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DEPARTMENT OF HSALTH AND HUMAN SERVICES
Publi¢ Heaith Service
Food ang Q;ug Adminstraton

APPLICATION FOR A VARIANCE [ Form approvea: OmB g, 0910-0025
FROM 21 CFR 1040.11(c) FOR A | S o o it
LASER LIGHT SHOW, DISPLAY., |ssaernomeer—

OR DEVICE .

applicanon in accardanes with 21 CFR 1010.4.

NOTE. No1aser hght sShow, projecton system. or device may vary from compihance with 21 CFR 1040.11(c) in design oF use wilhout the approval of this

1 Cneck aiapphcable poxes and type of pnnt the
raquested informanon.
2 Submur an onigindl and towr {4) COPIES,

INSTRUCTIONS
3 Mail your appheation 0 the Dockeis Mapagermnent Branch (nFA-SGS) Food and
Drag Administraton, Rm 1081, 3630 Fishers Lane, Rockwille, MD; 20352
4. Enter gocker number f assigned 98

6 THE APPLICANT REQUES E VAR

u..nm)/'*f ) \(‘Ww

iy U’V! JUD K L
5. DATE Of SUBMISSION

general, the Agency will approve a vanancs IS only two years. If 8 longer period 1s requested. 8 usthicaton muslpe anacned ag pan of the apphcalon )

PRODUCT DESCRIFTION AND USE

7
se Sie
%, PRODUCT FOR wiRiCr A VARIANCE 1S REQUESTE
T O Alaser aisplay device

[0 A projector tor @ laser ight show
B A 1aser hght show
{1 Oter (Specity)

a LIST NAME AND/OR MODEL NUMBER(S) FOR THE LASER LIGHT SHOW(S) AND PROJECTOR(S)

aQsSe
I PRODUCT 15 INTENDED TO BE USED AT ANY ONE LOCATION

B More nan 15 days
) more than 5 bul not more than 15 aays
{7 Less than 5 days

OTHER LASER LIGHT SHOW PRODUCERS

d PRODUCT I8 INTENDED FORWSE IN A
B Planetarum or olhar dome projection structure
[ Theater
[0 Hotelmorel balircom or meeung ream
[ Store aisplays
[T Trade show oF convenwen
£ Pacothegque or might club
71 Pavilon
] indocr arena
() Outgoor arena
] Museumn
[ Culuoor unenciosed area
[ Omer (Specrty)

c [0 PROJECTORS ARE INTENDED FOR SALE, LEASE, OR LOAN TO 3 More than € menths

R 1-86 montha
[J Less than gpe

O Augisnce scanmnd\GsB nciudas scanming any acCessibiy
unconirolled areas)

[ Reflecuons lrom s2auonary myTors oF mirrered
surfaces (Beam matnces)

[0 swutiopary irraganen of rotaung minier balls, et

e. PRODUCT IS INTENDED TO BE USED
G Atonly one (Fixed) location
[0 At a vanesy of (Tour) locatiens
3 orner (Specify)

{3 Scannming irradanon of rotatng mirrer bails, et

{7} Fibar eptic projsctions

[T Fog, smoke, or other scawenng enhencamant effects
1 Other (Specify)

_LASER RADIATION LEVELS

LASER MEDIUM (Ar, He-Na, etc)

WAVE LENGTHS (nm) PEAK POWER (walts)

457 - €756 203 mls

X /s

9. IF ANY LASER RADIATION 1S PULSED OR SCANNED,

GIVE THE PULSE DURATION AND RATE AND SCANNING FREQUEr:qY AND AMPLITUDE

DMG{

CQmpnance wish the hmiky of 21 CFR 1040 13(<)

{7 Other or wdaiional expianation (Specify)

|_SCan _rafe 30000 frz, emplitxde ¢02
10 REASON FOR REQUESTING VARIANC

wOuld résicY The ntended usc of The Product betause Comphanss would
hrmx e oulpul power 10 the extent that the desired effects would nat be sufficiently visible L%: !5' 2

FORM FDA 3147 (12/00)

2004 U~009 é

PREVIOUS EDITION IS OBSOLETE PAGE 1 bﬂ‘m&sss

Uivewd by £ Wodia ATsauE a8 434 BF

7




Mar=D3-D4 08:1§ From= T-B60 P.03/13 F-83D

11. MANNER IN WEisis |T |$ PROPOSED TO DEVIATE FROM THE REQUIREMENTS OF THE APPLICABLE STANDARD

8¢ 1115 proposed 1o deviale from Ihe provisions of 21 CFR 1040 11(c) i thal ihe accessible emission fevel would excead the
accsssiple enission imins speaifiad in 27 CFR 1040 11(c).
L]

7] it1s propessa [oaeviate from the provssions of 21 CFR 1940 11(c) as follows

12 ADVANTAGES TO BE DERIVED FROM SUCH DEVIATION

B Laser ight shows and displays are accepiad popular media in enisnanment and e ans. Use of power lovels in excess
of the limits imposed by 21 CFR 1040 11(2) 18 necessary 10 achieve the raguired effects in thess meda

(] Omer or.agdonal advantages (describe and expiain)

13 EXPLAIN THE ALTERNATE MEANS OF RADIATION PROTECTION TO BE PROVIDED. (Check s many be«as as apply In iem 14 "Remarks.”
Jusuly any boxes ot checked, using addiuonal shests as necessary. State any elner means of radialion prorecuan thet will be used.)

3 %) Alllaser progqucts, systems, shows, and projectars will be cerufied 1o comply wih 21 CFR 1040.10 and the condibions of tus vanance and will
be reponied as required by 21 CFR 1002 10 AND 1002 11 using the reporing guides pravided for such purpose These acuons will be
accomphshed prior 1o any inlrogucuen nto zommercs,

b J& Effects nol specifically indicaled in 1us vanance applhcation will not b performeq No other effects will be added unul an amendment 1o Ine

- vanance has been obtaned and the required reports or supplemems, as apphcable, have been submitted

¢ X Scanning, projecuon, or reflection of laser and collataral radiation (LIght show radiguon) nto 3udience of other accessible uncontrojled areas
will not ke permitted except for diftuse reflactons produced by the sumosphers, added aimosphenc scatenng media, 8nd Target screens

a b Laser radiaton levels in excess of the limas of Class | will nat be parmitied at any point less than 3.0 meters above any surface upon which
persons ciher than operators, performers, or smployses are permitted 1 swand or 2.5 metsrs below of 1niateral separanon trom any place
where such persong are permitied 10 be  Operatars, performers, and employass will not be required of allowed 1o view raciation above the
s of Class | or be exgosed to radiation above the imits specdfiee n 21 CFR 1040.11(<).

o B Any proguct which relies on scanming to meet aceass, exposure, or product ¢lass kmits will incorporate 8 scanming safeguarg syslem whien
directly sefises scanner mokon and which wif react fast enough 10 preciude excaading the apphcaple firnit

t K At iaser ight shows shall be under the direct and personal control of rained, competens operator(s). The operator(s) will
{1} Be an empioyee of the vanancs hoidar who wili be responsihie for the traitung gndthe conduct of the opsralor,
(2) Be located where ail beam paths can by dweclly observed at alt umes; and

(3) Immediately lerminate e enussion of IQht Show radiation i the avent of any unsute conditon; or, for OUIGoEr Shows, upen request
by any ar uaffic conirol offioials,

g 30 The maamum laser projecior oulput power will Not exceed the level faquired to ablain the intended eifects.

n W The projecucn system (1.8, the proscior and all eier componants wsed 1o produce 1he ighung effects) will be securaly mounted or
mmoilized to prevent uninisnded movement or imisaignment. Beam masking will be provided as an inherent part of the system design 1©
pruvent ovedfiling of screens, beamn stops, targets, ele

i Laser projectors will not be deivered to any other pany under an agreement of sale, lease, or [oan unless and until the recipient demonstrales
that they have a vanance i effect at the tme of delivery that peimits them © progtuce laser ight shows jncorporating Such projecios).

1 ﬁ In adaiion 1o the requirements of 21 CFR 1040.10(h). the manufacturer of iaser projectors/sysiems will provide 10 parues who purchase, leases,
or bosrow the equipment, agequate users” INslucyons for a1 nstapavon and operauon which expiain the responaikiity of the recipient as an
independent Iight show manulacturer 1o subnul the required repons and apply for and oblain a variance from CORw prior 10 nuoducton inte
commerce of any laser ight shaws

n DB Tne requirernents of 21 CFR 1002.30(8)(1) and (2) will be accomphished Ihrough the use of wrillen procadwies for setup, aighment, lesting,
and perfarmance of @ach shew Thess procequres will be in sutficient detail 10 ensure comphance with 27 CFR 1040 10, the condiuens of this
vanance, and the control of access 1o ragiaton areas ysing the procedures gescnbed nihe ANSIZ136 1 standard for the sale use of [asers
{(Amsncan Nawenal S@anaaras Instiiute. 1430 Broaowsy, New York, NY 10018) or any othér equivalent uier consensus standard and, where
applicable, state or iocal requirements Laser radialion areas wnicn ¢an contam radiation [evels above tne mits spscdisd in 21 CFR 1040.11(¢)
will pe clearly igentifiea by the pasung of warning signs ansy/er restneling accsss thrsugh physical means (Such as prassure swilches, pholo
cells, bamers, guards, etc.) These raquirsments apply IO lemporary areas (Such as dunng set up and alignmant procedures) and 10 final o1
parmanent areas This variance holder will retan the records of these procadures dnd ihe results of ail1ests as required by 21 CFR 1002 31 A
copy of the vanance apphcation, the approval IeTler, current procedures, and records relatng to each parucular show will be with the operator
or olher résponsible individual and will be made available for nspection by FDA ana other responsible authonties,
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1 thvance waien noufication will be made as early as possible 1o apprepriale tederal, state. and local @uthornes providing show wunerary with
dares and locations clearly and completely «dentfied, snd a basic wescription of the proposed effects inciuding a statement of the maxiMmum
power output intended Such nouficatons will be Made, bul nol necessanly be imited, W@

(1) Tha Canter $2:Devices and Radiological mealth, Office of Compliance (MF2-342), 2098 Ganher Road, Rockville, MD 20850, providing the
initial and closing daves for fixed installatons and the wnerary for mobile shows [n adden, unless all aspects of each show have been
reporied and accession numbers clearly referenced, each nolce will include detailed descnpuans of sach show and 3 lisung of all eMects 10
be perfarmed in sufficient detail to confirm compliance with the regulatons and this vanance,

{2) The Feaeral Aviauon Administrauon (FAA) for any projecuons INe open arspace at any Ume (.e.. ncluding 56t up, akgnment, rehearsals,
parfarmances, etc ) it the FAA objects To any lassr effects, Ine objecuons will be resajved and any condiions requested by FAA will be
achered 1. If thesae condinons cannot be met, the objschionable effects will be deleled from the show

(3) Siate and local radaton control offices/agencies for all Shows 10 be performed withun ther Junsdicions All requirements of siate and local
law will be satislied and any objecuons raised by local authonlies will be resaived or the affecls aeigled (A /st of federal ana stata oflices is
avauable from the Center for Devices and Radioiogical Health upon request )

14 REMARKS

CERTIFICATION

| CERTIFY that al of the above nlormauon and statemants are Wue, complets, and correct 1o the best of my knowledge and acknowledge that
My vanance appiication Mmay he qemed oF my vanance may be revoked if e apphcation s found 10 be talse, misieading or INgorrect in any
maleral way. | have submitted and will subrmit all reports requireq by 21 CFR 1002.10 and 1002 11 on the |duer équipment ans show(s) |
further understand that | may be required by sequlauon or by the Director, Cenler for Devicas ana Raaciogical Health, 1© supply such other

informatan as may be necessary W ovaluate and act op Wus application

1% Si TRE 18. NAME (Typs ar Pnmy) 17. TITLE
i Kenr %?mf% f/,n erarrerm~ a?ecfar
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