaiuete arid act on this application. 

I!& SIGNflFE / 118. NAM& Crvps or Print) 117. TITLE 

I JAN WEIGLE I PRESIDENT 


