
I OR DEVICE 1 
NOTE: No laser light show, projection system, or device may vary from compliance with 21 CFR 1040.11 ICI ln de&n or use without the approval of 

this application in accordance with 21 CFR 1010.4. 

INSTRUCTIONS 
1. Check all applicable boxes end type or print the 3. MIMI your application to ths 0ocketr Management Branch (HFA-3051. Food and 

requested *nforrnation. &ug Administration, ROUII l-23,12420 Parkbwn Drip, RoCkvOB% MD 20852. 
2. Submit an original and four (41 coptar. 4, Enter docket nurnbu if assIgnad. 

1. NAME OF COMPANY Laser Wizardry 

2. ADDRESS OF COMPANY IInch&? UP codslfff P-0. Box & used, include actual street sd&ms e&o-l 

4331 E. Western Star Blvd, Phoenix, Arizona, 85044 
3. NAME AND TITLE OF RESPONSIBLE PERSON 14, TELEPHONE NO. fhc/ude ared code) 15. DATE OF SUBMISSION 

Karl Rothweiler f 480-893-3889 I 
6. THE APPLICANT REQUESTS THE VARfANCE TO BE IN EFFECT H)R A PERIOD OF 2 YEARS FROM THE DATE OF ISSUE. I/n 

general, the Agency wiV approw 8 wdwnctf far only two yeus- If e hnger peed k requested, 8-e mwl be l tt8cheif as p@lr of the app&?hJ 

PRODUCT DESCRIPTION AND USE 

:.- LIST NAME AND/OR MODEL NUMBER(S) FOR THE LASER LJGHT SHOW(S) AND PROJECTORLS) 

0 A laser display device 

m A projector for a bser light show 

0 A laser fight show 

0 Other I~pecifyl 

c. 0 PROJECTORS ARE INTENDED FOR SALE, LEASE, OR LOAN TO 
OTHER LASER UGHT SHOW PRODUCERS 

0 Morethrn15.W .: 
0 Morethan5butnotrnorethan15days 

q Less than s days 

1. TOUR IS INTENDED TO RUN FOR 

0 Morethan6montb 

0 l-6months 

d. PRODUCT IS INTENDED FOR USE IN A 

0 Planetarium or other dome projection sttucture 

0 Theater 

0 Hotel/motel ballroom or meeting room 

0 Store displays 

0 Trade show or convention 

0 Discotheque or nightklub 

IJ Pavilion 

Cl Indoor Fena 

0 Outdoor arena 

0 Museum 

I 

I 

, 

Cl Less than one month 

n Not applicable /Not a twrl 

Cl Other C$m5f@ 

1. PRODUCT.UTlL!ZES THE FOUOWlNG LASER EFFECTS 

n Front s~rSenp+ctiir~ 

m fbac sffeec pr0+ti3nz 

0 HologrwdispfaYs 

n Multiple re6ection/drraction effects 

a Aylii spg@n~ blko &dudes ccennlng any accessible 

uncorlwotkd @read 

0 Outdoor unenclosed area 
m Other (SpadQj Any Venue within regulatory compliance 

e. PRODUCT IS INTENDED TO BE USED 

0 Ai only onei iFirledl location 

0 At a varietv of flour) locations 

l Reflections from stationary mirrors or mirrored 

surfaces fBesm Mafric& 

0 Stationary irradiation of rotating mirror balls, etc. 

0 Scanning kmcliation of rotatbg inktot balls, etc. 

D Fiber optiiprjjectkyy - 4. 

I Other (S&.Any Venue within regulatory compliance 
8. LA’SER’RADI 

n Fog. smoke, or other scattering enhancement effects 
- 

L&YLE!s@M AnON LRIELs .- . %’ , . 

LASER MEDIUM CAr, He-&, etc.1 WAVE LENGTHS fnmJ PEAK POWER fwafts) 

Argon/Krypton Ion ‘. 457-67Onm 10 watts 
;,. 

Gemini Laser Corporation model Illusion, variance # 96V-0398 
b. PRODUCT FOR WHICH A VARIANCE Is REQUESTED f. PRODUCT 1s INTENDED TO 6E USED AT ANY ONE LOCATION 

9. IF ANY LASER RADIARON IS PUlSED OR SCANNED, GIVE THE PULSE DURATION AN0 RATEAN SCANNtNG FREOUENCY AND AMPLfTUDE 

Laser Radiation output can be scanned from DC to 3.2 KHz and can be modulated in both wavelength and intensity up to 
100 KHz. 

. : 
10. REASON FOR REOUESTfNG VARlANCE 

l Corqpliance with the limits of 21 CFR 1040.11 (c) woukl restrict the intended use of the product because compliance would 
hmit the output power to the extent that the desired effects would not be sufficiently visiMe 

0 Other or additional explanation fSpecify1 

DEPARTMENT OF HEALTH AND HUMAN SERVICES APPLICATION FOR A VARIANCE Form Approved: OMB No. 09104025 

Public Health Service FROM 21 CFR 1040.11 (cl FOR A 
Food and 0rW Administration 

~;;,“,“:;&;~$:,i$? 
LASER LIGHT SHOW, DISPLAY, DOCKET NUMBER 



t 1. MANNER IN WHtCH IT IS PROPOSED TO DEVIATE FROM THE REQUIREMENTS OF THE APPLICABLE STANDARD 

lit is proposed to deviate from the pro+$bns of 21 CFR 1040.11 (cl in that th8 accessible emission level would exceed the 
accessible emission kits specifii in 2 1 CFR 1 O40.11 td. 

0 It is proposed to deviate from the provisions of 21 CFR 1040.11 Id as follows: 

12. ADVANTAGES TO BE DERNED FROM SUCH DEVIATION 

llsser fight shows srrd diiplays are accepted pop&r me&a fn antartainment and tha arts. Use of power level5 in eXCeS5 
of the (imits imposed by 21 CFR 1040.1 l(c) is necessary to achieve the required effects in lh85e media. 

0 Other or additional advantages Ides&b8 and exp&). 

13. EXPLAIN TkE ALTERNATE MEANS OF RADfATlON PROTECTION TO BE PROVIDED. Icheck as many boxes as apply. &I item I4 ‘Remarks, * 
justi@ any boxes not checked, usbg BdditionaI s/tests as mxesswy, Stat4 any other means of nM9iYo8-7 protecbbn thst mYbe used.) 

a. #All laser products, systems, shows, and profectors wfff be oertiffed to compiy wfth 21 CFR 1049.10 and the Con&i Of thk vabnce ’ 
and wffl bs reportad as required by 21 CFR 1002.10 AND 1002.11 using tha reporting guides provided for such purpose. These e&M 
will be accomplished prior to any introduction imo commerce. ’ 

b.mEffects not specifically indicated in this variance clpplication wi# not be parfomted. No othef effects will be added untif an amendment to 
the variance-hes been obtained and ths required reports or supptements, as applkabb. have been submiied. 

c. &canning, projection, or reflection of laser and coffateral rediation /f&M show ad&ion) into audience or other accessibb uncontrolled 
areas will not be permilted except for die refleotfons produced by the atmosphere. added atmospheric scattering media. and target 
screens. 

d.m Laser radiation levels in 8xcess of the knits of Class I wiff not be permitted at any point less than 3.0 meters above any surface upon 
which persons other than operators, performers, or empbyees are permitted to stand or 2.5 meters below or in lateral separation from 
any ptace where such persons are permftted to be. Operators, performers, and employees will not be required or allowed to view 
radiation above the limits of Class I or be exposed to radiation above the Emits specified in 21 CFR 1040.11 (c). 

e.mAny product wftich relies on scanning to meet access, exposure. or product class limits will incorporate a scanning safeguard system 
which directly senses scanner motion and which will react fast enough to preclude exceeding the applicable limit. 

f. n All laser light shows shall be under the direct and personel control of trained, competent cpt?tatorIs). Thn operator!si will: 

(1) 68 an employte of the variance holder who will be responsible for th8 training and the conduct Of the operator; 

12) Be located wh8rtt all beam paths can be dire&y observed at afl times; and 

(31 Inimediately terminate the emilision of fight show’iadiitfon in the event of .any unsafe condition; or, for outdoor shows, upon request 
by any sir Vaffi control offiials. . . 

. 

ga The maximum laser projector output power wilt not eXceed the fevef required to obtain the intended effects. 

h.m The fx&tfon system Ce.,,;rhe proj8ctor ande#o&f. men* used to produce tie /igtn%g effecti) wifl be securefy mounted ff .< 
imnobiTied to prevent unintended movement or mfsat(gnment. Beam masking wifl be provided as an inherent part of the system design 
to prevent overfillirtg of screens, beam stops, targets, etc. 

i. m Laser projectors wig not be delivered to any othsr party under an agreement of saf8, Ieasp, or loan unless and untff tfte redpfent 
ddiikktrates that they have a variance in effect at the. time pf.dplivery that‘plermits them to produce laser liiht shows incorporating 
such proj8ctor(sl. 

j.~lna&iit0tha requirements of 21 CFR lO4O.lfJ0, the manufacturer of laser pr&torsfsystems wifl provide to parties who pur- 
chase. base, or borrow the equipment, adequate users’ lrwwuions for safe fnstaltatibn end o&ration which explain the responsfbifii of 
the recfpfent as an independent liiht show manufacturer to submit the required reports and apply for end obtain a variance from CORH 
prior to introduction into commecce of any laser fight shows. 

k= The requirements of 21 CFR 1002.30(a)(l) and (2) will be accomf&shed through the use of written procedures for setup, alignment, 
test& end performanc e of eech show. these procedurea wllf be &I rruffiint detail to ensure comptiance with 21 CFR 1040.10. the 
Conf%%% of this varfance, and the control of access to mdiation areas using the procedures dssaibed in the ANSI21 36.1 standard for 

. the kafk use of taser’r 1;4men*can National St&dards’~htitute, 1430 &oe&a~, Naw York, NY 10018J or any other equivalent user 
consensus standard and, where appticable, state or fooal requirements. Laser radiition areas which can contain radiation levels above 
the fimits ~pdfbd h 2 1 CFR lO40.11k) till be cfearfy Mentified by the posting of warning signs andlor restricting access through 
Phytlcaf means Iwch’as pressure stitches, photo celts, barrfem, gumis, etc.). These reqkirements appty to temporMy areas {such as 
during set up end aGgnment procedurad and to fii or per menent ereas. The variance holder will retain the record5 of these procedures 
and the results of all tests as required by 21 CFR 1002.31. A copy of the varlama eppliiation. the epprOvel tier, current ~oa&res, 
and records relating to each particular show wit1 be with the operator or other responsible indiiidua) and will & ma& ava&iAa for 
inspection by FDA and other responsible authorities. 



I. l Advance written notification will be me as early as possible to appropriate federal, state, and local authorities providing show itineran/ 
with dates and locations clearly and completely identified, and a basic description of the proposed effecrs including a statement of the 
maximum power output intended. Such n&ficatimts wJJJ be made, but not necessarily be limited, to: 

(1) The Center for Devices and Rsdiologi& He&h, Offke of CompJi8nce (HFZ-3421.2098 Gaither Road, Rockville, MD 20850, providing 
the initial and cfosing dates for fixed JnstaQatiorfs end the itinerary for mobile rbows. In additiin. ur&ss aJJ aspects of each show have 
been reported end accession numb+rs cfearfy refert#iced, each notice wQi in&de detdkd descriptions of each show and a JistinQ of aff 
effects to be performed in sufficient deteiJ to mmfwm compliance wfth the regulations and this variance. 

(2) The Federal Aviation Adminktrstion (FAA) for any projections into open akspace at any time fi.e., inchding set up, efignment, 
rekersals, performsnces, etc.). If the FAA objects to any laser effects, th8 objections will be rcsotved and any conditions requested b) 
FAA wifl be adhered to. ff these conditions cannot be met, the objectionable effects win be deleted from the show 

13) Stat8 and JocaJ radiatkm controt offJk8s/egencJes for ali &tows to be performed within their jWkdiiJons. AJJ r8quJmments of state and 
tocat taw will be satisfii and any obj8cbons nised by focal authorJtJ8s will be rasdved or the effects deleted. fl fisf of feded 8nd 
atate of&es is available from the Cunter far Devices end fia&dogicaJ Health upon request.1 

14. REMARKS 

Addendum to parts 13 sections I and J: 

I The laser show projector that we are certifying for use with our laser light show company will 
only be used by authorized operators of our company. 
The laser show projector that we are certifying for use with our laser light show company will 
only be used by authorized operators of our company. 

All operators are to wear protective eyewear for appropriate wavelengths when appropriate. All All operators are to wear protective eyewear for appropriate wavelengths when appropriate. All 
operators operators must be knowledgable with laser safety and regulations as per local jurisdiction, must be knowledgable with laser safety and regulations as per local jurisdiction, 

I CERTIFY that all of the above information and statements are true, complete. and correct to the best of my kno~&d~e and acknowledge 

I @iat my variance application may be de&d or my valance may be revoked if this appficetion Js found to be f&se. misleading or incorrect 
in any material way. J have submitted and wiJl submit aQ reports required by 21 Cf% lCJO2.10 and 1002.11 on the laser equipment and 
showks). I further understand that ! may be rsquked by regulation or by the Director, Center for osvices and &Jiilogical Health. to supply 
such other information as mey be necessary to evaluate and act on this eppGcation. 

15. SIGNATURE 16. NAME {Type or PnhtJ 17. TJTLE 


