DEPARTMENT OF HEALTH AND HUMAN SERVICES ] 1040.11(c) FOR A Tetion Date: ber 31, 2006
.. Food and Drug Adminsraon LASER LIGHT SHOW, DISPLAY, |-
OR DEVICE

NOTE: Ne laser light ahow, projection system, or devics mayvaryfromeompﬂamwmzt CFR 104011 o ﬁsduignnrmwnhom approval of
application in accordance with 21 CFR 1010.4. L L( ) e ol of e

!NSTRUQT!QN!
1. Chack afl applicabla boxes and type or print the . Mat! your cppﬂenﬂon to the Dackets Menagerment Branch (HFA-305), Food end
requested information. Drug Administration, Ren 1081, 5630 Fishers Lane, Rocivile, MD 20852,
12 Submit an originet and four {4) coples. 4. Enter docket number i assignhed.

1. NAME OF COMPANY

LASER IMAGE PRoDucnoNs INC

2. ADDRESS OF COMPANY (inciude ZIP Coda)(if F.O. Box is used, include ectusl sireet eddress efsv.)
2372 S. ASHLEY DR., mnsuma_b IN 4gl40
3, NAME AND TITLE OF RESPONSIBLE PERSON Tj

R!C!-M»RDL KOPEEAMK ( PRESIDEN

F THE DATE OF ISSUE,
n must be eltached as part of the application.}

7 PRODUCT DESCRIPTION AND USE
RAME BNCHOR W R(8) FOR THE LASER LIGHT SHOW( RSy
LA.SE)Z TMASE PEoDUCTION S~ LASER LIGHT — MOQEL 3t ( [P-T8-1 #wp LIP-T5-|
b. PRODUCT FOR WHICH A VARIANCE IS REQUESTED f. PRODUCT IS INTENDED TO BE USED AT ANY ONE LOCATION
[ Alaser display device ‘More than 15 days
ﬂA projector for & laser light show More than 5 but not more than 15 days
Alaser ight show Less than 5 days
[ Other (Specty) g- TOUR IS INTENDED TO RUN FOR
c. [ PROJECTORS ARE INTENDED FOR SALE, LEASE, OR LOAN TO me than 6 months
OTHER LASER LIGHT SHOW PRODUCERS [3 1-6 months
d. PRODUCT iS INTENDED FORUSE INA 3 Less than one month
Planetarium or other dome projection siructure |} Not appilcable (Nof & four)
Theater T 1 othwer (Specity)
Hotel/motel baliroom or mesting room h. PRODUCT UTILIZES THE FOLLOWING LASER EFFECTS
Store displays X Front screen projections
ﬁ Trade show or convention Res: screen projections
& Discotheque or night club {3, Holographic displays
Pavillon R Muttiple reflection/diffraction effects
Indoor arena L (T3 Audience scanning (Also includes scanning any eccessible
m’omm arena unconirofied areas)
Museum Xﬂmpﬁom from stationaty mirrors or mirrored surfaces (Seam
Outdoor unenciossd ares Matrices)
[ Other (Spacify) X[ stationary irraciation of rotating mirror balis, etc.
¢. PRODUCT IS INTENDED TO BE USED ‘M Scanning irradiation of rutating mirror balls, elc.
7] At only one (Fixad) location {3 Fiber optic projections
‘At a variety of (Tour) locations JE{Fog, smoke, or other scatiering enhancement effects
[ other (Specify) [ Othver (Specity;
LASER RADIATION LEVELSS.
| TASER MEDIUM [Ar, Ho-Ne,sfc.) I WAVE LENGTHS () PEAK POWER (watfs)
,__KRYPEI\) 647= 678 wm 2. WATTS
AR &ON HS3~ S|4 wen B wWATTS
| 0
YA G S32  um | 4O waATTS

9. iF ANY LASER RADIATION IS PULBED OR SCANNED, GIVE THE PULSE DURATION AND RATE AND SGANNING FREQUENCY AND AMPLITUDE

10. REASON FOR REQUESTING VARIANCE

Compliancs with the limits of 21 CFR 1045 7T{cy wo
axtent that the desired effects wouid not be wﬁdonﬁyvioibh

[ Other or additional exptanation (Specify)
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11, MANNER IN WHICH IT IS PROPOSED 10 DEVIATE FROM THE REQUIREMENTS OF THE APPLICABLE 8TANDARD

It Is propossd to deviste from the provisions of 21 GFR 1040,11(c) in that the accessible emiss!
. ﬁacousibk eimission fimits specified in 21 CFR 1040.14(c). on lavel would exceed the

[J it is proposed to deviate from the provisions of 21 CFR 1040.11(c) as follows:

12. ADVANTAGES TO BE DERIVED FROM SUCH DEVIATION

XLamﬂghtstanddhplayun sccepted popular media in entertainment and the arts. Use of power levels in axcess
of the fimits imposed by 21 CFR 1040.11(c) is nacessary to achieve the required effects in thess madia.

] Other or additional advantages (describe and axplain}

13, EXPLAIN THE ALTERNATE MEANS OF RADIATION PROTECTION TO BE PROVIDED. (Chack as many boxes as apply. in ifam 14 "Remarks,”
Justify any boxes not checked, using additional sheets as necassary, State any other mesns of radiation protection thut wilt be used )

a. JN Al laser products, systsms, shows, and projsctors will be certified to comply with 21 CFR 1040.10 and the conditions of this veriance and wili be
reported as reguired by 21 CFR 1002.10 AND 1002.11 using the reporting guites provided for such purpose. These actions wil be sccomplished
prior to any imroduction into commeroe,

b. IR Effects not specifically indicated in this vasriance application will not be performed. No aother effects will be added untli an amendment to the
variance has been obtained and the required reports or supplements, &s applicable, have besn submitted.

c. K Scanning, projection, or reflection of laser and collaterat radiation (Light show radiation) into audience or other accessibie uncontrotied areas will
not be permifted except for diffuse mmm produced by the simosphere, added atmospharic scatiwring media, and target scraens.

d. (& Laser radiation lavels in excess of the limits of Class | 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 parmited to stand or 2.5 meters below o in lateral separation from any place where
such persons ars permitted to be, Operators, parformers, and smployees will ot be required or aliowied to view radiation above the limits of Class
1 or be exposed to radiation above the limits specified in 21 CFR 1040.11(c).

e. {5 Any product which reliss on scanning to meet access, exposurs, or product cisss limits will incorporate a scanning safeguard system which
directly senses scanner motion and which will react fast anough to preciude excesding the applicable limit.

f. M Al laser light shows shall be under the dirsct and personal control of irainad, competent operator(s). The operator(s) wilt:
(%) Be an employes 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 il times; et

(3} iImmadiately terminate the emiasion of ight show radistion in the event of any unsafe condition; ¢r, for outdoor shows, upon request by any sir
traffic control officiais.

g. ﬂﬂ\e maximum {aser projector cutput power will not exceed the level required to oblain the intsndad sifects.

h. %Thc projection system {i.e., the projector and all other companenis used fo produce the lighting effects) wik be securely mounted or immobilized to
prevent unintended movemant or misalignment. Beam masking will be provided as an inherent part of the system design to prevent overfilling of
acreens, beam stops, targsts, etc.

} Laser projectors will not be delivered to any other party under an agresmaent of sale, lease, or loan uhiess and until the raciplent demonsirates that
they have a variance in effact at the time of delivery that permits them to produics laser light shows inSorporating such projector(s).

J Xln addition to the requirements of 21 CFR 1040,10(h), the manufacturer of aser projactors/aystems will provide to parties who purchase, lsase, or
borrow the squipment, adequate users’ insiructions for safs instalfation and operation which expinin the responsibility of the recipient as an
independent light show manufacturer to submit the required reports and apply for snd obtain a variance from CDRH prior to introduction into
commerce of any laser light shows.

k. IR The requicements of 21 CFR 1002.30{a){$) and {2) will be accomplished through the use of written procedures for setup, slighment, testing, and
performance of each show, These procedures will be in sufficlent detsil to ensurs compliance with 21-CFR 1040.10, the condltions of this
varianos, and the conrol of access to radistion areas using the procedures described in the ANSIZ128.1 standerd for the safe use of lasers
{Amenican Nasonal Standards Inslitute, 1430 Broadway, New York, NY 10018} or any other equivalent user consensus standard and, whers
appiicabls, state or local requirements. Laser radiation aress which can contain radiation levels above the itmits specified In 21 CFR 1040.11{c)
will be clearly identified by the poating of warning signs and/or restricting access through physical nieans (slich as prassure swifches, pholo cells,
barriers, guards, sic.), Thess requirements apply to temporary sreas {such es during sef up and sligrment procedures) and te final or permanent
areas. The variance hokder will retain the records of thess procedures and the resuits of all tests as required by 21 CFR 1002.21. A copy of the
varisnce application, the approval letiar, current pracedures, and records relating to sach particular show will be with the operator of ofher
responsible individual and will be made avaitable for inspection by FDA and other responsibie authorities.
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3 W writien nothication will be made a8 early as possibie 10 appropriate Tederal, stete, and local aUThONNeS providing sShow Tinerary with dates
and locations clearly and completely identified, and a basic description of the proposed effscts including a statement of the maximum power
+  ouiput intended, Such notifications will be made, but not necessarily be limited, to:

(1) The Center for Devices and Radiological Heaith, Offica of Compliance (HF2-342), 2088 Gaither Road, Rockville, MD 20830, providing the
initis! and closing dates for fixed installations and the itinerary for mobite shows. in addition, urlass ali aspects of sach show have besn
reported and accession numbers clearly refersnced, each notice will include detajled descriptions of sach show and & listing of afl effects to
be performed in sufficient detail Yo confirm compliance with the reguiations and this variance.

{2) The Federal Aviation Administration (FAA) for any projections into opan alrspace at any time (i.a., intluding setup, alignment, rehearsals,
performances, efc.). If the FAA objects to uny laser affects, the objections will be resolved and any conditions requested by FAA will bs
adhered to. If these conditions cannot be met, the objectionsble affects will be defeted from the show

{33 State and local radiation contro} offices/agencies for ali shows to be performed within their jurisdictions. All requirements of state and locat
isw will be satisfied and any objections raised by local authoritios will be resolved or the effects deleted. (A /ist of faclerat and state offices is

)

available from the Centoer for Devices and Radiological Heaith upon request.}

14. REMARKS

CERTIFICATION e

{ CERTIFY that all of the above information and statements are true, complete, and correct to the best of my knowiedge and acknowledge that my variance
application may be denied or my variance may be revoked ¥ this appfication is found to be false, misleading or incorrect in any material way | have
submitted and will submit akl reports raquired by 21 CFR 1002.10 and 1002.11 on the laser squipment and show(a). | further underatand thst | may be
required by regulaion or by the Director, Center for Devices and Radiciogioal Health, to supply such other information as may be nacessary to evaluate and

act on this application.

15, SIGNATURE 18. NAME (Type or Prni) 97. TITLE

Ll |RICHARD L. KOPERMAK | pesidENT (+.T. P L)
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