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DEPARTMENT OF HEALTH AND HuMaN services | APPLICATION FOR A VARIANCE

[ —

Form Approved: OMB No. 0810-0025

Publle Heanh Service FROM 21 CFR 1 040.11 (c) FORA E:p‘m:'cn Pate: Novernbor 30, 2005
Food and Drug Adminktranan LASER LIGHT SHOW, DISPLAY, zoe: F; EQTB ; :: ;:aaa Statsment
~ OR DEVICE

NOTE: No iaser iight Show, projection systen, or dovice may vary from complianes with 21 CFR 1060.11(c) 1 dasigh o1 uEe wihout e approval of ths
spplicarnan in accordanee wih 21 CFR 10104,

INSTRUCTIONS
1 Cneck all applicable boxas and type of print tha 3 Ml your application 1ulhe Dockets Management Branch (HFA-805), Food ang
requested Intermation Dnig Administation, Rm 1081, 5630 Fishiers Lane, Rockville, MD 20852,
2 Subrut an ongmal and four (4) copies. 4. Ener docket pumber i assgned.

1. NAME OF COMPANY
8&

AMIAG MANS
{2 ADCAESS DF COMPANY (inguns ZIP Codp)(lf P.O Hox it used, ineiude aciunl Sireet RAOISS Jsp,)

2020 EL CERRITO PLAazA # /21 £ CERRITD, CA 94530
AME AND TITLE OF RESPONSIBLE PERSCN 4 TELEPHONE NO. (inciyde area code) g DATW
RYSSELL WwILCOK, tASER SYSTEMS ENGr, 510-6SB-9742 _LJVA 30,2004

B. THE APPLICANT REQUESTS THE VARIANCE TG BE IN EFFECT FORA PERICB OF _____Z YEARS FAOM THE DATE,OF ISSUE. (In
general, the Agency will tpprove & varlance tor anly Iwo years if alonger penod is raquasied, a justification mist ba arached as parn of the application. )
7 PRODUCT DESCRIPTION AND USE
a LiS1 NAME AND/OR MODEL NUMBER(S) FOR THE LASER UGHT SHOW(S) AND PROJECTOR(S)
VA X
' PRODUCT FOR WHICH A VARIANGE 1S REQUESTED T PROBUCT 18 INTENDED YO BE USED AT ANY ONE LOCATION |
0 Alase display device 7] Mors than 15 aays
& A projactar for a laser hght shpw ] Moro than 5 byt net ore INEMN 15 4ays  ~0
A iasag hght show ) Lees than 5days .l
[ omner (Sparciy) 8. TOUR IS INTENDED TO RUN FQR /
c. (0 PROJECTORS ARE INTENDED FOR SALE, LEASE. OR LOAN TO {J Mara man 8 months —
OTHER LASER LIGHT SHOW PRODUCERS 0 1-& moms
o. PAODUCT IS INTENDED FOR USE IN A [ Less thap one month o
{71 Planstanum of othar dams prejection sudture =& Notapplicable (N? a (owr) -
{Z Thaater 0 omer (Speaty) =
0 Hete/muolal baliroom of rmasting room n. PRODUCT UTILIZES THE FOLLOWING LASEH:EFFECTS
{5 Store gisplays ‘ O Front screen projections iy
7 Trage show or conventon o ) O Rear scresn prajections ] T 1
T [OJ Discemeque ernigntawe . T O relegrapnic displays =
O Pawyon [0 Mutple reflectieryafiraction enecs
[} indoor arena [ Audience scanning (Also includes scanming any accessible
(O outgoor arena - uncomrolied arsas)
1 Museum 71 Rejlectons fram ewauonary miners of mirrored
"] Cutdaar unencinsed area surfazes (Baam Matricas)
) Qrher (Bpecify) [0 Stauenary irradiation o rorating mirrer palls, efc.
o. PRODUCT 1S INTENDED TO BE WSED ) Seanning imradation of rotanng mirer pajis, ets
& Aronly one (Axeq)iccation [ Per oplic projactions
[J Ata vanety af {Tour) locations o Fag, smeke, of sihar seatienng anhancement sffecs
[ other (Speaty; K] Other (Specify) STATI oNARY BREAMS
B LASER RADRIATION LEVELS
LASER MEDIUM (Ar, He-Na, aic ) WAVE LENGTHS (nmj) - PEAK POWER (watts)

ANd: YAG 532 nim S w

[ 5 1F ANY LASER RADIATION 18 PULSED OR SCANNED GIVE THE PULSE DUBATION AND RATE AND SCANNING Fﬁ:o‘““uenm AND AMPLITUDE |
Q-SwiCHED LASERS AT SOns, A KHz REPRATE
10 BEASON FOR REQUESTING VARIANCE

Compllance with The iinuts of 21 CFR 1090.71(2) weuld reatrict the infendesd use af 1B Proguct bacauwse compilance wouk!
IimR ihe output powsr to s exlent Mat The dasiad effects wowld nel be suthoisntly Visible

O Qsher or saditional sxplanarion (Specify

FORM FDA 8147 (12/00) PREVIOUS EDITION IS OBSOLETE PAGE 1 OF 4 PAGES
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TTRANNER TN WHCH T 18 FROPOSED TG DEVIATE FROM THE REQUIREMENTS OF THE APPLICABLE STANDARD

“WR] it s propesed te daviate from the grovisions of 21 CFR 1040.17(¢) In that the accessible emissian leve] wauld sxcand the
scowssibls emission imits specifisd in 21 CFR 1040 11(c).

T It s proposad ta deviate from the pravisions of 21 CFR 10401 1(c) as toliows:

12 ADVANTAGES 7O BE DERIVED FROM SUCH DEVIATION

WP Laser hignt shows and displays ares accepted popular medid in enteranment and the Az Use of puwer levels in exeass
of Ine {IMiEs mpodsed by 21 CFR 1030 11(8) 1S agcesaary 1o achisve 1ha required effects in thess madia,

] Otner or mdaitonal savantages (gsccribe and sxpiam)

13, EXPLAIN THE ALTERNATE MEANS OF RADIATION PROTECTION TC BE PROVIDED. (Check a5 many poxss &s apply. in ltem 18 "Remerks.”
Justity any boxes riof checked, using adaiional sheels as nacesssry. Slale ary omer maans pf radialion prorection thst i ba useq.)

N Alllssar proguets, sysiems, Shows, and projBstars will be sanfiad ta comply win 21 CFR 1040.70 and the conditons of Wiz varianre and wil
b6 reporied as required by 21 CRR 1002 10 AND 1002 11 using the reporting guldes providen for such purpose Thase sgtons will ba
aceomplished pnoy ta any infradueten ine commercs.

\E) Eftocts nor specifically indleated In this vanance applicanah wil not be performed. No othpr effects will bs adden unlil an amencment o the
vananca has besh oblained and the raquired rspefis or supplements, as upplicadle. have besh submillud.

o™ Scanning, projectan, or reflaciion of laser and eollalers) radiaton (Light aow radistion) ino Budiencs or othar actessible unconrofied areas
wiil hor ba pyrmined except for dituss 1aflectons produced by the almesphers, Added armospherc scatlanng media. and largel scresns

d\E] Laser ragiaton laveisin excess of the limirs of Clasy | witl not be permitted st any poinliess than 9.0 matars abovs any swiface wpon which
prrsons other than oparalers, pertarmers, of amployees are permited %o stand of 2 § maters balow or jn laleral separation from any piacs
whe!® such persons are parmilted tw bs. Opevalors, performers. ans employees wil rot be requlfsd o7 allowed o view radiation above e
unuts of Cless | or be exposady to radiatdon above the imits spectied in 21 CFR 1040 11(g).

a Ej Any proauct which refies on scapning 10 mest aioess, expasure, or product clacs jimils will Ncperate | seanning safeﬂuam systom which
dieclly senses scannar molion ang which will raact fast enough o preciude exceeding the sppizable imit.

f\_] Al laser Hgnt shows shail B8 under the direct and personal contral of trainey, enmpeIEnT operatar(s). The aperagar(s} waik

11y Bs @RBWiployee &f the Varfance holder whd will &e respansipre forthe ralnng and the conduct of the-operiter- - - -
{2) Be locared whers all béamn palhs tan be difecty absarvad alall imes; and

(3) immegiately Ierrmnate e emiscion of ignt shew radialion Inthe event of any uhsale condition; or, fof QUIINCE SNOWE, WPSN regUEST
by any aif traflic control officials.

g\EI Tha maxmum laser projactor oulput powsr will not sxceed the javal requied to obian the intangéd effects.

A1 The projection System (1.e., the projecior and &ff Siher Components usad fo produce the lighbng effects) wili pe securely maunted or
immobllizeq 10 prevent upiniBNed movement or misalighment. Beam masking will be provided as an inheorem perl of the system design {0
prevent overtiling of screans, baarmn stops, Lrgats, ale.

\ﬂ LASE! projactals will not be deiivared ta any othel paty under an agreement of s3lk, 1ase, of joan unless and unlil the racipiant demionsnaes
tnas they have 4 variance ' aftecy sl the ume of dallvery that peymis them to preduce laser hght shows Incorparating such pru)aetm(s)

N-A.
i [D In asdilion 1o The requirements of 21 CFR 1390, 10(n}, the manulacturer of Inser projectors/systeme will provial I parties who pulchase, lepse,

af boffow the aquipmant, adaquéla usars’ insiuctions far safe installanion and cperalion wiich eplein the rasponsibiky of the recipient as an

indespandeans hght Fhow manutacturer to submit tha fequirad repors and apply for And ebtaln a vanance from CDRH puor to inttodustion into
commorce of any laser light shews

n\ﬁ The requirsmsnts ot -21 CFA 1002, 30(&)(1 ) and (2) will ke accomplishad through the uke of wiitlen procedlites for setup, ANgRTENT, ST
and pertormants of 8ach show. These procsduiss will ba In suificent aetai o ansure comphanca witn 21 CFR 1040 10, the cohanions af s
valiance. and the cengol of access lo radiation aleas using the pfocedures descrived In e ANSIZ138,1 mandard for 1N £818 use of |3sers
(American National Standards Instituts, 1430 Broadway, New York, NY 10018} ot sny othel equivalent user consensus standard and, where
applicable. state of locyl raquiremens. Laser radiation arews which can contain radistion jeveis sbova the imis spacitied in 21 CFR 1040.11(¢)
will pe aeary jaantified py the pasting of werming signs and/sr rastricting access Mfough physical Means (swch B pVessuia SWRCHES, pnota
eels, hamers, guards, ece,). These raguitements apply 10 Iemporary areas (Such as during sel up and alignmen! proceddrss) any to final or
permanant araas The vananca holder will retain the records of these procedures and The results of ali tests as required oy 21 CFR 1002.31.A
eopy of tne varlance applicalion, the approval isflef, Cullant Proceduraes, And rBcords refeting 1o e3on particuiar chow will Ba with The Speralsr
o FIher reeponseia individeal and wii be made avalanie for mepection by FDA and ather rasponsibie aulhantise.
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18] advance wrinen ﬁo:ih:aﬂnn will be mada a= aarly as possibiu (o apprepriale fedeéral, Rtate, andlocal autharies providing shew linsrary witn
- geles and locanons clearly and eampietely idantiliag, ang & basic gescripten of the proposad sfiacis incliding & statament of ths mMaximum
pawer QU fended, Such nodfications will be made, bul nek necessarly ke imtad, 1o

{1) The Comer 1or Devices and Regiclegical Health, Oifics of Comphance (HFZ-342), 2098 Gaimer Road, Rockwilia, MD 20850 providing the
Initial and closing dates iorvuxad instalianonus anhd the Wnerary (of mobiie shows. 1h addnon. uniass all aspects of each show have been
rapoOnad dng ASCRSSION nuMbels dearly referancad, sacn nolice will inciude detalisd dascriptions of sach show ana a listing of 3l eltecxs 10
be parfarmad in sufficisnt datail 1 contirm camphanse with tne regulationz snd this variance,

(2) Tne Feaeral Avialion Admnistranion (FAA) for any projections INto open aifspaca at eny me (i e., Incluoing sef up, alignment, rehearsajs,
pertarmances, ete.) It the FAA opjacts 16 any lseer alfscts the ohjactions will be re<olved ANl any condriens requesied by FAA wili ba
wminersd 1o, £ thase condilions cannal be met, the objecnionabie sffects will b2 aeistad ram the show

(3) Srale and local radiation cantrol offices/agensies tor &) shows 10 b perlarmad within ther [urisdlqions Al requirements of swre and jecal
Jaw will be eatisied and any objectians raised by lreal authennes will be tesojved g1 e offects delated (A Me? of lederal and siate ofices 1s
avalapie rom the Cumer forDevicas and Aadiolagical Meann wpon raquest )

14 REMARKS

CERTIFICATION

1 CERTIFY that all of the apove mniarmanph and ststamants are rus, complets, and cotrect 1o the bast of my knewedge and acknowedgs that
my vargncs appiestion may be genled of my valance may be revokan if his application 1§ found to be false, misieasng or Incopect in any
matsnal way. | have submiies and will submit all repans requifed by 271 CFR 1002.10 and 1002.11 of the laser equipment ana 2now(s). |

urthar unasrgtand hal | May b required Py rsgulation of by ha Directer, Cener for Devices and Radialogicsl Haalth, o supply such other
Informalion 2& may Ps Necarnary 10 Svaiuats Bne ASt on s apphcaton

15, SIGNSSURE 143. NAME (Type or Prnt} 17 MTLE
/ﬁmﬂ( |RUSSELL K. wilCOK | LASER SYSTEMS EAGINEES
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