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DEPARTMENT OF HEALTH AND HUMAN SERVI
Food and Drug Admmtstratlon S

APPLICATION FOR A VARIANCE
FROM 21 CFR'1040.11(c) FORA
LASER LIGHT snow DISPLAY

FOR A VAR,

[ANCE | Form Approved: OMB No. 0910-0025
Expiratian Date: December 31, 2006
See Page 4 for OMB Statement.

DOCKET NUMBER

NOTE: No laser light show projection sy temn, or d
application in acoordance with' 21 CFR 101

1. Check all applicable boxes anf,type or print the
requested information. C ’
2 Submit an original and four (4) copies,

73, Mail your ‘application tothe Docl“<

“Diig Administration, Rm 1067, g“ééﬁ f‘ﬁshers Lane,
nter docket number uf assrgned

,i":’; 3% } f {
nbh (HFA 305) Food and
ockville, MD 20852,

T_NAME OF COMPANY TR
tel & Casino

|_____Luxor Hot
3 ADDRESS OF COMPANY (Include zuD Cnde)(lf P.O. Boxr

TS DITEOF 'éﬁaj\m'ss'{oN'

f See Addendum 2 -

b. PRODUCT FOR WHICH A VARIANCE fS REQUESTED
D A laser display devnce
- [] Aprojector fora !aser light show ) /,
X Ataser fight show
E] other (spécify)_____ N

c. 1 PROJECTORS ARE INTENDED FOR SALE, LEASE fcsR ‘l‘.”OAN“’fo
OTHER LASER LIGHT SHOW PRODUCERS™ ™~

d. PRODUCT IS 1NTENDED FOR UsE INA
£ Pranetarium or other dome projection structure
[} Theater
[ Hotel/mote! ballroqm or meeting room
E] Store displays T
D Trade show or convenﬁoh ‘
[ Discotheque or mght club
1 Pavilion
] indoor arena
[T outdoor arena
[ Museum »
£ outdoor unenclosed area ‘
1 other (Specify)_ o

e. PRODUCT IS INTENDED TO BTE USED
1 At only one (Fixéd) | location e
{71 At a variety of (Tour) iacations ™
[, Other (Specity)

bootoas

e i

[ 1-6 months”

] other {(Specify)

B

p 3 More than 15 days o
O More than 5 but not hore

[ tess than 5 days i
g TOUR IS INTENDED TORUN FOR
£ More than 6 months

Ua DN

[ Less than one month
I Not applicable (Not a tour}

LEEIN

& Audlem:wgscanmng (#
uncantrolled areas)

h. PRODUCT UTILIZES ‘THE" r-dLL’cwiNG LASER Eﬁ:Eé CH
£ Front screen pro;ectsons ’ A
[ Rear screen pmjectnons ’
3 Holagraphic dis

plays

3 Srataonary lrradnataon of rotating mHTOf balis, etc.
1 Scannmg rrrad;ahon of rotahng mirror baiis efc.
Fiber optic prcuecnons " )
Fog, smoke, or other scattermg en

Other (Spec:f}BierZO all;ﬁcanned.radatlon aljove

; R RADIATION LEVELS _

0 T3 mqters
LASER MEDIUM {Ar, He-Ne, etc.) WAVE LENGTHS (hm) ) PEAK POWER (watts)
White Light 457.9 nm to 514.5 nm 10 watts
White Light . 1457.9 nm to 514:5 om | 10 watss _
9. IF ANY LASER RADIATION (S PU'LSE)D'E)R“S(CANNED GIVE THE PULSE DURAT!ON AND RATE AND SCANNING FREQUENCY AND AMPLITUDE

10. REASON FOR REQUESTING VARIANCE —

Compliance with the limits of 21 CF R 1040, A1{e) wou}cl r\
limit the outpat pbw&r tothe ex“tenf that the' desured @

) otheror addutronal explanaticn (Spec:fy) —

FORM FDA 3147 (1203)

S04V, oaxs’

A g 2




ttis proposed 16 deviate fiom the provisions of“21 cF 1
accessible emission umits spemﬁed in 21 CFR ’f"MO 1 1(c)

12. ADVANTAGES TO BE BDERIVED FROM SUGH oevwnow T

Laser light shows and displays are accepted popular medna m entenamment and the arts Use of power levels i exoess o
“of the Timits’ nmp ed by 21 CFR 1046 11{c) Is necessary to ac  the . )

3 other ar addztlonat advantages {descnbe and explam)

Sl

13. EXPLAIN THE ALTERNATE MEANS OF RADIATION PROTECT!ON TO EIE PROVI ny boxes as‘apply In item 14 "Remarks
Justify any boxes not' checked Using addmo sheets a8 necessary Slate any other means of radigtion protection that wilf be used.)

\ ety

a. m All laser pmducis systems shows and pro;ectors “will be oertzt' d to compty cOony ons of thns vari ance and wrli
be reported as required by 21 CFR 1002.10 AND 1002711 using the repomng guzdes pmvnded fcc such purpcse Tﬁese acttons wu(( be
accomplished prior to any infroduction into commerce o . . - . S e e

b, E Effects not specifically indicatsd i in thrs variance apphcahon will riot be perform
variance has been obtamed and the requ:red reports or" su;:p!ements as apphca

o K Scanning, projection, or reﬂectcon of faser “nd collateral mo“ta:ron (Lightshow radia c n) ke au \le
wilf not be permrtted except for diffuse reﬂecnons produced by the atiosphere, ad

d. B Laser radiation Jevels in excess of the hmits of C!ass t will not be permitia ny pointl
persons other than operators, performers, or employees are petinitted fo stand or 2.5 m
whers such persons are pérmitied to be. Operators performers, and employees wul! tgg reqmred or altcwad fo Yview radiation above the
fimits of Class | orba exposed to radi % specified in 21 CFR1040.71(c).”

Qé £ Any product which refies on scznmng v maet access, exgosur p S its will mcorporqte ascanmng safeétzard system whxch
\J durectly senses scénnér mpﬁan and wh dact ' a phcabie it o

panents used to produce the hghimg effacts) witl be securely mounted or

K The projection system (i.., the projector and alf
vvded asan mherent part of the system des:gn to

immobllized to prevent unmtended movement otmlsahgnmem Beam maskmg will be pro
prevent overfilling of screans beam stops targets elc )

i. B Laser projactors will not be dellvered fo any other party Gnder an agteement of sa(e,

tease 'or joan’ unless and urm!  the recipient demonstrates
that they have a vavtanc:e in effect at tha txme of dal‘very that permtts them to producei f light's

corporating such pro]ecmr(s)

ser :prqectors/systems will provide to paities who purchase teasa
nd operation which explain the respanstbxmy of the recipient as an
m CDRH prior to introduction into

j. ﬁ'ln addition to the requiremerits of 21 CFR 1040.10(h), e“’manutéétu
or borrow the equipment, adequate vsers’ insiriictions for safe istallation 4
independent fight show manufacturer to submit tha requnred reporfs and app?}' for and obtam a varia
commerce of any laser Tight shows

K. MThe requisemants of 21 CFR 1002, 30(3)( 1 and (2 will ‘accomplished through the use of written pr:cedures for sefup, alignment, testing,
and performance of each show. These procedures will bé in sufficient detdil to erstire tompliance with 21 CER 1040.10, the conditiohs of this
variance, and the cantrol of access to radratccn areas u$nng the | procedures described in the ANSIZA3671 skandard for the safe use of lasers
{American National Standards Instiute, 143 way, New York, NV 1001) of any other equivafent usar consensus standard and, where
applicable, state or Iocat requlraments Laser radta iori arehs wtnch can contain rad:atnon ievels aboqa \ﬂhmlts specﬁ‘ed in' 21 CFR 7040.11(c)
wili be clearly ldentnﬁed by the posting of waming § sigi s ‘andjor resmchng Access through physical means {such as pressure switches, photo
cells, barriers, guards 8te.). These requirements apply fo temporary Sreas (such as during set up and al:gnmenr procedures) and to final or
permanént areas. The va ince holder will retain the records of these procédures and e results of a!f tests as required by 21 CFR11002.31. A
copy of the variance app ation, the approval leter, “cuffe it proceduras, and records relating g to each particular show will be with the operator
of other responsible’ mdwndual and will be made avgilable j inspection By FDA and other| responisible authorities,

FORM FDA 3147 (12/03)




¢ y as possm)e o

pfetely 16 trﬁed anda bz

Sueh notifications will be n

(1) The Center for Devices and Radislogical Healt
" thafand closing dates for fixed mstaf!atm

reported and ‘accession nurnﬁem clearfy

be perfarmed in sufﬁuent deta:’i

(2) The Federal Aviation Administration
performances, etc.). If the FAA obje
adhered io. if these conaltlons canp

appropnate fedeml state, and local authonﬂes provzéfn
asfc descrtptccn of the proposed effecls mdudmg a statement
ot neoessariiy be lnmrted fo; B
Ofﬁce of Comp]iance
ns and the )rlmerary for mohile shows In ad
referenoed each notice will mciude,deta
10 conﬁrm complfance wnh ”be regula

- power outpux Manded

(FAA) for any pro;ectccns mto opeﬁ atrspace at any time (’ ie., mclud’ ing set up, al‘gnment, rehea?sals

cts ta any laser effects, the objecti s will be resalved and any oondmons requ

ot be met, the ohject anabie effacts wﬂl be de efed

(3) State and local rad;abon‘comm offices/ gencies “for all sh ‘
law will be satxsﬁed and any

objections raised by ,
T rhq Cenler for Dewces and F?adloiogfcal Ffsa?ﬁv upan

i i ci:ons
“‘, be resolved orthe effééts dete(ed
3]

14, REMARKS

o mw« w\

‘,,w

s et B

| CERTIFY that alf of the above mfotrpgfion a
miy’ variance application may be den ied o

fmy knowledge and acknow]edge that
e faise, mis leading or thcorrect in any

4
material Way. | have$u ’Erypﬁed and_will submit all r
further understand ifiat T

e laser equipment and ‘show(s). |
vcal ‘?—Ieam’: to supply such other

show itinerary with
of the maximum

0850, E> g
| aspacts of eadﬁ show have been
plianis o ach show and a hsﬁng of alf effects to

ested by FAA viill be

AFI requirements of state and Jocal
! (2& Im of fedéral and stale offices is
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