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DEPARTMENT OF AEALTH AND NUMAN SERVICES APPLICATION FOR A VAR!ANCE z:;n Approved. OME No. 0910-0025
 foereanieves | FROM 21 CFR 1040.11(c) FORA | SETbm i =
4 LASER LIGHT SHOW, D|§PLAY, - DOCKET NUMBER
OR DEVICE
NOTE: No Iaser iight snow, projecion systom, or"?ﬁwéﬁ‘“ﬁ?hv hﬁny&&ﬁﬁbi“‘é?:”% 21 CFE »1040 T ﬁc) ] MW&?&“"MI ‘e abmb”val of s
appixcauon w1 accoraance with 21 CFR1010.6, ~ & ¢~ “GY R S
7T U IKSTRUCTIONS
1. Checx @il applicable hoxes and type or Bt the 3 Mail your Bpplcaion 1 e Dockets Management Brancn (nFAécS) Feea and
roquestad INKITAton. - " Prug, Admyriziacn, Rm 1081, 630 Fsners Lane, Rockvile, MD 20852,

2, Submuancng:nalanﬂfeur(a,)apna C4 Eme mmmtmm
1. NJ:ME OF COMPANY - T ks PO DR O

,ﬂu £. A, T,

-.—..-.———.-——-—_————v———“-
2. ADDRESS OF COMPANY (inciude 2IP Coda)(if P O. Bax 13 used, include 3¢ Al 'streal 02/ess aiso.)

( (ranvc ST C AP DI DHIO NG 2
3. NaMF AND TITLE OF RESPONSIBLE PE| N <. T"ELEPHONE NO. {Inchude aras coda)

Jeserd LR Unec. YD RDEC-b LT/

6. THE APPLICANT REQUESTS THE VARIANCE TO BE |N EFFECT FOR A F-ERIOD OF
guneral, Mo Agancy will apprave 3 vanance fuarwmm lialwwmmms raqusn-d

fmﬂbs amrnadas narraivnapplmum)

7. - PrROQULCY DESCRIPWEN
3. LIST NAME AND/OR MODEL NUMBER(S) FOR THE LASER LIGHT SHOW(S) AND PROJECTOR(S)
/77, o Y Qe ShgEA
b. PROPUCT FOR WHICH A VARIANCE. IS REQUESTED ‘ f PROD(JCT 1S INTENDED TQ BE USED AT ANY ONE LOCATION
J Aizser aispiay cavica B Mora man 15 days
] A projecior for a (aser IGNT SNow O More man 5 put nol more than 15 days
= A 1aser ght shaw {7 Less man 5 cays
] Omer (Specny) g TOUR IS INTENDED TO RUN FOR
c. [J PROJECTORS ARE INTENDED FOR SALE, LEASE, OR LOAN TO O mMore than € monns.
‘OTHER LASER CiGHY SHow PRGDUCERS 1 1-8 momns '
a. PRODUCT 1S INTENDED FOR USE IN A A (O Less man one month
O Pranewanum or omer dome projactian sTucure ) i B Nat applicabie (Nor a tour)
3 Theser O omer (Speciy) N
{1 rowmetst baloam or meaung foom h PRODUCT UTILIZES THE FOLLOWING LASER EFFECTS
] swure displays {J Front screen projeciions
0 Trade show ar conventian {1 Rear screen proections
[7] Discotheque or night club o o 1 molographic aisplays
] Paviion™ = : o 0 mulnple reflecton/uifiracion affacs
CJ incoor arena ’ [ Augience scanpning (Alse Nicludes scannng &rty accessitio
(O Ouwdoor arena uncanmiiad areas)
] Museum [ Raflerpons frof statonary Mimers oF mimorea
(0 Outdoor unenciaseo area surtaces (Beam MAcas)
Quwer (SMJM 4= g Ahc"l (0 Swmuonary vradiaton of rotating mimer baiis. ete.
8. PRODUCT IS INTENDED TO BE USED / [ Scanmng m-ad;auon &f romating mirrer Bails, etc,
1 only one (Fixad}locaton 1 Fiver opnc projechons
[ At a vanety af (Tour) ocatans '&?og, srmoke, ar ather scausnng enhancemenn offects
1 Ower (Spectfy) S 3 otner (Spaafy)
8. - " LASER RADIATION LEVELS e
LASER MEDIUM (Ar. He-Ne, o) WAVE LENG HS (nm) ’ ‘PEAK POWER fwarsy>
DPsS S3 /PPt e

9 IF ANY LASER RADIATION IS PULSED OR SCANNED. GIVE THE PULSE DHRATION ANO RATE AND SCANNING FBEQHEN_CY ANDA_@PEI‘[UD?

10 REASON FOR REQUESTINGVARIMEE o PR T

Complance with The imits of 21 CFR 1040.11{¢) would restrict the inter ded ugs of the product pecausSe COMpRAnce would
T D16 Sutpt POwrer 10 thia ex1BNL That the desirad eNeas would not b sufficenty wisibie

] Ower or acamonal axplanauon (Specify,) i N o
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7. MANNER IN WHIGH T 1S PROPGSED TG DEVIATE FROM THE REGUIRE MENTS OF THE APPLICABLE s*rmuann* =

£t 15.proposad 1o daviate from the provisans of 27 CFR 1040, 11(c) In i1 e ‘dcssssidie ‘omissiol lavel would excaa the
Bocassiie emission limits spacdied in 21 CFR 1640.11(¢),

(] it1s proposed 10 geviate from Me provisons at 21 CFR 1040 11(c) as fodows

L L U R R R N i A A

12. ADVANTAGES TO BE DERIVED FROM SUCH DEVIATlON

Laser igt =hows ana Qispiays$ are accepted aopular media A7 entanainiaent and Ma ai1s. Usa of pawer levels I excess
of the limas wmpased Dy 21 CFR 1040.11(c) 1s necassary 1o acheve Ta rquired eﬂaas n Mase Meda.

] Ower or addinonal advantagss (dascrbe and axplan)

" .

1S, EXPLAIN THE ALTERNATE MEANS OF RADATION PROTEC‘HON TS BE PROvaD (Chedt asmany nnzas as spply In ntem 14 "Ramarks
Justify 8Ny Doxes not checked, using 3acitional sheats 8s nacossary Sarte 8,1y omar MEans of radisLon Prolacton Mat will be usad.}

a. EZ/Au faser procucts, Systems, shaws, and projeciors will e cartfiaq t© c mply wity 27 CFR 1040.10 and the conditirs of tis vanance and will
be reporied as required by 21 CFR 1002.10 AND 100211 using the foj oning ‘guides provded for s Such purpase “These acuons wil be
accomplished pnor 15 any infroducton inte eommeres.’

b. {12/ Effects nat spacifically indicated n this vananzs appiicaton will not be jerformed. No omar effecas will be aaded untl an amendment 1o the
»AMANCE Nas Deern ODLIINed and the requiied rogans or supplenioris, »8 dpplicable. have boon submited.

canmng, projecuan, or reflecan of laser and cojlaeral radiauon {Light show radiaeen) into audience or ather accessible uncontrolied araas
wifl ROX De pammitad excagt tor diffuse reflectons producad by the anms sphers, added aTnasphetic scalisiing e, aha WIyel sEens. ™

d. B/Laser radiaton levelsin excess of the umits of Class | will nol de pemiled az any pontless Man 3.0 meElers above any sufface upon wiich
persans ather than oparators, perfarmers, or amploy@es afe permitiad © stand of 2.5 Melars baia- of W iateral saparaton from eny plame
where such persons arm permiad o' 56. Opsratrs, parformers, and s.nployeas will Nt BE raquired 6 dliewed 1o view fRAiALON Bbove Ne
hmns of Class | or ba exposed 1o raqladon above the kimns specified in 21 CFR 1640.17(c).

lﬂ‘ny product which raiis an SCAhMing 1o Mmeet ACCRSS, axposum [S'g pmaud s i wil mcaporate Iseanning safaguan! Systam which
qiracly 34NSAS SCANNOP Mobarm 3R 'wnich will fedct fast enough 1o pre: jude exdeeding he apptmbh i )

f U{ﬂ laser light shows shail be under e diract and personal contol of W inad, campetant operat(s), The operawr(s) wil:
(1) Be an empioyee of the vanance hokderwho will be responsidie for :Ne traing and Te condudt of e operalor
(2) Be localsd «here all beam pats can ba directly otiserved at afl imas: and

(3) Immeaiaialy tarminale the amsson of light show radiaton in the event of any unsafe condntion; of, 1or Quidaor Shows, upon request
By any air vaffic conaol offfcas.

q. {‘mg MAxXIMuM lAer Projacior Culput pawar will NAL 6xCoad e leved fauiIred 1o obain e nsndes effects.

The projechan sysiem (.., 16 proecior and all aler GAmMpPoNents used 10 praducs the ightng effecs) will be securely mountea or
imrokijized 1© prevent unintended rmovement ar misallgnment. Beam (aasking will be provided a3 aninhererm part af the system desgn ta
pravent averfiling of screens, besm stops, largets, elc.

Laser projeciars wil not be delivora 1o any oMer BEty JiMBr 4N agrecment of sale, lease, or loan uplass and uml the fecipiant demonsoates

Mmat ey have & vananee in effect st tha tme a! delivery that pertits Heim 10 produca laser HGhE SHows MNCHIPRANNG SuEh proyecthis).

In acamon o Tve requrements of 21 CFR 1040.10(h), the manutacurer of laser projeciors/sysiems will provide © parties whe purchase, legse,
or baiTow the equipthent, adequatd Users’ nsiGEEENS for safe Instaliat.on SRd operalion which expiaw e ezpaiisiddity of the reapent 35 an
indegendant light show manufacturer to submil ihe required reparts anJ apply for and obtain a vananes from CDRN por 1o inyoducuon into
sommerce of any laser hight sHows

k. Wﬁ requireniants of 21 CFR 1002,30(a)(17 374 (2) will b6 accampign. a thidugh the use of writtery pracedures for setup, afignmant, :asung
and performance of 8ach Show. These procadures will 06 In sufficient el 1 ensars Eomiplience wih 21 CFR 1040.10, the condindns of s
varianca, and the control of access 1o radiston areas using he prwed Jrés descn me ANS|Z1 38,1 stanaarﬂ rcr ine ife se ol‘ lasers
(Amencan Naloral Sandards Instfute, 1430 Broddway. New Yerk, N." 10018} or any other equivalsnt wser consénsus standand and, whera
apphicable. 3@l or [ocal requirements Lasertadiauon areas which ta. :canmm radialion levels above he lmns spectidd in 21 CFR 1040.11(c)
will be clearly Wanufied By Ine pasting of warming sgns andlor resticli. g access Im'eugh physwal medans {s«ach &8 prassdre switchas, phold
colis, pamars, guards, étc. ). These tequiremants apply o temporary 4,838 (such 94 during 6Y up Bnd algnthent Préésdurss) and 1o final or
permanent areas. The vananca holder will retain the records of these | rocedures and the results of all Bsts d¢ reqiired by 21 CFR 1002.31.A
copy of Ma vanance applicaton. the approval letar, cultent procedure 3, and records refaang o 8ach pam:utar show will e witl the oparator
or other respensible individual and will be made avalable for inspectia by FDA and other respurisible authohtias.
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1. [YAgvance wrmen mmn-dlmmuaanyasmblowa“ o, i *’”? ‘“”’V*‘*%’“‘““”‘”“*l*‘&”é‘é’i‘“a“ Pinad s ng‘moumnerary-m
asles ang Keatons cearty and impisisly idenufied, andabas-:dasc.lpmn ofmauweﬂmnawmammmwim MAXIMUMm
Pofwet OuIpLE sanded. Such nobficanons will Be made, but not necassank pe limied, o

(1) The Center for Dewicas ana Radiclogical Healt, Otfice of Compiia. ica (MF2-342), 2098 GanherRoaﬂ Rmdm. MD 20850 providing Me
niial and closing ates for fxad instaNaliéis and the tnerary tor moile shows. In adartian. unless all aspeers of each show have been
repaned and acCESSION NUMBErS Ty referanced. B2ch NOLCE wiii INGIIAE Bataled desanpbons of each sfiow ang a lisling of alf effects 1
pa perfermed i sulficeit dewd 1o

HfirT Comphance with 18 reg.labohs 87d tis vananes.
{2) The Fedaral Aviavon adrunisTaton (FAA) for any projecuaTs O >pan arspace at any tme (L., inckuding set up, allgnmenq rehoarsals,
perforrrancss, &1c.). If e FAA obeas 1o dny @suc offgcts, the objacuohs will B résalved and any Gnaitions raqueslsg By FAA will be
sqheved w. If these conaitions cannot by mMst, the objectionabie ehectd vl be deletsd from the shaw )

{3) Swate ang lacal radigton conto) officas/agences far all shows 1o b pefarmed wiin e pansdictans, Al raqmremenus of stata and locsl
taw will ba satsfied and arly obEcIONs rAiseq By local authontids will b6 resalved or the effects dolelas. (4 ks of Yadersl and suts officas
Jwauable from the Canter for Davices and Radiclogical Hoalt upe.) m&u&)

19, REMARKS T— T T T

CM?ICAT‘ON T

N e DA i doae SRR G e ot el

| CERTIFY that all of the above mfarmauon and s!atsm:nts are true on pleua .ma canect to the best of my knowledge and acknowledgse xha( .

my vanancs applicaton may be denied or my vanancs miy be revaked d this application is tound 10 be false, misisading or incorect n any

matenal way. | have submifted Snd will submit 3ll repons required by 21 CFR 1002.10 and 1002 1) on the laser equipment ang show(s) |

further ungersiand that | may be required Dy rfegulaton or by the Directr, Centar for D-mces and Radislogical Haahh o supply such other
INfarMaDon as May be necassary ©© avaluale and ack an tis applicaton

7 TIME

15. SIGNAIRE 16. NAME (1) ypearPrtm) T
////g/ g“’/H_/",‘Zf'
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FDA/CDRH OFFICE OF COMPL /A NCE
DIVISION OF ENFORCEMENT B
Electronic Products Branch
2098 Gaisher Road, Rockville, MD fOBSG

FACSIMILE TRANSMISSION SHEET
 (301) 594-4672 FAX NUMBER
(301) 594-4654 TELEPHONE

SUBJECT: ‘
Q’r lant e p /7
dz2
DATE: o/ 7 et o
C/ L0 =
Number of pages: oversheet + 3

Confirmacion Number: (301) 594-4654

THIS DOCUMENT 15 INTENDED ONLY FOR THE USE QOF THE PARTV TO WHOM 1715 ADDRESSED AND MAY

CONTAIN mrommnu THAT 15 PRIVILEGED, €ON sﬁ; TIAL, ANG PROTECTED FROM DISCLOSURE uuum
APPLICABLE LaW, [F ¥

U ARE WOT THE Auﬁ‘aiﬁs’ser oK “rﬁuww‘l’umaiimzu TE DELIVER THE
DOCUMENT TO THE mnu‘s*ste. YOU ARE HERERY MQTICIED THAT ANY m:vuaw mcmm&z
DISSEMINATION, COPVING, OR OTHER ACTION BASED ou ﬂ-tz CONTENT OF THIS COMMUNICATION IS NOT
AUTHORIZED. 'IFf YOU HAVE RECEIVED THIS BACUMENT (N ERROR, PLEASE mmzm‘“‘"mv "NOTIFY Us BY
TELEPHONE AND RETURN IT TG US AT THE ABOVE' AB"uﬂ”ss u\r’”hAu THANE YAU "




