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IEPARTMENT OF HEALTH AND HUMAN SERVICES APPLICATION FOR A VARIANCE 

Food and Dmg Administtabn LASER LIGHT SHOW, DISPLAY, 
See Page 4 for OMB Staterns~t 
DOCKET NUMBER 

01% DEW5 .,l r( 

MOTE: No laser tight show, projectton system, or device may vary from compliance W W  21 CFk l~.ll(c)~ihdest~ti~n-iji u+witbout+th~rovel of this 
application in accordance with 21 CFR 1010.4. 

INSTRUCTIONS 
I. Cbeckaltappllcableboxesandtypsorprintths 

requested Jnfwnfltbn. 
3. Msil your appUcatfon bfha Dockets Management Brsncb (HFA-305), FooU snd 

2. Submit an original tnd four (4) copies. 
Drug Mministratlon. Rm 1061,5830 Fishers Lane, Rc&vilts, MD 20662. 

4. Enter dooket number If assigned. 
I. NAME OF COMPANY 

tlx? A@mcy  bitt approve a variance for on& two years. If a /anger per&d is requested, ~&Mketkm must be attached as part of tha app/icatbn.) 

r. PRODUCT DESCRIPTION AND USE 
3. LIST NAME AND/OR MODEL NUMBER(S) FOR THE LASER LIGHT SHOW(S) AND PROJECTOR(S) 

STU46EP loG 
a. PRODUCT FOR WHICH A VARiANCE IS REWESTED f. PRODUCT IS INTENDED TO BE USED AT ANY ONE LOCATION 

0 A laser display devlcs fl More than 75 days 
&ApmJectorforalaserttghtshow q More than 5 but not mOte than 15 days 
0 A Jassr light show nQ Lessthan5days 
Cl ~rb%-=W -- -I____- g. TOUR IS INTENDED TO RUN FOR 

:. D PROJECTORS ARE lNTENDED FOR SALE, LEASE, OR LOAN TO B More than 6 months 
OTHER LASER LIGHT SHOW PRODUCERS 0 I-6months 

1. PRODUCT IS INTENDED FOR USE IN A 0 Less than one month 
q Planetarium or other dome pmje&ion structure a Not applicable (Not a tour] 
n Theater El OtheffSpsciry) -1---- ---- -- 
LJ HoteUmdtel ballroom or meeting morn h. PRODUCT UTlFlZES THE FOLLOWING LASER EFFECTS 
q Storedisplays 8 Fmnl screen projections 
0 Trade show or convention ,& Rear screen projections 
0 Discotheque or night dub q Hotographic displays 
Cj Pavilion Cl Multiple retlection/difffacUon effects 
r] fndoor arena 0 Audience scanning (A/so indudes scan&g any accessib& 
0 Outdoor arena umtmlled areas) 
17 Museum q Rafleotions from stationary mirrors w miimred 
0 Outdoor unendosed 8res 

-!%*h!? 
surfaces (5eam fdabkes) 

K 

. 
OfJJ~fspeaifyl UahrML 5 Stationary irradiation of rotating mirror bails. etc. 

). PRODUCT IS INTENDED TO BE USED q Scanning inadiition of rotating minor tds, etc. 
0 At only one (Fixed) location u Fiber optic projections 
@  At a variety of (Tour) locations a Fog, smoke, or other scettering enhancement atfacts 

0 Other fspecirvl----------- --I_ 0 Other fSpecifvl _~----- 

18-22 I( 
-- 

10. REASON FOR REQUESTING VARIANCE 
.&Compliance with the limits of 21 CFR 1046.11(o) would restrict the intended use of the produot became compliance would 

limit Ihe oulput power to the extent that the desired effects would not be sufticientty visible 

Cl Other or additional explanation (spscifyl 
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1. MANNER IN WHICH IT IS PROPOSED TO DEVWE FROM THE REQUlEMENTS OF THE APPLlCABLE STANDARD 
‘B It is pmposed b deviate from the pmvislons of 21 CFR 1@#&11(c) in that the mible emlsslon Ieva would exceed the 

accessible emlsslon limits speclfled in 21 CFR 104Q.ll(c). 

n It is proposed to deviate from the provisions of 21 CFR lWO.ll(c) as follows: 

2. ADVANTAGES TO m DERIVED FROM SUCH DEVIATION 
$r Laset light shows and displays are accepted popular me&a in entertainment and the arts. Use of power levels in excess 

of the limii hmposed by 21 CFR W4O.H(c) ls nece(rriary to achieve the required effects ln these media. 

q Other or additional advantages (dssdbe snd exptein). 

3. EXPLAIN THE ALTERNATE iMEANS OF RADlATlON PROTECTION TO BE PROVIDED. (C&?& as many boxes as ap@y. In IBM 14 “Remarks,” 
justify any boxes nof checlced, w afYd/fbnal she& as newssary. St&e any other means of r&&on protection that w//f be used.) 

a. @ All laser products, systems, shows, and projectors will be certified to comply with 21 CFR W40.10 and thecondltlons of this variance and will 
be reported as required by 21 CFR 1002.10 AND 1002.11 using the reporting guides provided kw such purpose. These actions will be 
acccmpllshed ptior to any intmdudion Into mmmerce. 

b. a Effects not speclf~cally indicated in this variance application will not be performed. No other effects wil be added until an amendment to the 
variance has been obtalned and the required repo-rts or supplements, as applicable, have been submitted. 

c. B Scanning, project&% w reflection of laesr and collateral radiation (Li@t show mdtafion) into audience or other accessible unmnlmilad areas 
will not be permitted except for diffuse reflecttons produced by the atmosphere, added atmospheric scattering media. and target screens. 

d. a Laser radiation levels in excass of the limits of Class I will not bs permitted at any point less than 3.0 meters above any surface upon which 
parsons other than operators, performers, or employees am permitted to stand or 2.5 metem below or in lateral separation from any place 
where such parson8 are permitted to be. Operators, performers, and empbyees wiil not be required or allowad to view radiation above the 
llmlts of Class I or be exposed to radtatlon above the limits speoified in 21 CFR lO4O.ll(c). 

e. @ Any product which relies on scanning to meet access, exposure, or product dass limits will Incorporate a scanning safeguard system which 
directly senses scanner motion and which witI read fast enough to praclude exceeding the applicable limit. 

f. E All faser light shows shall be under the cllrecl and personal control of trained, Competent operator(s). The operator(s) will: 

(1) Be an employee of the variance holder who will be responsible for the lralning and the conduct of the opera& 

(2) Be loceted where al1 beam paths can be dlrecHy obsenred at all times; and 

(3) Immediitely terminats the emlssbn of tight show radlatlon in the even1 of any unsafe condition: or, for outdoor shows, upon request 
by any eir traillc control officials. 

g. H The maximum laser projector output power will not exceed the level required to obtain the intended effects. 

h. @ The projection system (/.e., tie pr&cfor end&/ o&r components usec!fopi&uce the tigb@ effi?cts) wlfl be securely mounted or 
Immobilized to prevent uninbnded movement or mlsallgnment. Beam mask@) will be provided as an inherent part of the system de&n to 
prevent 0WlWlng of screens, beam stops, targets, etc. 

1. @ Laser projectors will not be deliiemd to any other party under an agreement of sale, lease, or ban unless and until the recipient demons&&s 
that they have a variance in effect at the ttme of delivery that permits them to produce laser light shows in-rating such pmjectorW. 

j. m In addition ta the requirements of 21 CFR 1040.90(h), the manufacturer of lager projectors/systems will provide to parties who purchase, lease, 
or borrow the equipment, adequate users’ insbucttons for sat@ installation and operatiin which explain the responsibility of the recipient es an 
Independent light show manut%urer to submit the required reports and apply for and obtain a variance from CDRH prior to lnboduction kit0 
commerce of any laser lllht shows. 

k $I The requirements of 21 CFR 1002.30(a)(l) and (2) will be accomplished thmugh the use of written procedures for setup, atignment, testi&I, 
and perfsrmance of each show. These proceduras will be in sufficient detail to ensure compliance with 21 CFR 1040.10, the mndltlons of this 
variance, and the control of accms to radlatlon areas using the procedures de&bed in the ANSIZ136.1 standard fa the safs use of k?&?rs 
(Am&cm N&ma/ Standan& Institute, 1430 Broadway, lvew York, NY $8018) or any other equivalent ueer consensus standard and, where 
appllceble. state or bcel requirements. Laser radietbn areas which ten contain radiation levels above the limits specified in 21 CFR 1040.1 l(C) 
will be dearly Mentlitad by the posting of warning signs and/or restricting access through physical means [Such as PnessvnS SHlltches, Pb@ 
Q?c%, b&em, guards, etc.). These requirements apply to tempolary areas (such as during set up and s@nmeni’ pnxe6krras and to final or 
permanent areas. The variance holder will retain the records of these procedures and the results of all tests as required by21 CF R 1002.31. A 
copy of the variance application, the approval letter, current procedures. and records relattng to each partiarlar show will be with the Operatw 
or other responsible lndivldual and will be made available for inspectlon by FDA and otherresponslbie suthorltieS~ 
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Pnblic rep- burden for Wis corn of inEormrtloa is e&hated to wfxagc .5 hours per rfx3ponse, inclucring the time 
for reviewing instructions, searching existing data sources, gahring and maintaining the datu needed, and completing 
reviewing the collection of information. Send comments regarding this burdcu estimate or any other aspect ofthis collection of 
infolmotion, lnoludlng suggestions forxcducingtis burden to: 

Food and Drug Administmtion 
CDlW (HI%-342) 
2094 Gaither Road 
Rockville, MD 20850 

An agency may mot wmdact or sponsor, amd a person k not required to respond to, a colhctiom of in@rmation unless it dispiays 
a t3cmmt& valid OjldB wmml number. 

I FORM FDA 3147 (WOO) PAGE 4 OF 4 PAGES 


