
DEPARTMENT OF HEALTH AND HUMAN SERVICES FROM 21 CFR e104o.=ll Expiration Date: December 31, ZOOS 

Food and I>lug Administration 
Sea Page 4 for O M B  Statement. 

LASER LIGHT SHOW, 

NOTE: No laser liiht show,, projection system, or device may very from compliance with 21 CFR 4 040.7 i(c) in design or use without the approval of thii 
apprfwtion in accordance with 21 CFR 1010.4. 

INSTRUCTIONS 
1. Check ali appkcable boxes and type or print the 3. Mail your applicati&%to ~h~~ock~~ana~~t~~nch (HFA-305), Food and 

requested information. Drug Adminitiration,‘Rm lt?S?, 5& Fisher&L&, Rock&e, M O  25552. 
2. Submit an original and four (4) copies. 4. Enter docket number if assigned. 
I. NAME OF COMPANY 

Showlasers, Inc. 
2. ADDRESS OF COMPANY {lnciude ZIP Code)(lfP.O. Box is used, include actoal street address also.) 

P.O. Box 153101, Irving, TX 75015-3101 2702 Syracuse Dr., Irving TX 75062 
3. NAME AND TITLE OF RESPONSIBLE PERSON 4. TELEPHONE NO. (Include erea code) 5. DATE QF SUBMfSSlQN 

Steve Jander, President (972)255-6876 (214)802-5266 f/26/2005 -- ---e-.- 
3. THE APPLICANT REQUESTS THE VARIANCE TO BE 1N EFFECt FOR A PERIOD OF 2. YEARS FROM THE DATE OF ISSUE. 

(in gem-et, the Agency w# eppmve a vaiience for only two years. If a longer pedod is requested, a jus~n must be attached as part of the appiicatim.) 
-- 

?. PRODUCT DESCRIPTION AND USE 
3. LIST NAME AND/OR MQDEL NUMBER(S) FOR THE LASER LlGHT SHOW(S) AND PROJECTOR(S) 

Showiasers Lp- 1, LP- 1R 
5. PRODUCT FOR WHiCHARlANCE IS REQUESTED ONE LOCK------ 

&  A  laser display device @  More than $5 days 
@  A projector for a laser tight show 5 More than 5 but not more than 15 days 
5 A laser light show @  Lees than 5 days 
5 Other (speci@)~uiance RenewaI -- g. TOUR IS INTENDED TO RUN FOR 

c. q PROJECTORS ARE INTENDED FOR SALE, LEASE, OR LOAN TO 1 fxi More than 6 months 
OTHER LASER LIGHT SHOW PRODUCERS 5 1-6 months 

1, PRODUCT IS 1NTENDEQ FOR USE IN A &j Less than one month 
Ix1 Planetarium or other dome projection structure IXl Not applicable (Nat a tot@ 
IE3 Theater iI3 Q@=rtSpecifvl 
m  Hotel/motel ballroom or meeting room j h. PRODUCT UTlLlZES THE FQLLQWINC L.ASER-%FECTS 
5 Store displays 5 Front screen projections 
Ix1 Trade show or convention a Rear screen projections 
5 Discotheque or night club •1 Hokrgraphi dispiays 
5 Pavilkm 5 Multiple ~fl~o~~~s~on effects 
@  indoor arena q Audience scanning (Also inclodes scanning any accessible 
q Outdoor arena unconfroled areas) 
5 Museum 5 Reflections from stationary mirrors or mirrored surfaces {Seam 
5 Outdoor unenclosed area i &4atices] 
i3 Other tspecirjl) 13 Stationsry irra of rotating mirror balls, etc. 

e. PRODUCT IS INTEND=*0 BE USED ixi Scanning irradiation of rotating mirror balls, etc. 
5 At only one (Fixed) location 5 Fiber optic projection 
5 At a variety of (Tour) locations @  Fog, smoke, or ofher scattering enhancement effects 
i3 0th tSf.w--ifyl- I3 Qlher tspecify) 

LASER l?ADlATlON LEVEWS. 
LASER MEDIUM (AT, tle-iVe,etc.) WAVE LENGTHS (nm.J 7-PEAK POWER (w&s,’ 

------I 

---~- 

Argon i Krypton 4OO-7OOrtm 2ow 
-.- __I___--c-I_____-- 

YAG 1 532nm 

Liquid Dye 
9. IF ANY LASER RADIATION IS PULSED OR SCANNED, GIWE THE PULSE OURATiON AND RATE AN0 SCANNJNG FREQUENCY AND ANlPLlTUDE 

Scannq.l DC-5kHz,90 degrees peak to peak, CW-3?&ed DC-l&Hz 

IO. REASON FOR REQUESTING VARlANCE 
5 Compliance with the limits of 21 CFR 1040.1 t(c) would restrict the intended use of the produ& because comptiance would limit the output power to the 

extent that the desired effects would not be su%oientty visible 

n Other or adtiional explanation (SpeoZy] 



I 1. MANNER N WHICH IT IS PROPOSED TO DMATE FROM THE RECXJIREMENTS OF THE APPLICABLE STANDARD 
q it is proposed @  deviate from the provisions of 21 CFR 1040.11 (c) in that the accessiie em&sion level would exceed the 

accessible em&&n limits specified in 21 CFR 1040.1 Z(c). 
0 it is proposed lo deviate from the provisions of 21 CFR 1040.2 l(c) as follows: 

12. ADVANTAGES TO BE DERIVED FROM SUCH DEVIATION 
h4 Laser Bght shows and diilays are accepted popular me& in enterizJmmer&and the arts. Use of power levels in excess 

of the limits imposed by 21 CFR 1040.11 (c) is necessary to achieve the required effects in these media. 
El Other or additional advantages (describe and exp/&) 

13. EXPLAIN THE ALTERNATE MEANS OF RADIATION PROT&CTlON TO BE PROVIDED. (Check as many boxes as apply. In #em 14 “Remarks; D - 
justify any boxes not checked, using eddtiionti sheettS as necessary. State any oiher means of radiation pmtectian that will be used.) 

a. q All laser products, systems, shows, and projectors will be certified to comply with 21 CFR 1040.16 and the condiions of this variance and will be 
reported as required by 21 CFR 1002.10 AND 1002.11 using the reporting guides provided for such purpose. These actions will be accomplished 
prior to any introdkmtion into commerce. 

b. M  Effects not specitically indicated in thii variance application wil 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. @  Scanning, projection, or reflection of laser and collateral radiation (Light show radiation) into audience or other accessible uncontrolled areas till 
not be permitted except for diie reffactkms produced by the atmosphere, added atmospheric scattering media, and target screens. 

d. @  Laser radiation levels in excess of the limits of Class I 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 2.5 meters below or in laterat separatton from any place where 
such persons are permitted to be. Operators, performers, and employees will not be required or Mowed to view radiation above the Pmits of Class 
I or be exposed to radiation above the limits specilied in 21 CfR 1040.14 (c). 

e. 5 Any product which reties on scanning to meet access, exposure, or product dess limits wilt incorporate a scanning safeguard system whiti 
directly senses scanner motion and which wiil read fast enough to preclude exceedii the applicable Bmit. 

f. m  All laser light shows shafl be under the direct and personaf control of trained, competent operator(s). The opereto@) will: 

(1) Be an employee of the variance hoider who v&i be responsible for the training and the conduct of the operator; 

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

(3) Immediately terminate the emission af light show radiation in the event of any unsafe condition; or, for outdoor shows, upon request by any air 
traffic control officials. 

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

h. i8 The projection system (i.e., the proiector and ati other components used to produce the !jgbting effe&] will be secureiy mounted or immobil ized to 
prevent unintended movement or misalignment. Beam masking will be provided as an inherent part of the system design to prevent overillling of 
screens, beam stops. targets, etc. 

1 m  Laser projectors dl not be derired to any other party under an agreement of sale, lease, or ioan unlessand until the recipient demonstrates that 
they have a varianoe in effect at the time of delivery that permits them to produce faser i@ht shows inqating such projector(s). 

.I 1231 In add&ion to the requirements of 21 CFR 1040.1 O(h), the manufacturer of laser projectors&&ems v&I provide to parties who purchase, lease, ar 
borrow the equipment, adequate users’ instructions for safe instaiiation and operation whk& explain the responsiblity of the recipient as an 
independent light show ma&a&ret to submit the required reports and apply for and obtain a variance from CDRH prior t6 introduction into 
commerce of any laser light shows. 

k. @  The requirements of 21 CFR 100230(a)(1) and (2) will be accomplished through the use of written procedures for setup, alignment, test&g, and 
performance of each show. These procedures will be in suffioient detail to ensure compfiance with 21 CFR 1040.10, the conditions of thii 
variance, and the oontroi of access to radiation areas using the procedures de&bed in the ANSlZ136.1 standard for the safe use of lasers 
(American Natkx& Sfandards Instiiute, 1’4.30 Broadway, New York, NY 10018) or any other equivaient user ~011ser)sc1s standard and, where 
appliiabfe, s&M or local requirements. Laser radiation areas which can contain radiation ieveis above the Wnits specified in 21 CFR 1040.1 f(c) 
will be deady identified by the posting of warning signs an&or restricting access thrq@ physical mea@ (such as pressure switches, photo Cells, 
bamws, guards, etc.). These requirements apply to temporary areas (such as during set up and a#gnment procedures) and to final or permanent 
areas. The variance! holder will retain the records of these procedures and the resutts of aii tests as required by 21 CFR t002.31. A copy of the 
variance appficatiort, the approval letter, current procedures, and records reiati&g to each perttatlar show will be with the operator or other 
responsible individual and will be made available for inspection by FDA and other responsible authorities. 



1. M  tkhJWWe W&h notiffcatfon wiu be made as %arty ~)6 po&bfe b~ approp&&? &t&r& $b&, and facaE a&h@& prcrvkfing show m@rq w$h d&es 

I 
and locations clearly and completely kMtified, and a basic description of the proposed effecta in~mg a statement of the maximum power 
output intended. Such notifications will be made, but not necessarily be limited, to: 

(2) The Center for Devices and Radiological Health, Oftioe of Compliance (W&342), 2098 EaVkber Road, Rockvike, fvlD 20850, providing the 
in’kiai and closing dates for fixed irtstakatione and the itinerary for mob& shows. tn addition, unie%s all aspects of each show have been 
reported and atx%ssion numbers dearly referenced, each notice wiil in&de detaited dea 
be performed in suhtcient detail to confirm compliince with the regulations and this variance. 

of each show and a fisting of aft effects to 

(2) The Federal Aviation Admini%tratlon (FAA) for any projections into open airspace at any time (i.e., including s&up, alignment, rehearsals, 
performanoes, etc,). if the FAA objeots to any laser effects, the obje&on% will be reaotved and any conditions mquested by FAA will be 
adhered to. if these conditions cannot be met+ the objectionable etiects vital be deleted from the show 

(3) State and locat radiion control afficeslagencies for a@ shows to be performed within their ju ns. All requirements of state and local 
law will be satisfied and any objections raised by local authorilies wit be msofved or the effects deteteo‘. (A list off&feral end stafe otkes is 
available from me Centar for Devices and Radiologic& He&h upon request) 

14. REMARKS 
Application for Renewal of Variance 800-0495, Accession No. XOAlS84-22, exp. 02-26-05 

CERYtFICATION --- 
1 CERTIFY that all of the above information and statements are true, complete, and corwct to the best of my knowtedge and acknowfedge that my variants 
appikxrtkm may be denied or my variance may be revoked if thii application is found to be false, rnisSea&ng or inoorrect in any materiai way. I have 
submitted and will submit all reports required by 21 CFR 1002.10 and 1002.11 on the laser equipment and show(s). I further understand that I may be 
required by regulation or by the Diiector, Center for Devices and Radiological Health, to supply such other information as may be necessary to evaluate and 
act on this application. 


