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APPLICATION FOR A VARIANCE | Fum Avnuws. Gif fiu. 53130025
DEPAHTMENT OF HEALTH aND Human services | FROM 21 CFR 1040.11(c) Fgg A | Evpirstion Dale: Decamhar 31, 2006
FARITMET 4 T SRR TR indgh -_........, - pvhl vl Bea Pagu § Tor OMB Swterent,
Food und Dug Administration LASER LIGHT SHOW, ﬁig? Y, IOSCKET NOMBER
OR DEVICE
NOTE: Ne laser fight show, projection system, o devica may vary from compliancs with 21 CFR 1080.71(c) In’ design or use without the approvat of this
application in sccordance with 21 CFR 10104,
' INSTRI IONS
1. Check all applicable boxes and type or prin the ‘ 3. Mail your applicaiion fo the Dockets Management Brarch (HFA-305), Feod and
racpnatad infrrmation Nnsn Adminicirafing, Bm 10R1, RRAIN rmﬁm 1 ans, Ronkville, M Z0R&2
2. Submit an ongingl and four (4) copies, 4. Enter docket number if assigned.
1. NAﬁE OF COMPANY ’
{__Fascination LASER SYSTEMS
Z, ADDRESS OF COMPANY {Include 2IF Code){If P. O Box is Used, Inciuda attual s0601 800TE6S alaa H
4540 SE 8Th St. Qcala, Florida 3471-3258 .
3. NAME ANO Ti OF RESFONSIELE PERSON 4. TELEﬁHQNE ‘NO. lmcluda area. cxde) ] B. DATE OF SUBMISSION
Chris Livingston, Prasident {352) 5984863 \ | ouzoi2008
6. THE APPLICANT REQUESTS THE VARIANCE TO BE IN EFFECT FORA PERIOD OF ______ 2 YEARS FROM THE DATE OF ISBUE. (in
Yurmiai, i Ayeinsy witl appiowe o vayinnice i widy iwe yraw.s. I o longen porasd i Yol i, o ""1 frace i by ailendie wu g€ OF° line sppikasiion.j
7. PRODUCT DESCRIPTION AND USE '

@, LiS] NAME ANDIOK MUDEL NUMBER(S) FUK THE LASER uéﬁ’f SHo w@; ANLY PH= u.t&u’ CTOR(S)
"Mixed Media Pm;echonlmm-admn Laser Shew” Using. Fascination Projector Modet: FLS-A1 & AV-Imagineering Projector Moded; S408

b, PRODUCT FORWHIGH A VARIANCE 15 REGUESTED ‘ T PRODUCT 1S INTENDED T0 BE USED AT ANY ONE LOCATION
EJ A tasor display davice ore than 15 days
A projacior for & isser Hght shaw “fwum ihary 5 but nwl tnore e 935 days
&A laser light show *Le.ss than & days
3 Siirer (Sprciivi VR S INTENDED TO RUN FOR
c. £3 PROJECTORS ARE INTENDED FOR SALE, LEAsE, OR LOAN TO MMore than 6 months
GTHER LASER LIGHT SHOW PRODUCERS .G rrﬁ;?ﬁ‘.a
d. PRODUGT IS INTENDED FOR USE iN A than one month
lanetanium or othor domc prejaction stastins E3 tiot applivabls (Not & tous)
hester [3 Othar (Specify)
Hotelimote! balioam o mesting room 5 PRODUCT UTHIZES THE FOLLOWING LABER SRFECTS
Store displays ‘ ront screen projections
Trade show or conventinn Boar sorean pmjectins
scnthegue or night club E3 Holographic displays
£ Paviiion 3 Muttipna reflention/diffraction efiects
door srena [ Audiencs scanning (Also. indludes scanning any accessibls
Thikdimar arans vnconfroller arass),
useum / £ Reflectians from stationary mimors ar mirored
£ outdoor unendosed mien auifacis {Bepm Medricos)
Orher (Specify) 3 stationary iradiation of rotating mirror balls, etc,
e, PRODUCT IS INTENDED TO BE USED ] Scanning irradiation of rotating mircor balls, ete,
K3 At only one (Fixed) location  Piber optic projections
t 8 varety of [Touwr) lacations > 3. smoke, of other scalterdng enhancamant effects
3 other (Specity) EJ other (spsciny
R LASER RADIATION LEVELS j
LASER MEDIUM (Ar, Ha-Nag, aiv.} WAVE LENGTHS (hm) PEAK POWER (warls)
A 1K, OF ATIST Miked Bas A05-676nM 40Walts
DPSS 454-87iniM iSWans
Copper Vapor §11,578nMi . / 1 5VValis
‘mﬁm@ﬁw ~GWE TRE PULSE BU "AND SCANKING FREGUENGY AND AWPLITUSE ]

Seannad: DC-10KHz
Amplitude: 40 Deg Mechanical, 80Deg Opfical |
Pulsext; (Copper Vapor Only) 10-15KHz
T0. REASON FOR REQUESTING VARIANGE
Z1 Compliance with the limits of 21 CFR 1040.41(s) would rasuict the intended use of the product bacause complisnce would
limit the output pawer o the extant thatk the ﬂwimd effects would not be suffidently visitdo -

£ Other or addilional explanation {Spscify),
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. f-‘.A?-‘!‘-‘ER B WHICH IT 18 PROMOSED 76 DEVIATE FROM THE REQUIREMENTE OF THE APBLICASLE S?n"-ﬂf-\.‘lﬂ

3 1t is proposed to devigte from the provisiong of 21 CFR 1040,11(c) In that the aceassible amission lavel waukd axcaed the
accessible smission limits specifiad in 24 CFR 1040.17lc).

F] it is proposed to deviate fiom the provisions of 21 CFR 1040.71(c) s follows:

{!
15 ADVANTAGES 70, BE PDRRIVED FROM SLEH FEVIATION

B Laser light shows and displays sre accepted pop\ﬂar media I ententalnment and the arls. Use of power levels in excess
of the Imits Impased by 21 CFR 1040.11(c) s necessary to achieve the roguired effocts in these mediz.

E] other or additonal advantages (describe amd explain).

13. EXPLAIN THE ALTERNATE MEANS OF RADIATION: PROTECTION TO BE! PROVIDED. ({Chack as many boxes as epply. In #am 14 "Remaris,”
Justify any boxes not chocked, using sdditions! shoats s negessary. State any other means of radistion protacton that will be used,)

a, B¥ Al laser products, systems, shaws, and projectors will be camified ta comply with 21 CFR 040,10 and the conditions of this variance and wilf
Da reported as required by 21 CFR 1002.10 AND 1002.11 using the reporting guldes provided for such purpcse. These actions will be
accomplished prior to any introduction ints commeree, -

b. Bl Effects not specifically ingicated in this varianse applicalion will not be perfonmed. Nu other effects will he added until an amengment to the
varianca has bean obtained and the required repons orwpplemen!s a5 applicable, have baen submilted,

o. 7l Scaming, projection, or reflection of laser and ml.la!sra! radiation (Light show radiation) Into audience of otfier accessible unconlrolled areas
will not be penmitted except for diffuss reflacticns prodiced by the atmosphere, added atmospherié scattering media, and migst scrosns.

d. k&) Lager radistion levels in excess of the limils of Clags | will nat be parmiﬂod at any pnini' less than 3.0 memrs above any surface upon which
petsons oliler Han operalons, perioniun, ur smpivywss ane psrhilied o sisod Or &5 msiens e or it iaisei separalion [mm ay piscs
where such persons are permittsd to be. - Omrunrs pafistmers, and amployees will not be reguired or auowed 2 view radiation above the
limiis of Class | or be exposed 1o radiation abave the imiis specified In 21 CFR 1010, THS .

€. &1 Any product which relias an scanning to meet access, gxposura, or product clgss limits: win Incarpora{a a scanning safeguard systerm which
dirgotly sonzon soonner moton and which will vaset fozt aneegh in preclude exceeding B *f:::limb!e rsit,

f. &3 All taser fight shows shall be under the direct and personal contol of trained, compstent operator(s), The operawr(s) will
{1) Be an employee of the variance holderwha will be mqﬁonsible forthe fralning and the conduct of the operater;
(2) Be located where afl beam paths can b di‘raz:tly observaed gt all imes; and

(3) lmmedla’taly terminate the emission of Ibht show radiation in the event of any unsafe cendition: or, for autdgor shaws, upon request
by any ai traffic tottrol officiale.

g. B} The meximum laser prajector output powsr will not axceed the level reauired o ohtaln the intended effects.

. B The projection system fi.e., the projector and alf other companents vssd o producs the lighting effects) will be securely mounted or
nminobliizad to pravent uniniended movement or miaslignment. Baam masking wil be provided as an inherent part of the system design iv
prevent overfifling of screens, beam stops, targets, stc.

i. [} Laser projectors will not be dellverad to any cther paty Under an agreement of sale, lease, or laan unless and until the reciplent demonstmates
that they have a variance in effect at the time of defivery thatpermits them to producs Iaser fight shows incorporsting such prajecton(s).

2 in addition ln tha requirements of 21 CFR 1040.10(h), the manufar:tumr oflaser projeciors/systamis will pravide to parties who purchase. lease.
o borrow the aquipmsnt, adeguate users’ instrisdions for safe insaliation und operaion wivich saqaaR 16 71 aamsiw‘y of the reciplent 55 an
independant light show manufacturer to submit the required raports and spply for an&nbtain s varance fram CORH prior o infrodudtion jno
commerce of any faser lght shnwa

k. El The requiternents af 21 CFR 1002.30(a)(1) and (2) will be se=omplished thiough the use of written procadurss for setup, alignment, testing.
and potfonmance of each shew Thess prosodures will be In sufficlent detad & owturs a.-.—;:s‘.-.:‘.w with 21 CER 1040,10, the sonditions of this
varisrice, and the control of access to radiation mess using the procedures described inthe ANSIZI36.1 standard for the safe use of lasers
(Ameticarn National Standards Insthum, 1430 Biroadway, Néew York, MY 10018) or any ather equivalent ssr consensus standard and, where
appiicabie, siale of iocal requirements. Laser rddiation areas which can contain mdiafion ievels above the fimirs specified in 2i CFR 1040.11(c)
willbe claarly idsnilified by the posting of waming signs andior restricting access through physical means (sdch as pressure switches, pholo
oolfs, Darfers, guards, eth These requirernénis apply te tarnporary sreas [such as during-set up and slignment procedures) and to fins! or
permanent areas. Tha variance holder will retain the recurds of these prosedures and the maults of alftests as requirad by 21 CFR 1002,31. A
copy uf the wasiance application, the approval istter, current procedures, and records relating i each partcular show will be with the opermtar
ar othsr arponsible individoal and witl ba mode susilahle feir Inapartitn hy FRA and nthar mspansibla aisthnrities
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i. &3 Advances wriiten notiiication will be made ag aarlyas pnsalhm o appropriate federai, siate, ! ana focxi auinprms providing shaw itinerary with
dates and lacations clsady and completely identfied. anda basic description of the proposed effects including 2 statement of the maximum
power oulpul intended. Such notifications wifl be made, but net necesss:ily ¢ Bmited, to;

(1) The Center for Devices and Radmhgical Haalth, Office of Complinnes (MFZ-342), 2098 Gaither Rasd, Rackvills, MD 20850, providing the
Inftal and closing dates forfixed instaliations and e itherary formoblle shows. in agdition, unlsse it aspects of sach shaw have bean
reported and accassion numbers clearly referenced, sach notice will incinde detailed dsw!pﬁuns of each shiow and a listing of all effects to
be performed in sufficient detall 1o confirm compliance Wit the regulations and this wmama

{2) The Federal Aviaticn Adminisiration (FAA) for any projections into open aitspacaat any‘nme {ie. mc@udtng 8at up, efignment, rahearsals,

, the objections wili bé resolved and any eoriditions fequested by FAA will be

potformances, awc). If the FAR abjects te any laser
adhered lo. If these condilions cannot be met, the nblsvhunab!s effects will be deleted from the show

(3) State and local radiation control aﬁceslagan;:ﬂss forall shows o be. within their mnsainﬁans, Al requ-remenls of state and local
law will ba satisfied and any cbjections raised by jocal autiarities will be rbscived of the effects deleted. (A st of foderal and sista offices is
available from the Center forDevicas and Radiologios! Health upoo request)

14. REMARKS

o _CERTIFICATION

1 CFRTIFY that all nf tha abrve e tion and sistaments e mm romplate,ann carract to tha hast of my knnmladnn =nd arkanwdsrige that
my variance application may be denied or my variance ray be revoked If this application is found to be lalsa. mlsleadlng or ingorrect in any
materlal way, | have submitted and will submit sl repans raguired ty 21 CFR 1002.10 and 1002.11 on the lasar equipmant and shuw(s) }
furiher wndersiand that | may- be rsquirsd- by reguistion or by e Diswor, Tantsr & Davieas ani Ra%&i%hﬁl Heahh. o supply such olbsr
information a3 may be necessary to evaluate and act 6n This applicatian.

16. NAKAL (1 ype or Printj 1T e

195, BIGNAIURE
Chrls Livingston V President
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FubdE vepa Hing barden for s tolipvitun of informmtion i3 citidied v averaps .5 DOWE pai (68pouse, wsnding te ke
for teviewing insumctions, searching existing data sources, gatheting and maimmmg the data neodad, and completing
reviewing the collection of information. Send comments segarding this burden cstimate or any other nspect of this collection of
information, inchding suggestions fur mdm:msz this burden to

Food and Drug Administration
CPRH (HFZ-342)

2094 Gaither Road

Rockville, MD 20850

An agency may poi conduct or sponyor, and a person. Is not required fo respond fo, a colieclion of ipszmatzan unleys it displays
a eurvently valid OMB vostrol mmber. -
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