
DEPARTMENT OF HEALTH AND HUMAN SERVICES 
Food and Drug Adminiet&iim 

I. Check atl applicable boxes and type or print the 
requested irtformation. 

2. Submit an original and four (4) copies. 
1. NAME OF COMPANY 

optical Magic 

Drug Administratjw, Rm 10f3~,!%30 Fishers Kane, Kockvitle, MD 20852. 
4. Enter docket numbw if+@rwd. 

2. ADDRESS OF COMPANY (Inok& ZIP Code}(#.R.O. Box is used, inoWe ecfua! street addmss afso.] 
18653 Ventura Blvd., MOO Tanana CaIi$mia 91356 Actual Stmet Address: 7033 Cmga Ax, Unit #ll, Canoga Park, CA,, 91303 

3. NAME AND TITLE OF RESPONSB@ PERSON 4. TELEPHPNE NO, @m&&e iwee co&#) 5. DATE OF SUBMISSION 
Edgar Sida, Owner (2,13)435-2737 8/12/2005 

6. THE APPLICANT REQUESTS THE VARIANCE TO BE IN Ef FE RIQD OF 2 YEARS FROM THE OATE OF iSSUE. 
(In general. the Agency wil l  approve a vetience far only two ykbefs. if a IS ~I+#&&?~~ttOn t l#USt b@ 8ttech8d US  p8ft d the 8ppiicetiOfk~ 

7. pR6w1=T’ l i?EscNlPTloN AND USE -1- 
a. LIST NAME AND/OR MODEL NUMBER(S) FOR THE LASER LIGHT SHOW(S) AND PROJECTOR(S) 

Euphoria X family where X = number of ports 
b. PRODUCT FOR WHICH A VARtANCE IS REQUESTED 

tzd A laser display device 
@  A projector for a las&ight show 
u A laser light show 
5 Othkr [Specirvl 

c. @  PROJECTORS ARGTENDED FOR SAL%, LEASE, OR LOAN TO 
OTHER LASER LIGHT SHOW PRODUCE&5 

cl. PRODUCT IS INTENDED FOR USE IN A ’ 
El Planetarium or other dome projection etruqture 
q Theater 
El Hotel/motel ballroom or meeting room 
IE3 Store diepiaye 
m  Trade show or convention 
@  Discotheque or night club 
IXI Pavilion 
@  Indoor arena 
q Out&x arena 
!Zl Mueeum 
El Outdwr unenclosed wee 
0 ohr (~~~~ 

e. PRODUCT IS INTENDED TO BE USED 
El At only one (Fixed) iocetion 
m  At a variw& flour) locetiins 
q 0th ~Speci3/) - 

F. PRODUCT 1S INTENDED TO BE USED AT ANY ONE LOCATION 
IXI Morethen l5days 
txf More then 5 but nqt more then 15 days 

Lees than 5 *ye 
g. l-o is INTENDED TO RUN FOR 

q More th&n 8 monthe 
5 ISmonths 
U Less Ban one month 
ria ot a twj 
5 

h. PRODUCT UTILIZES THE FOLLOWING USER EFFECTS 
i$i! Front ecrqen projectiins 
Qi Rear ewe& projeGtsons 
tl Hoiogrephii diilllys 
Efl Muitipte ~~~di~~~on effecte 
Cl Audiice scanning (f9ls0 intides scanning any acces~iL3/8 

fled ereesj 

ions from et&onety m&ore or mirrored surfaces (Beam 

lMetrfcesi 

IXI Satinnary irmdiattiMl of rotating mirror bells, etc. 
Qil Scanning imsdiii of roteting mirror bells, etc. 
@J Fiber aptic projections 
a Fog, smoke, or other ecatteflng enhancement effects 
5 other l§W 

LASER RADIATION LEVELS& 
LASER MEDIUM (Ar, PEAK POWER {wefts] 

or Doubled YAG 

Visible Laser Diodes 

9. IF ANY LASER RADIATION IS PULSED OR SCANNED, OWE THE PULSE DURATlON AND RATE AND SCANNINQ FREQUENCY ANDAMPLITUDE 
Scanned: DC! to 2OOOlZkz amplitude is 80 degree P-P 

IO. REASON FOR REQUESTING VARIANCE 
IsI Compliance with the limits of 21 CFR 1040.1 l-(c)‘wuid @strict the intended uee of the product beceuee compliance would limit the output power to the 

extent that the desired efFe&s would not be sufficiently vk&le 

cf Other or additional explenetion {Specify 



c 

11. MANNER IN WHICH IT IS PROPOSED TO DEVlATE FROM THE REQUtREMENTS OF THE APPLICASLE STANDARD 
ixI It is proposed to deviate from the provtslons of 21 CFR 1040.1 l(c) in that the acoesscbfe emtsskrn levei would exoeed the 

accessible emission limits ape&ted in 21 CFR lo40.11 (cf. 
[7 It is proposed to deviate from the provfsions of 21 CFR loQQ.1 1 (c) as follows: 

12. ADVANTAGES TO BE DERIVED FROM SUCH DEVfATiON 
IE3 Laser liiht shows and displays are accepted popular media in entertainment and the arts. Use of power teveis in exoess 

of the limits imposed by 21 CFR 1040.1? (c) is neoessary to achieve the required effe&s in these medii 
q Other or addiiinal advantages (describe and explan) 

13. EXPLAIN THE ALTERNATE MEANS OF RADIATION PROTECTION TO BE PROVIDED. fCheck as meny bcres as apply. In #em 94 “Remerks, * 
justify any boxes not checked, using aWttonal sheets as nacessa!y. Stata any other maans of radlafion protac#or~ that w#l be usa&) 

a. q All laser products, systems, shows, and projeotore will be osrtibed to oornply wkh 21 CFR 104f.l.10 and the conditions of this variance and will be 
reported as required by 21 CFR 1002.10 AND 1002.11 using the reporting guides prow&d for suoh purpcee. These actions will be accomplished 
prior to any introduction into oommeroe. 

b. q Effects not ~pecitically indicated in this variance application will not be performed. No other effsots will be added until an amendment to the 
variance has been obtained and the required reports or supplamants, as applicable, have been subm*kted. 

c. IXI Scanning, projection, or reflection of taser and collateral radiation (LigM show raofeiYon~ into audtenoe or othar accessible uncontrolled areas will 
not be permitted except for diffuse retlections produced by the atmosphere, added atmospheric scattering 

d. IXI Laser radiation levels in excess of the limits of Class I wfll not be permitted at any point leas than 3.0 meters above any surface upon whiih 
persons other than operators, performers, or empkyees are permitted to stand or 25 meters below or in tateral esparakon from any place where 
such persons are permitted to be. Operators, performers, and em@oyeee will not be required or al to view radiation above the limits of Class 
I or be exposed to radiation above the limits specified in 21 CFR 1040.11 (c). 

e. @  Any produd which relies on scanning to meet access, exposure* or product class timtts will incorporate a scanning safeguard system which 
directty senses Scanner mot& and which will react fast enough to pm&de exceeding theapp&able limit. 

f. q All laser iiiht shows shall be under the direct and personal control of trained, oompetent operator(s). The operator(s) will: 

(1) Be an employee of the variance holder who will be reeponsibta for the training andthe conduct of the operator; 

(2) Se located where atI beam paths can be directly observed at all t&es; and 

(3) Immediately terminate the emission of light show radiition in the event of any unsafe condkion; or, for outdoer shows, upon request by any air 
traffic control officials. 

g. q The maximum laser projector output powar will not exoaed the tevel required to obtain the intended effects. 

h. IXI The projection syatsm (i.e., the pjactor and a// bthar compo#ents used fo ptv&r.% ff?a &Ming e#e&+ till be securely mounted or immobil ized to 
prevent unintended movement or misalignment. 3eam masking will be provided as an inherent part of the system design to prevent overfilling of 
screens, beam stops, targets, eta. 

I @  Laser projectors will not be delivered to any other party under sn agreement of sale, lease, or loan unless and until the recipient demonstrates that 
they have a variants in effect at the time of deliiery that permits them to produce laser ltght shows im%rpon&ng such proj&or(s). 

J @  In addiin to the requirements of 21 CFR 1040.10(h), the manufacturer of laser projeotors/systams will provkle to parties who purchase, lease, or 
borrow the equipment, adequate users’ innbucbons for sefe inatallatton and opembon whit axptain the responsibUii of the recipient as an 
independent light show manufacturer to submit the requfrsd reports and apply for and obtain a var&nce from CDRH prior to introduction into 
commerce of any laser light shows. 

k. •j The requirements of 21 CFR 1002.30(a)(l) and (2) will be accempllshed through the use of writtsn procedures for setup, aliiment, testing, and 
performance of each show. These prooadures will be in sufficient detail to ensure compkance with 2f CFR 1040.10, the conditions of this 
variance, and the controt of acceae to radiition areas using the procedures described in the ANSI21 36.1 standard for the safe uee of &era 
(Am&can Nationat Standards Instituta, 1430 Broadwey, Mew York, NY NO?8) or any other e@vakM user consensus standard and, where 
applicable, state or local requirements. Laser rsdiation areas v$htth can contain radii teveJs above the tlmks r+peMii in 21 CFR ltMO.11 (c) 
will be clearly identified by the posting of warning signs and/or qtrfctlng acoess through physioal means (such as prassum .%&hes, photo cells, 
barriers, guards, etc.). The!~ requirements appfy to temporary areas &t&h as Uudng set up and tprwadun3s~ and ‘tlJ final or permanent 
areas. The variance hokter wiil retain the reoords of these prooedures and the resuks of all tests as required by 21 CFR 1002.31. A oopy of the 
variance application, the approval letter, cwrrent prooedures.and records relating to each parttoulsr show wtJj be wlth the operator or other 
responsible individual and will be made available for inspection by FDA and other responsible authoritfee. 



(I) The Center for Devicas and Radiological Health, Of&e of Compliance (HFZ-S42}, 20% Gaii Road, Rockvilta, MD 20&O, providing the 
initial and closing dates for fti k&$atii and the itii for mob& shows. in addiion, unlese all asp&s of each show have bean 
reported and accession numbers clearly referenced, each notice will include deecriptiis of each show and a listing of all effacts to 
be performed in sufficient detail to confirm compliance with the reguletiis and this variance. 

(2) The Federal Aviation Administratiion (FAA} for any project&s into open airspsca at any time &i-e., in&@zg setup, alignment, rehearsar(F, 
per/Wrfances, e&J. If the FAA objeots to any laaar effeots, the obj&ktna will be resohM anb any condiins requested by FAA will ba 
adhered to. If these conditiina cannot be met, the objectionable effects will be deleted from the show 

(3) State and local radiii control ot%es/agencies for all showa to be par&mad within their juriadictiins. All requirements of state and local 
law will be satisfied and any objectMs raised by local authorities wilt ba resolved or the affects deieted. (d 8st of Meti and state of&es & 
w&&/e from the Centw for Detices and Radi&qicti #eel& upon request) 

I CERTIFY that all of the a- information and statements are true, f;ampieta, and correct to the best of my knowledge and aoknowledge that my variance 
appliion may ba denied or my variance may be ravokad if this appk&ion is found to be fake, misfeading or incorrect in any mstarial way. I have 
submittad and will submii all reports required by 21 CFR 1OIY2.10 anb 1002.1’l on tha Iaeer equipment and show(s). 1 fixther understand that I may ba 
required by ragulatiin or by the Director, Center far Devicea and Radiological Health, to supply such other informetion as may be neceesary to evaluate and 
act on this application. 

15. SIGNATURE I / 16. NAME (TypeornfRfj i 17. TnTE 



Public reporting burden for this co$lection a thetimefor 
reviewing ixxtrwtie, searching existing data tiewing the 
colle&ion of tirmatian. Send comments regarding this burden e&m&e or my other aspect of&is collection of tiomtion, 
including sugg&ons for redm5ng this burden to: 

Food and Drug Administration 
CDRH (HF’Z-342) 
2094 Gaither Road 
Rockville, MD 20850 

An agency rnw not conduct or spons~, anda person is not required to reqwnd to, o collectio?z of ~~f~~atio~ unless it dispkys 
a current& valid O&B control ntunber. 


