
DEPARTMENT OF HEALTH AND HUMAN SERVICES 
Food and Drug Admlrdstratlon 

I. Check all applicable boxes and type or prlnt the 
requegted informetlon. 

2. Submit an original and four (4) mpies. 
I. NAME OF COMPANY 

SERGIO GONZhLEf 

INSTRUCTIONS , -.,a “? 
3. Mail your application to the Do&t8 Manegement Branch (WFA-305). Food and 

Drug Admlnistration. Rm 1 O&l, 5630 Fishers lane, Rockvllle, MD 20852. 
4. Enler docket number if assIgned. 

!. ADDRESS OF COMPANY (h&de ZIP Code](lf P. 0. Box ia used, include actual street eUdre.88 also.) 
234 E. JANISCH STREET, HOUSTON, TX 77022 

I. NAME AND TITLE OF RESPONSIBLE PERSON 4. TELEPHONE NO. (In&.rde ama code) 5. DATE OF SUBMISSION 
SERGIO GONZALEZ, OWNERlLASER OPERATOR (713) 694-7334 05/l 712004 

5. THE APPLKXNT REQUESTS THE VARIANCE TO BE 1N EFFECT FOR A PERIOD OF 2 YEARS FROM THE DATE OF ISSUE. (In 
gerWa/, t% Agency wiiI 8ppmw a WWkWOe for on/y fW0 years. X 8 ionger period is mque&d, a]usfBication must be aftactted es part of the app&xtbt?.) 

r PRODUCT DESCRIPTION AND USE 
I: i.(sT NAME AND/OR MODEL NUMBER(S) FOR THE LASER LIGHT SHOW(S) AND PRO&%TOR@) 

a A laser display device 
a A projector for a laser light show 
q A la8er light show 
q Other (Spec/fyj 

:. 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 
0 Theater 
q Hotel/motel ballroom or meeting room 
q Store displays 
q Trade show or convention 
q Discotheque or night club 
q Pavlilon 
q Indoor arena 
Ejj Outdoor arena 
q Museum 
q Outdoor unenckrsed area 
q Other (Spec/fyl MOBILE LA+ER .Sl-KNJ 

I. PRODUCT IS INTENDED TO BE USED 
q At only one (Flxed) location 

q More than 15 days 
q More than 5 but not more than 15 days 
a Less than 5 day8 

g. TOUR IS INTENDED TO RUN FOR 
More than 6 months 

&3 Less than one month 
q Not applicable (Not a tour) 

El Other (SpecnL) Confratk bj5 W! &&I* 
h. PRODUCT UTILIZES THE FOLLOWING LASER EFFECiS 

m Front screen projections 
Eb3 Rear screen projections 

Holographic d&plays 
Multiple reflection/dlffractlon effect8 
Audience scanning (Also includes scanning any aGCeSSib!e 

uncontrolled areas) 

m Reflections from statlonary mirrors or mirrored 
SUrfaceS (Be8m MafrJCeS) 
Stationary irradiation of rotating mirror balls, etc. 
Scanning Irradiation of rotating mirror balls, etc. 

ther scattering enhancement effects 

3. IF ANY LASER RADIATION IS PULSED 0~ SCANNED, GIVE THE PULSE OURA~ON AND RATE AND SCANNING FREQUENCY ANO AMPLITUDE 
I%-22K 

IO. REASON FOR REQUESTING VARIANCE 
q Compliance with the limits of 21 CFR 1040.1 l(c) would restrict the intendad use of tha product beCaUSe compliance would 

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

a Other or addltlonal explanation (Specffy} 

FDA 3147 (lUO3) ~-‘KCZVIUUY tlJ1 I IUN I3 UBYULtZ I t 



at the accessible emission level would exceed the 

fi3 It is proposed to deviate from the provisions of 21 CFR ‘I 040.11 (c) as follows: 

popular media h entertainment and the arts. Use of power levels in excess 
s necessary to achieve the required effects in these media. 

q Other or additional advantages (describe and expiain). 

justify any boxes not chlackeci, using addMonet sheets as necessery. State any other n?ems of radiation pmtec 

a. a All laser products, systems, shows, and projectors will be certified to comply with 21 CFR 1 aQO.10 and the conditions of this variance and will 
be reported as required by 21 CFR 1002.10 AND 1002.?1 using the reporting guides pmvided for such purpose. These actions wl be 
accomplished prior to any introduction into commerce. 

b. a Effects not specifically 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. 63 Scanning, projection, or reflection of laser and collateral radiation (Lightshow wdi8fkW) into audience or other accessible uncontmlled areas 
wlil not be permitted except for difft.!se reflections produced by the atmosphere, added atmospheric scattering media, and target screens. 

d. a Laser radiatlon levels in exc8ss of the timits of Ciass I wlH not be permitted at any point less than 3.0 msters above Iny surface upon which 
persons other than operators, performers, or employees are permitted to stand or25 meters below or In lateral separation from any place 
where such persons are permitted to be. Operators, performers, and employees wlli not be required or allowed to view radiation above the 
limits of Class I or be exposed to radiation above the limits specified in 21 CFR 1040.1 Z(c). 

e. @ Any product which 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. 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 employee of the variance holder who will be responsible for the training and the conduct of the operator; 

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

(3) lmmedlately terminate the emission of light show radiation in the event of any unsafe condktiin; or, for outdoor shows, upon request 
by any air traifk control officials. 

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

h. q The projection system (i.e., the pmjector and@ other componenfs used to produce the lighting effects) will be securely mounted or 
immobillted’to pmvent unintended movement or mlsaiignment. Beam masking will be provided as an Inherent part of the system design to 
prevent OverMing of screens, beam stops, targets, etc. 

i. 0 Laser projectors will not be delivered to any other party under an agreement of safe, lease, or loan unless and until the reclplent demonstrates 
that they have a variance in effect at the time of delivery that permits them to produce laser light shows Incorporating such projector(s). 

j. @ In addition to the requirements of 21 CFR 1640,10(h), the manufacturer of laser projectors/systems-will provide to parties who purchase, lease, 
or borrow the equlpment, adequate users’ instrudlons for safe instaifation and operation which sxplain the responsibility of the recipient as an 
independent light show manufacturer to submit the required reports and apply for and obtain avariance from CDRH prior to introduction into 
commerce of any laser liiht shows. 

k. q The requirements of 21 CFR 1002.30(a)(l) and (2) will be accomplished through the use of written procedures for setup, alignment, testing, 
and performance of each show. These procedures wlli be in suffidant detail to ensum compliance with 21 CFR 1040.10, the condMons of this 
variance, and the control of access to radiation areas using the procedures described in the ANSIZ136.1 standard for the safe use of lasers 
ymerican Mstiornal Standards Institute, ?430 EVoadway, New York, NY fOOf 6) or any other equivalent user consensus standard and, where 
appk8ble, state or local requlrements. Laser radiation areas which can contain radiation fevelsabove the limits apec%ied in 2-1 CFR 1040.1 I(C) 
will be clearly identified by the posting Of warning signs and/or restricting access through physical means (such as pr%sure switches, photo 
cells, barriers, guards, etc.). These requirements apply to temporary areas (such 8s during set up and allgnmentpmcedures) and to final or 
permanent areas. The variance holder will retain the records of these procedures and the results of all tests as required by 21 CFR 1002.31. A 
copy of the variants application, the approval letter, current procedures, and records reiatlng to each particular show will be with the operator 
or other responsible Individual and will be made available for inspection by FDA and other responsible authorities. 
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Public reporting burden for this collection of information is estimated to average .5 haurs per response, including the time 
for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and completing 
reviewing the collection of information. Send comments regarding this burden estimate or any other aspect of this collection of 
inform&on, includmg suggestions for reducing this burden to: 

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

ATI agency may not conduct or~ponsor, and a person is not required to respond to, a collection of infbrmation uniess it displays 
a currently valid OMB control number. 
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