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OR DEVICE 
NOTE: No laser light show, projection system, or device may vary from compliance with 21 CFFt 1040.1 l(c) in design or use without the approval of this 

appkaUon In accordanca with 21 CFR 1010.4. :-- !’ *\ a-,., ~.,_ 
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1. Check%af#cableboxssandtypeorprintthe 3. Mail your spplii to the Dockets Management Branch (HFA-30!5), Food and 
mqueata4l inlomwtlon. Drug Administration, Rm ?061,5630 Fishers lane, Rod@le, MD 2Of552. 

2. Submil anoriginal and four (4) copies. 0 4. Enter docket number if assigned. 
f: NAME OF COMPANY 

Dreamsgell 
2. ADDAESS OF COMPANY (indude ZIP Code)(ff P.O. Box is used, incknie Mua/ street address also.) 

8,Q 819 N Cedarbrook #33 Springfield MO 65802 
3. NAME AND TITLE OF RESPONSIBLE PERSON 4. TELEPHONE NO. (Jncfude area oode) 5. DATE OF SUBMISSION 

Raniel 2 Smith 417 848 0578 2/24/04 
3. THE APPLKXNT REQUESTS THE VARIANCE TO BE IN EFFECT FOR A PERIOD OF ~gggJ~*~J;.,,,,, (Jll g3nefal th8AgemcywiW~veavaffanceforonlytwoyean3.lfa~perkd&mqe3tf3d,aj, 

7. PRODUCT DESCRWlION AND USE 
P. UST NAME ANDa MODEL NUMBER(S) FOR THE LASER LIGHT SHOW(S) AND PROJECTOR(S) 

vobolazer ML 10 300 (Argon) groduct Variance # 92V-0286 
9. PRODUCT FOR WHICH A VARIANCE IS REQUESTED f. PRODUCT IS INTENDED TO BE USED AT ANY ONE LOCATION 

a Abserdiilaydsvice 0 More than 15 days 
aA projector for a laser liiht show 0 More than 5 but not more than 15 days 
I;! Aiaserlightshow &I Lessthan5day.s 
oothero g. TOUR IS INTfZNDED TO RUN FOR 

:. 0 PROJECTORS ARE INTENDED FOR SALE, LEASE, OR LOAN TO 0 More than 6 months 
OTHER LASER LIGHT SHOW PRODUCERS 5 l-6months 

j. PRODUCT IS INTENDED FOR USE IN A 5 Less than one mrxtm 
iii Planetadum or other dome projection structure a Not applicable (Not a tour) 
gl Theatar 5 other tSpecis 
&I Hotel/motel ballroom or meeting room h. PRODUCT UTILIZES THE FOLLOWING LASER EFFECTS 
&j Storedlsplays g Front screen projections 

Trade show or convention 
Discotheque or night club 8 

Rear screen projections 
Holographic displays 

Pavilion fl Multiple reflectionkiiiraction effects 
Indoor arena 0 Audience scanning (Also indudes scanning any accessible 

$1 Outdoor arena UnconfroJJed areas) 
@Museum &i Reflections from stationary mirrors or mirrored 

&I outdoor unenclosed area surfaces (Beam Matrices) 
0 CnherfS~ 

3. PRODUCT lS INTENDED TO BE USED f 
Stationary Irradiation of rotating mirror balls, etc. 
Scanning irradiation of rotating mirror balls, etc. 

5 At only one (FJed~ location q Fiber optic projections 
a At a varfety of (Tour] locations @ Fog, smoke, or other scattering enhancement effects 
q Other lSpecirvl Cl Other @pfzr%yI 

3. LASER RADIAllO?J LEVELS 
LASER MEDIUM (Ar. We-Ne, efc.) WAVE LENGTHS (nm) PEAK POWER (watts) 

Argon 457-514 nm 300 mw 

3. IF ANY LASER RADIATION IS PULSED OR SCANNED, GIVE THE PULSE DURATION AND RATE AN0 SCANNING FREQUENCY AND AMPLPRJOE -.-- ______~.-~.-. _~ -. 
i 

10. REASON FOR REQUESTING VARtANCE 
g FplfaIICe wlth the limits of 21 CFR 1040.11 (c) would restrict the intended use of the product because compliance would 

bmit the output power to the extent that the desired effects would not be sufficiently visible 

0 Other or additional explanation f.SpecJitjll 



1, MANNER IN WHICH 1T IS PROPOSED TO DEVIATE FROM ME REQUlREMENTS OF THE APPLICABLE STANDARD 

!@ 
tt is proposed to deviate from the provisions of 21 CFR 1040.1 l(c) in that the accessible emission level woukl exceed the 
accessible emission limits specified in 21 CFR 1040.11(c). 

0 It is proposed to deviate from the provisions of 21 CFR 1040.1 l(c) as follows: 

2. ADVANTAGES TO BE DERIVED FROM SUCH DEVlATlON 
B Laser light shows and displays are accepted popular media in entertainment and tha arts. Use of power levels in excess 

otthelim~imposedby21CFR1040.11(c)is necessary to achieve the required effects in these media. 

q Other or additional advantages (descri;ibe and exp/ain). 

3. EXPUUN THE ALTERNATE MEANS OF RADlATiON PROTECTION TO BE PROVIDED. (Check asmany boxes as apply. In itam 74 ‘Ramarks,” 
justify 8nyboxes notchedred. using addilionaisha8r.s as necessary. St8ie any oihar means of mdi8tk-n prvtection that will be used) 

a. p1 Ail lasef products, systems, ahows, and projectors will be certified to comply with 21 CFR 1040.10 and the conditions of this vadance and will 
be reported as required by 21 CFR 100210 AND 1002.11 using the reporting guides provided for such purpose. These actions wilt be 
accomplished prior to any intmduction into commerce. 

b. B Effects not specifiiiy indicated in this variance application will not be performed. No other effects will be added until an amendment to the 
variance has been obtained and the required reports or supplements, as applicable, have been submitted. 

c. li] Scanning, projection, or reftection of laser and collateral radiation (Light show fad&ion) into audience or other accessible ~~nconWolied areas 
will not be permitted axcept for diffuse refItions produced by fhe atmosphere, added atmospheric scattering media, and target screens. 

d.a Laser radiation levels in excess of the limits of Class 1 will not be permitted at any point less than 3.0 meters above any surface upon which 
persons other than operators, performers, or employees are permitted to stand or 2% meters below or in lateral separation from .any place 
where such persons are permitted to be. Operators, performers, and employees will not be required or ailowed to view radiition above the 
limits of Class I or be exposed to radiation above the limits specified in 21 CFR 1040.11 (c). 

e. g Any product which relii on scanning to meet access, exposure, or producl class limits will incorporate a scanning safeguard system which 
directly sansas scanner motion and which will react fast enough to preciude axcaedlng the applicable limit. 

1. a All laser light shows shall be under the direct and personal control of trained, competent operator(s). The operator(s) will: 
(1) Be an arnp@@a of the variance holder who will be rssponsibie for the training and ttta conduct of the operator; 
(2) Be located where all beam paths can bs directly observed at all times; and 
(3) immadiateiy t@‘miMe the am@sion of light show radiation in the avent of any unsafe condition; cf. for outdoor shows, upon request 

byany air traffic control officials. 

9.151 The maximum IaSer PrOjeCtOr output power will not exceed’the level required to obtain the intended effacts. 

h.&l The pmjection sysMn (i.e., the projactor andall other atmponeflts usadtoproduce thelighting effects) will be securely mountad or 
immobilized to prevent unintended movement or misalignment. Beam masking will be provided as an inherent part d me system design to 
prevent overfilling of screens, beam stops, targets, etc 

i. dil Laser projector will not be delivered to any other party under an agreement of sale, lease, or loan unless and unbl the recipient demonstrates 
that thay have a variance in affsct at the time of delivery that permits them to prods.@ laser light shows incorporating such projector(s). 

j. a In addition to the requirements of 21 CFR 1040.10(h), me manufacturer of laser projectors/systems will provide to parties who purchase, @se, 
or borrow the equipment, adequate users’ instructions for safe installation and operation whid, explain the responsibilifq of the recipient as an 
independent light show manufacturer to submit me required reports and apply for and obtain a variance from CDRH prior to inWoduc#on into 
commerce of any laser light shows. 

k.a The requirements of 21 CFR lGO2.3O(a)(l) and (2) will be accomplished through the use of written procedures for setup, alignment, testing, 
and performance of each show. These procedures will bs in sufficient detail to ensure wmplianca with 21 CFR 1040.10, the conditions of MS 
variance, and the control of access to radiation areas using the proaerdures described in the ANSI2136 1 standard for the safe use of lasers 
(American Naionel Stan&r& Institute, 1430 Broadway, New York, NY 10018) or any other equivalent user consensus standard and, where 
~@plicable, stata or loca6@ii%%i%Sitk~ La-&r radiation areas which can mtiiin iad~W~--reve~~~~iad-in-21 %FR 1040.11(c) 
wilt be clearly idantified by the posting of warning signs and/or rssWicting access through physical maans (such as pressure switches, photo 
cells, banfers, guards, etc.). These requirements apply to temporary areas (such 8s during set up and aligrtmantprvcadures) and to final or 
permanent araas. The variance holdar will retain the records of these proceUures and the results of all tests as required by21 CFFI 1002.31. A 
copy of me vadance appliion, the approval letter, current procedures, and records relating to each particular show wi8 be with the operator 
or other responsible individual and will be made available for lnspaction by FDA and other responsible authorities. 
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I. m  Advance writtan notifkation will be made as aarly as possible to appropriate federal, stats, and local authorities provlding show itinerary with 
dates and locations daariy and complataty identifiad, and a basic description of the pioposed effects including a statsment of the maximum 
power output intended. Such notffications will be made, but not necessarily be limited, to: 
(1) The Cantar for Davicas and Radiological Health, Office of Compliance (HFZ342), 2098 Gaithsr Road, Rockvilla, MD 20850, providing the 

iniIial and dosing data-s for fixed installations and the itfnarary for mobile shows. In addition, unlsss all aspects of aach show tWa basn 
raportsd and accxsslon numbers dearly referenced, aach nofJce will indudedatai~ descriptions of aach show and a listing d all sffects to 
be psrfotmad in sufficient datall to confirm compliance with the regulations and this variance. 

(2) The Federal Aviation Administration (FAA) forr any projsctions into open airspace at any time ok, in&ding~.up&pmant, rehaam/s, 
p8ffm?nar?ces, at&]. If the FAA objects to any laser affects, the objactions will be resulvad and any cxmditkins requsstad by FAA will ba 
adhered to. If thesa conditions cannot be mat, the objsctionable effects will ba deleted from the show 

(3) Stats and local radiation control offices!agencies for all shows to be performed within thsir jurisdictions. All requirements of stats and local 
law will ba sat&f&cl and any objactions raised by local authorities will be resolvad or the effects deleted. (A list of &dam/ and stara officas is 
avallabk3 ftorn the C&erlorDetdcas and Radiaiogical iiaaith upon raquast.) 

14. REMARKS 

CERTfFtCATfON 

I CERTIFY that all of the abolvre info~-a~~~gsta~tts.s~a-t~e~ .oomplete, and correct to ths best otmy knowlsdga~t-W- 
my variance application may be denied or my variance may ba revoked if this appkaqon IS found to be false, mislaading or incorrect in any 
material way. I have submitted and will submit all reports required by 21 CFA 1002.10 and 1002.11 on the laser equipment and show(s). I 
furthar understand that I may be raquirsd by regulation or by the Director, Center for Davices and Radiological Health, to supply such other 
information as may be necessary to evaluate and act on this application. 

15. SIGNATURE 16. NAME (Type or Print) 17 TITLE 

I 
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