4 A.-PLICATION FOR A VARIANCE ~ .+ provec: OMB No. 09100025
DEPARTMENT OF HEALTH AND HUMAN Services | FROM 21 CFR 1040.11(¢) FOR A | c2vacc 4 for OMB Ststoment,
Food and Drug Adnvnistration LASER LIGHT SHOW, DISPLAY, I'sockeTNOMeER —
OR DEVICE ’
NOTE: Nolaser light show, projection system, or device may vary from compliancd with 21 CFR 1040.11(c) in design or usewilho\a the approval of this
application in accordance with 21 CER 1010.4,
INETRUCTIONS
1. Mauappmmcwxesamwpeapﬂmme 3. Mail your application o the Dockets Menagament Branch (HFA-305), Food and
requested infarmation. Drug Administration, Rm 1061, sesoﬂshem Lane, Rackvils, MD 20852.
2. Submit an original and fout (4) capias. 4, Entardndmtuunbera‘asslg
T. NAME OF COMPANY . ﬁt i
\_orenzs Ente ol namend: ,n&bc\ PoSh Nitecioh
2. ADDRESS OF GOMPANY (Include ZIP Coda)(if F.O. BoX & 'used, Inciude aclusl street 80d/ess al<0.)
U VWO €xthreaye S AW
3. NAME AND TITLE OF RESPONS| 'ﬁe PERSON 4. TELEPHONE NO. (Includé area cooej | 5. DATE OF SUBMISSION |
JelL (ortnzZo- Ouwmer 3U-253 77717 2 308
6. THE APPLICANT REQUESTS THE VARIANCE YO BE IN EFFECT FORA PERIODOF 4. YEARS FROM THE DATE OF ISSUE. (in
genersi, the Agency will spprove a variance for anfy wo yesrs. i & longer period is foquested, a justiication mustbe atached 03 pert of the epplication.) .
i7. PRODUCT DESCRIPTION AND USE
a. LIST NAME ANDIOR MODEL NUMBER(S) FOR THE LASER LIGHT SHOW(S) AND PROJECTOR(S)
Obolazer~ ML 10 -1000
b, PRODUCT FOR WHICH A VARIANGE 1S REGUESTED 7. PRODUCT 18 INTENDED 1O BE AT ANY ONE LOCATION
[ A taser display device More than 15 days
[ A projector for a laser tight show [ More than 5 but not more than 15 days
B A taser tignt snow [ Less than 5 days
[ otes (Specity) g- TOUR IS INTENDED TO RUM FOR
. [] PROJECTORS ARE INTENDED FOR SALE, LEASE, OR LOAN TO £ More than 6 months
OTHER LASER LIGHT SHOW PRODUCERS 3 -6 months
d. PRODUCT 1S INTENDED FOR USE IN A EJ Less than one month
1 Pianetarium or other dome projection structure N/uolappmwotsww)
[ Theater 3 otner (Specify}
1 Hotaimotst halroom or meeting room h. PRODUCT UTILIZES THE FOLLOWING mssn EFFECTS
[] store displays 3 Front screen projections )
%’mdesmworeomenﬁon [J Rear screen projections
Discothegue or night club 1 volographic displays
£ Pavition Y Muliple reflactionidiffraction effacts
{1 indaor arena ] Audience scanning (Also includes scanning eny accessible
{1 outdoor srena lroleod areas)
1 Museum M;’;::ﬁons from staticnary mirrors or mimored
[J Outdoor unenciosed area surfaces (Beam Matrices)
£ Other (Specify) ‘ ] stationary irradiation of rotating mirros boks, elc.
8. PRODYCT IS INTENDED TO BE USED " 3 Scenning irradiation of rotating mirror balls, etc.
At oniy one (Fixed) lacation £ Fiber aptic projections
E1 At a variety of (Tour) tacations £ Fog. smake, or other scsttaring enhancement effects
[ Other (Specty) S [ other (Specity)
8. LASER RADIATION LEVELS e
LASER MEDIUM (Ar, Ho-Ne, eic.) WAVE LENGTHS (n) PEAK POWER (watis)
Ar GO {000 MW O\ \odd- 1 wok)-
9. TF ANY LASER RADIATION 1S PULGED OR SCANNED, GIVE THE | DURATION AND RATE AND NING FREQUENCY AND AMPLITUDE
T‘m VARIANCE
pliance with the limds of 21 CFR 1040. 11(c)muld restrict the intended use of ihe product becausa compliance would
limit the oulput power 1 the extent that the desired affects would nol be sufficiently visible
[7] Other or additional explanation /Speciy)
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11, R IN WHICH IT 1S PROPOSED TO DEVMTI Du .HE REQUIREME OF THE APPUCABIE S T, »

tt is proposed to deviale from the provisions of 21 CFR 1040.11(¢) in that the accessible emission level woukd excesd the
accessible amission imits specified in 21 CFR 1040.11(g).

1 ¢ is proposed to deviate from the provisions of 21 CFR 1040.11(c) as follows:

12, Aoé?cﬁasss TO BE DERIVED FROM SUCH DEVIATION

Laser light shows and displays are accepted popular medis in entertainment and the ants. Use of powef fevels in excess
of the timits impazad by 21 CFR 1040.11(c) is necessary to achieve the requined offects in these medla

] Other or additional advantages (describe s explain).

{13, EXPLAIN THE ALTERNATE MEANS OF RADIATION PROTECTION TO BE PROVIDED. (Check as many boxss 88 apply. In item 14 *“Remarks,”
- justify any boxes not checked, using additional sheets as necessary. State any othar means of radiation protection that will be used.)

Al laser products, systems, shows, and projectors will be cartifisd to comply with 21 CFR 1040. 10 and the eonditions of this variance and will
be reported as raquired by 21 CFR 1002.10 AND 1002.11 usmgmevepomng guides provided for such purpose. These actions will be
accomplished prior to any introduction into commerce.

b. not specifically indicated m this variance application will not be perfomed. No cther affects witkbe added untft an amendment to the
variance has been obigined and the raquired raports of supplements, as applicable, have basn submitted.

c. [\ Seanning, projection, or reflaction of laser and collateral radiation (Light show radiation) into audience or othar accessible uncontrofied arcas
will not be permitted except for diffuse refiections produced by the atmosphere, added aimespheric scattering media, and targat screens.

d. aésefradxaﬁon levals in excess of the limits of Class | will not bs pammifted at any point less than 3.0 meters above any surface upon which
personsomnunoperamperformers.mempmaesampmmmdmmdmzsmmwwmhmmnirWa piace
where such persons are permitied to be. Operators, performers, and employses will not be required ¢ aliowad to view radiation above the
limits of Class | or be exposed {o radiastion above the limits specified In 21 CFR 1040.11(¢).

Any product which relies on scanning 1o maeet accass, expesure, or product class limits will incorporate a scanning safeguand systant which
direclly senses scanner motion and which will react fast enough 1o preclude axceeding the applicable fimit.

. E/ All lager light shows shall be under the direct and personaf control of trained, competent oparator(s). The aperaton(s) will:
(1} Be an employee of the variance holder who will be responsible for the lraining and the conduct of the aparator:
{2) Be located where all beam paths can be directly observed at alf times; and .

(3) immediately terminate the emission of light show radiation inthe event of any.unsafe condition; of, for autdoor shows, upon request
by any air traffic controt officials.

8. B/ma mraxicwsm [aser prajector cutput power will not exceed the level required to oblain the intended effects.

h. E/{hepm;ecunn system (l.e., moprqecwrandaﬂolhercompcnentsusodmpmduca the lighting effacts) will be securely mounted or
immobifized tc prevent unintended movement or misalignment. Bearn masking will be provided as an inharent pan of the system design to
prevent overfilling of screens, beam stops, targets, etc.

B D'{aserpro;edom will not be detivered to any other parly under an agreement of sale, lease, or loan uniess and until the reGipiont domonstrates
Ihat they have a variance in effact at the time of delivary that permits them to produce laser light shows insorparating such projector(s).

5 D/n addition {o the requirements of 21 GFR 1040.10(h), the manufacturer of laser projectors/systems will provide 1o panties who purchase, laase,
or borrow the equipment, adequate users’ instructions for safe installation and operation which expigin the responsibility of the recipiont as an
independent light show manufacturer to submit the required reports and apply for and abtain a variance from CDRM prior to introduction into
commerce of any laser light shows,

k. bd Ths requirements of 21 CFR 1002.30(s)X1) snd (2) will be accomplished through the use of written procedures for setup, afignmeont, testing,
and performance of each shaw. These procedures will be in sufficient detail & ensure compliance with 21 CFR 1040.10, the conditions of this
variance, and the control of access to radiation areas using the procedures described in the ANSIZ136.1 siandand for the safe use of lasers
{Amarican Nafional Stendards Inslitute, 7430 Broadway, New York, NY 16018} or any other equivalerd user consensus standard and, where
applicable, state orlocal requirements. Laser radiation areas ‘which can contain radiation levels above the. limits specified in 21 CFR 1040.11(c)
will be dearty identified by the posting of waming signs and/or restricting access through physical means’ (Such as prossure swilches, photo
celis, barers, guards, eic,). Thess requirements apply 10 temparary areas (such as during sef up and alignment procedures) and to final or
permanent argas. The variance holder will reldin the records of these proceduras and the resulis of alf tests as required by 21 CFR 1002.31. A
copy of the variance application, the approval letter, current procedures, and records relating 10 each particular show will be with the oparstor
or other rasponsible individual and wili be made available for inspection by FDA and other responsibie autheritios.
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FORM FDA 3147 (12/03) PAGE 4 OF 4 PAGES

L E}’Advancewrmn notification wilk be made 35 garly as possinle to appropriats federal, siale, and locat authorities pmv:dmgahow tinerary with
dates and locations clearly and completely identifled, and 3 basie descriplion of the proposed effacts including &
power output intended. Such nolifications will be mada, but not necassarlly be timted, o
(o] The Center for Devices and Radiological Health, Office of Compliance (HFZ2.342), 2088 Gaither Road, Rockville, MD 20850, praviding the

ftial and closing dates for fixed msalh(bnsand the Kinerary fo:mobilesbawa fraddition, unlass all aspects of each show have been
reponedmammnummduﬁymfmemed.mh:mﬁmwu detailed d plions of each show and a listing of all effects to
be perfarmad in sutficlent detall to confirm compliance with the ragulations and this variancs.
(2) The Federal Aviation Administration (FAA) fof any projections into open airspace al any hme (j.e.. inchuding st up, efignment, rehearseis,
performances, eic.). if the FMob;eds wawwmm o&pﬁwmm« be resolved and aaycandyl«dns requasted by FAA wilt bo
aahored 10. If thase conditions cannal be mel, the abjectionable offects will be deletad from the

{3} Staﬁeandlocai tadiauon vontrol offites/agencies ﬁuraushowsbbapmnmd within their jussdictions. All requirements of stale and local
d and any objections raised by locsi autharities will be resoived or the effects daleted. (A Lst of foderal and stiate ofices is

avaﬂablor/mnmg OchrforDowcssandRadlologlcdmm upon requost.)

14. REMARKS

CERTIFICATION

§ CERTIFY lhat all of the abova information and statements ane true, complate, and carrect 1o the bast of my knowledge and acknowiedge that
my varisncs application may be denwed or my vadance may be revoked if this apphication 18 found to be false, misleading or incorract in any
matedial way. | have submitted and will submit el reporis mqmmdbyﬁ‘lCFRiooz.wand'EOOZﬂonﬂ\ehwm«pmomandshow(s) [
tfurther undemnd that | may be required byregmatm or by the , Cenler for Dovices and Radiological Health, fo supply such other

information as may be neoessary fo evaluate and act on this application.

16. NAME (Type or Prnd) 17, TITLE
W L Lecmir | frecte?
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Public repoﬂing burdcn for t!ﬁs cuﬂecdon of information is «ﬁnmted o uvemge 5 hom's per response, inchuding the time

for nmewmg 73 ing datx the data needed, and complcting
ing the colluttion of informati Smdmmmsmgummbmdmmmw any other aspect of this colflection of
information, including soggustions for reducing this burden to:
Food and Drug Administration
CDRY (HFZ-342)
2084 Gaither Road

Rockville, MD 20850

An agency may not conduct or sp , and a persan is not vequired tu respond 1o, a coilection of information unless =t displ
a currently valid OMB control number.



