
DEPARTMENT OF HEALTH AND HUMAN SERWCES 
Focd and Drug Administration 

Explralion Dats: December 31.2666 

’ OR DEVICE 
‘JOTE: No laser tiiht show, projection system, or device may vary from oornplmnee with 21 CFR 164611(c) in d&gn or use without theapproval of this 

appllcatii inaccordance with 21 CFR 1010.4, 
INSTRUCTIONS 

1. Check al applicable boxes and typs or print the 3. Mail your applicabon to ths Dockets Management Branch (HFA&X), Food and 
requested information. Drug Administratton, Rm 1961,5636 Fishers Lane, Rockville, MD 26652. 

2. Submit an ortginai and four (4) copies. 4. Enter docket number if assigned. 
I. NAME OF COMPANY 

MAPLE PARK MEDIA 
!. ADDRESS OF COMPANY (Indude ZIP Code){if P.O. Box is used, indude adual street address also.) 

300 MAPLE PARK BLVD. SUITE 301 ST. CLAIR SWORES, MI 4.8081 
1. NAME AND TITLE OF RESPONSIBLE PERSON 4. TELEPHONE NO. @&/de areaiz&) 5. DATE OF SUBMISSION 

PATRICK SPAIN, LASER OPERATOR (586) 443-5277 0210w2005 

j. THE APPLICANT REQUESTS THE VARIANCE TO BE IN EFFECT FOR A PERIOD OF 2 YEARS FROM THE DATE OF ISSUE. /In 
general, the Agency will approve a variance fix- only two years If a Ionger period k requested, B justM&on must be arfached as pert of the applkafion.) 

STINGER ?OmW GREEN (FDA ACCESSION# 022042542) 
). PRODUCT FOR WHICH A VARlANCE IS REQUESTED 

q A laser display device 
a A projector for a laser li9ht show 
0 A laser iight show 
cl other f%J~W 

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

1. PRODUCT IS INTENDED FOR USE IN A 
0 Planetarium or other dome projection structure 
q Theater 
0 HoteUmotel ballroom or meeting room 
Ts1 Store diiptays 
0 Trade show or convention 
0 Discotheque or night club 
0 Pavilion 
0 Indoor arena 
0 Outdoor arena 
OM useum 
0 Outdoor unendosed area 
81 Other (Specs) ~06ff-E LASER SHOW 

3. PRODUCT IS INTENDED TO SE USED 
q At only one {(Fi8d) location 
q At a variety of (-Tour) locations 
m Other (spec/+j AT A VARIETY OF LOCATIONS (NOT A TOUR) 

3. 
LASER MEDIUM (a, He-M, etc.) 

IPSS YvC4 

LASER RADI 
I WAVE LEI 

532nm 

PROQUCT WSCRWTION AND USE 
:: LIST NAME AND/OR MODEL NUMBER(S) FOR THE LASER LIGHT SHOW(S) AND PROJECTOR{S) 

f. PRODUCT IS INTENDED TO BE USED AT ANY ONE LOCATION 
q More than 15 days 
q More than 6 but not more than 15 days 
8] L8SS than 5 days 

g. TOUR IS INTENDED TO RUN FOR 
D More than 6 months 
0 I-6 months 
0 Less than one month 
0 Not applicable (#or a four) 
fl Other (specm) CONTRACT BASIS WITH CLIENTS 

h. PRODUCT UTILIZES THE FOLLOWING LASER EFFECTS 
a Front screen proj&ions 
0 Rear screen pmjecbons 
0 Holographtc displays 
0 Multiple mffs&k&dtffractton effects 
0 Audience scanning (Also W#udes ScElnning any accessible 

uncontrolkd areas) 
0 ReflaMlons from staUonary mirrors or minored 

surfaces @90m Mairioes) 
q Stationary k~adiation of rotating mirror balls, etc. 
q Scanning irradiatiin of rotating minor balls, etc. 
0 Fiber optic proje&ons 
q Fog, smoke, or other scattering enhancement effects 
0 Other &wci@) 

TION LEVELS 
STHS @m) I PEAK POWER (warts) 

c25mW 

I I 

9. IF ANY LASER RADlATlON IS PULSED OR SCANNED, GIVE THE PULSE DURATION AND RATE AND SCANNlNG FREQUENCY AND AMPLITUDE 

1822k 

10. REASON FOR REQUESTING VARIANCE 
q Compliance with the limits of 21 CFR 1640.11 (c) would restrict the intended use of the product bacause compliance would 

limit the output power to the extent that the desired &acts woufd not be sufffdently visible 

n Other or additional explanation (Speciful 
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0 it is proposed to deviate from the provisions of 21 CFR 1040.11(c) as fouows: 

12. ADVANTAGES TO BE DERIVED FROM SUCH DEVIATION 
q Laser light shows and displays are accepted popular media in entertainment and the arts. Use of power Levels in excess 

of the limits imposed by 21 CFR 1040.1 l(c) is necessary to achieve the required effects in these media. 

0 Other or addiinai advantages (describe and exp&in). 

EXPLAtN THE ALTERNATE MEANS OF RADIATION PROTECTION TO SE PROVjDED. fCbeck asmany baxes as app/y. In item 74 “Remarks,” 
justiQ any boxes not checked, using addItIonal sheets as necessary. State any other means ofradlsYlon proteczlon that WW be used.) 

8. q Ail laser products, systems, shows, and projectors will be oertWd to comply with 21 CFR,lO40.10 and ths condttbns of thii variance and will 
be reported as required by 21 CFR 1002.10 AND 1002.11 using the reporting guides provkied for such pum. These actions will be 
accompliied prior to any introductton into commerce. 

b. a Effects not specifi&ly indicated in this valance epplicatin wiM 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 submltted. 

c. q Scanning, pmjection, or refbctbn of Laser and a&+rai radiitin (Light show radiation) into audience or other accessible unamtroW areas 
wilt not be permkbd except for diffuse rellectbns pmduced by the atmosphere, added atmospherto sa&tering media, and targ& screens. 

d. a Laser radiition levels in excess of the limits of Class I w# not be permitted at any point less than 3.0 maters above any surfgce upon wbii 
persons other than operators, performers, or employees are permitted to stand or 2.5 meters b&w or in letet%l separatkx~ from any place 
where swh persons are permitted to be. Operatora, performers, end employees wilt not be r8qWed or &owed to view radWon above the 
limits of Class I or be exposed to radiation above the limits specified~in 21 CFR 1040.1 l(c). 

e. q Any product which relies on scanning to meet acM#I%, exposure, or product d@ss limits will incorporate a scanning safeguard system which 
directly senses scanner motbn and whii will react tit enough to preclude exceeding the appllcabie limit. 

f. 0 All laser liiht shows shall be under the direct and personal control of trained, competent operators The operator(s) will: 

(1) Se an employee of the variance hokler who will be responsible for the training and the conduct of the operator 

(2) Se located where all beam paths can be directly observed at all times; and 

(3) Immediately terminate the emissbn of light show radiitbn in the event of any unsafe condition; or, far outdoor shows, upon request 
by any air traffic control oflIdals. 

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

h. q The projection system pe., the promr and all other iwmponents used to pmdu~ the lighting effeots) will be sewrety mounted or 
immobilized to prevent unintended movement or mlsallgnment. Beam masking will be provided as an inherent part of the system design to 
prevent overtilling of screens, beam stops, targets, etc. 

i. q Laser projectors will not be delivered to any other party under an aQW@mWtt of sale, lease, or kmn unia@s r@ until the recipient ckMonatmtes 
that they have a variance in effect at the thne of delivery that permits them to pmduoe iaser light shows’hrowporatbrg sudl pmjecb~s). 

j. q in addition to the requirements of 21 CFR 1040.10(h), the manufacturer of laser projeoto&systemswiU provide to parties who purchase, lease, 
or borrow the equipment, adequate users’ instrMions for safe instailatbn and operation which explain the responsibility of the recipient as an 
independent liiht show manufacturer to submit the required reports and apply for and obtain a vartance from CDRH prior to introduction into 
commerce of any laser light shows. 

k. q The requirements of 21 CFR 1002.30(a)(l) and (2) will be ac%omplii through the use of written procedures for setup, alignment, testing, 
and performance of each show. These procedures will~be in suffidetit detal to ensu+ compliance with 21 CFR 1040.10, the condiions of thii 
vatlance, and the control of access to radiation areas using the procedures deadbed In Be AN$lt13&9 standard for the safe use of tasers 
(American iVadonal StendfMs Insdtuie, 7430 Broahvey, New YWk, NY lOOI 8) OF any other equivalent user consensus standard and, whem 
applicable, state or local requirements. Laser mdiatlon areas which can contain radWon rev&above the &nits sp@fied in 21 CFR 104Q.1l(c) 
will be clearly kMMed by the posting of warning s&ts and/or msbWlng access through physical m@an& @uch as pressure swltdres, photo 
cells, barriers, guards, etc.). These requirements apply to temporary areas (8uch as during set up and &gnmenf tprocedures) and to final or 
permanent areas. The variance holder will retain the recxxds of these pmcedums and the results of ail t@s as required by 21 CFR 1002.31. A 
copy of the variance appilcatbn, the approval letter, current procedures, and records Mating to each part&Mar show will be with the operator 
or other responsible individual and will be made available for inspection by FDA a&other responsibk r&tbbrltbs. 
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Public reporting burden for this collection of information is estimated to average .5 hours per response, including the time 
for reviewing instructions, searching existing data sources, gathering and inaintaining the data needed, and completing 
reviewing the collection of information. Send comments regarding this burden estimate or any other aspect of this collection of 
information, including suggestions for reducing this burden to: 

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

An agency may no1 conduci or sponsor, and a person is not required to rqnmd to, a collection of &$ormation unless it displays 
a currently valid O&B control nuntber. 
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February 20,2005 

Dockets Management Branch (WFA-305) 
Food and Drug Administration (Rm 1061) 
5630 Fishers Laqe 
Rockwiile, MD 20652 

Dockets, 

We are submitting this application for Variance as requested by Electronic Products 
(HFV342). We have sent to the Center for Devices of Radiological Health the foliowing 
documentation: 

1. Copy of FDA Form 86-8262 titled Application for a Variance from 21 CFR 
1040.11 (c) for a Laser Light Show, Display or Device. 

2. One Initial Show Notification. 
3. Appropriate Attachments. 

We will sincerely appreciate it if you RUSN the processing of the enclosed appiication as 
our customer is hoping to acquire 0m-p of the projector very soon. 

processing this information into Dockets. 

VP of Operations 
OmniSistem Lights and Effects/ 
Pulse Laser Products Division 


