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PEPARTMENT OF HEALTH AND nuMan sErRvices | APPLICATION FOR A VARIANCE | Form approvea OME No. osm—uogs
Pudlic Heapn Service FROM 21 CFR 1040.11(c) FOR A ?;“:g 2?:;;:;:;::&?0
Food ana Orig Adminitraton LASER LIGHT SHOW, DISPLAY, |5askernonsea
OR DEVICE

NOTE: No iaser light show, projsetion System, of device may vary from compiiance with 27 CFR 1040.11(c) i design or use without the approval of this
apphcapan i accordance wim 21 CFR 10104

T INSTRUCTIONS
1 Check il appiicabie paxas and type of pAnt the 3 Mai your applicanon to the Dockets Management Branch (HFA-305), Food ana
requested informanon. Orug Adrvnestranon, Rm 1081, 5620 Fisners Lane, Rockwilis, MD 20852

2. Supmit an ongnal and Tour (4) CaDMS. 4 Emer dockel number if assignecd.

7. NAME OF COMPAN

:r /a € I or2F,s S, - / 3

2. ADDRESS Q ANY (Inclige ZI1P NI P.O. Box & used. include actuw Streer aisa.)
Solf S Juod # Mo | &Y /A3

3. NAME AND TITLE OF RESP 1BLE PERSON ] PHONE NO. finclude arsa cade) 5. DATE OF SUBMISSION

Sean b/ e Po) 381 ocr01 /B3 Denly
6 THE APPLICANT RE&]ESTS THE VARIANCE TO BE IN EFFECT FORA PERICDOF .. YEARS FROM THE DATE OF ISSUE (in
ganeral, the AQuncy will approve 3 vanance fof Aoy two years If 2 onper pancd s requestod, 8 jusuficaton must be uttached 85 part of the apphcalon.)

7 PRODUCT DESCRIPTION AND USE
a. LIST NAME AND/OR MODEL NUMBER(S) FOR THE LASER LIGHMT SHOW(S) AND PROJEC TOR(S)

[P PROBUCT FOR WHICH A VARIANCE 1S REQUESTED f. PRODUCT 15 INTEND) BE USED AT ANY ONE LOCATION
O A iaser dispisy device than 15 says
- B}womwfcr a lasar hght show [ fiore then 5 but nel more Man 15 days
A laser Hight show eSS than S Qays
{7 omer (Specity) g. TOUR IS INTENDED TO RUN FOR o
¢. [0 PROJECTORS ARE INTENDED FOR SALE, LEASE, OR LOAN TO {¥Mare than & months g
OTHER LASER LIGHT SHOW PRODUCERS 1,6 meams -
d. PRODD}O' ISINTENDED FORUSE IN A LESS Than one modtth -
Planetanum or other dome prodtion strucwre [ fex applicabie (Not a tour) —
hestsr {J ower (Spacity) -
Halel/mote] Ralroom of meeting room h. PRODUCT UTILIZES THE FOLLOWING LASER EFFECTS
?ﬂe displays From screen projecuons
rade show ar convenuon Rear screen projecnons o
Discotheque o mght cub [ Holegrapiue displays Y
(@ Pavion iple reflecuovarraction effects t
Eﬁ:lcor arens O Auaence scanming (Aiso ndudes scanhing any 3ccessibie
Outdoor arena uncontrolied areas) o
(& Museum ) Reflecnons from statonary MTors or mirroreds -
{0 Outdoor unenciesed arsa surtaces (Beam Matnces) T
3 Owner (Spactty) [0 Smtonary srackation of ro@ung mror Bais, eic,
=" | e- PRODUST IS INTENDED TO BE USED [7] Scanning uradiauon of nXanng MATOr BaNs. etc.
Al anly one (Fusd) locaton Fiber optic projections
At a variety of (Tour) iocatons [ Fog, smoks. or omer scattenng enhancement effecrs
J Owmer (Specity) [0 Omer (Speciy)
8 LASER RADIATION LEVELS
LASER MEDIUM (ar, Ho-Ne, elc.) WAVE LENGTHS (nm) PEAK POWER (watts)

be g Ar/Ke 4s5d - 76 < 20
Diode oo~ &80 < Ro
NS
0. xA/szgn ﬁ?‘i&mﬁfs”mm TH£UI§E nﬁmow AND RATE AND sammgig%aegmv_ma AMPLITUDE

DC 4K+z p-gp Degrees Dpffcu(Sawz Goth Axis

10. REASON FOR REQUESTING VARIANCE

pliance with the limrs of 21 CFR 1040 11(c) would restnct the intended use of he product because compliance would
hmit he cutput power 1o The extent that the gesires effects woulks not be sutficiently visibie

[ Orner ¢ additional explanaton (Specfy) :! A 'Eg
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11. MANNER IN WiCriT IS PROPOSED TO DEVIATE FROM THE REQUIREMENTS OF TnE APPLICABLE STANDARD

B’u’ 15 proposed o geviate from the provisions ¢f 27 CFR 1040 11(€) in that the accessibie anrision ievel would eaceed the
accessible emission imits speafies n 21 CFR 1040.11(c)

[3] 1115 propasea 1 ceviate from the provisons of 21 CFR 1080.11(c) as follows

2. ADVANTAGES TO BE DERIVED FROM SUCH DEVIATION

Laser Iight snows and displays are accaplad popylar meda in eNErEiiment and Mie ans Use of power jévals in excess
of e hmits ymposed by 21 CFR 1040.11(c) 1 necessary 1 acnieve Me required effects m these media.

[J Ower or aawonal advantages (describe and axplain).

13. EXPLAIN THE ALTERNATE MEANS OF RADIATION PROTECTION TO BE PROVIDED. (Cneck as many ooxss 38 apply. in mem 14 “Remarks,”
Jusufy any boxes not checked, using acdmonal SNeets as nacessary. Swie any othar means of radauon protecton at will be used.)

a. [Z7Al laser products, systems, shows, and projeciors will be cerafied © compty wim 21 CFR 1040 10 and the condmiens of tis vanance and wili
be reponed as requirea by 21 CFR 1002 10 AND 1002.11 using the reporing gindes prowaad for such purpese. These acuons will be
accomphshed prior 10 any NFoduchon WMo commerce

b. (Eﬁm net specifically indcated m s vanance apphaation will ot pe performed No omer effects will be added uhul an amenament to the
vanance has been obtained and Me redquircd repomns or supplements, as appicable, Nave Peon subrmifted.

= C?gcﬂnnmg. proyecton, of reflecton of laser 3nq collaweral radation (Lght show radumon) I audience oF oiNer accessiBie uncontolled areas
will net be permimen excepl for diuse reflectons produced by Me atmasphere. agded aUmaspherns scatenng mecia. snd \BIget Soeens.

a. [FLaser mdiauon leveisn excess of the Wmis of Class | will ROt be permimad at any paint 1ess than 3 O melers apove any surface upon which
persons omer Man opeldiers, Pelfenmers, or empicyees are pemuled to stand of .5 matsrs Pelow or i jatera) separation from any place
where SUCh persons are penmned o be. Operauxs, penonmers, and employees will not be required of allowed 1o view rEdIETON abave the
s of Class | of be egposed 1o ramabon above the limns specified m 21 CFR 1040 11(c)

e. [ Any progiuct which refes on scanming 1o Ineet access, eApesUrD, O Product CRass imns will Incorporale a scanning safeguard sysiem which
directly senses scanner MeLon and wiich will react fast enough 1© preciude exceeding e appikapfe it

f. All laser ight shows shali be under the direct and personal control of rained, campelent operaxe(s) The operater(s) will:
{1) Be an employee of the vanance holder who will pe responsibie forthe trainng andthe conduct of the operstor,
{2) Be locaeg where ajl beam pains can be directy observad 3t all bmes, and

{3) Immedmitely larminate the efission of KGNL Show EANON 1 The avent ot any unsale condmon’ of, for outdodr shows, upoh request
by any arr vaffic conrol officials

g. B‘l“he MAXITILM 1ASEr Projecior OUPWt powsr will not excead Ne (Svel required 1© obwan the iINtended effects,

n. B/Tne Projerion Syskam (/e | the projecior and all other components Jsed 1o FEoUEe e ighling eNfects) will be securely mounied of
immobiized  prevent uninendad movement or misahghment. Beam masking will be provided as d@n mherant part of the system design o
prevent overfiling of screens, beam swps, Bmets, 5.

' K Laser projeciors wid not be delivered 1@ any otneér party under an agreement of sale, lease, or I0an uniess and until the reapeant demansirales
mat they have a vanance i effect at the ume of delivery that penmits them 1 produce [aser hght Shows INCOIpPoraung such projecions)

] #n acdmon 1 he requements of 21 CFR 1040 10(h), the manufacturer of laser proyeciors/sysiems will provide 1o parues who purchase, lease,
or PoTow e equipment, adequale users’ INSTLCIONS for safe inalation and operguon wiuch explan the responsibiity of the reapem as an
indepandent hght sNow MANUTACIUTEr 10 SUBNYE the required repofts and apply for and obmin a vananca from CORM prcr 10 INToducton o
commerce of any Kaser hght Shows

13 g Tne requirements of 21 CFR 1002.30(a)(1) and (2) will pe accomplished thiowgh e use of witen procedures for setup, ahgnment, wsting,
ana performance of each show, These procadures will De i suficent detall 10 ensure comphance wath 21 CFR 1040.10, the conditons of Tis
vanance, and the conuol of acess 10 rAGELON arsas uSIng Me procedures descnied n me ANSIZ136.1 sandarg for e safe use of lasers
{Amencan National Standards insttule, 1430 Bragaway, New Yark, NY 10018) or any omer equivalent user consensus standard and, where
applcabie, sate or local requirements. Laser radiakon areas wiich can coman Rdanon lovels abowe Me himes specified in 271 CFR 1040 11(c)
wil| be clearty Kientified by Te postng of warmng Signs ana/or resticung access trough physical means (such 88 prassure Swiches, phole
colis, parriers, guards, elc ) These requiements apply 10 IBMporary uress (SLUEN 35 dunng Ser up and algnment proceduras) and to final or
permanent areas The vanance hoider will retain the records of these procedures andg Me resuits of all 1esTs as required by 21 CFR 100231 A
copy of the vanance apphcanon, The Bpproval lster, culment procedules,. and records relaung 10 each partcular snow will be with the eperator
or oiner responsible indvdual and will be Made avaladle Tor nspection ey FOA and omer responsibie authonmies.
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I ] Aavance witaen notificanen will be made as sarly 3s posspie 10 appropnate foderal, Yrate. and jocal authommes providing show ifinerary with
dares and locatons cearly and comperely «derntfied, and a Baxc gescrpUon: of the proposed effect; including 3 saMErR of he Maumum
power ouput intended Such notfications will Be made, hut POl necessanty be kmiad, vo:

{1) The Cenier for Devices and Radiological Heatth, Office of Complianca (HFZ-342), 2088 Gaither Road, Rockvilfe, MD 20850, prowiding the
nital and closing tates 1or fixed nswlishons and the iunarary for mobile shows: In addmon, uniass all aspects of each show have been
repored and SCCEsSION uMders clearly referenced, 8ach nowse will inchude dewiled descnptons of each snow and a listing of all effects w
pe parformed in sufficient detail to confirm compliance win Te reguiguons and mis vanance

(2) The Feceral Aviapon Aaministaten (FAA) for any pro;ecuons I Opeh arspace at any uine (e incuding set up, akgnment, rehearsals.
performencas, err.) If the FAA GDIECES [0 ahy laser effects, Me opjecnans will be esolvexd and any Gonakons requested by FAA will be
aghereq 1o if hese condiions cannot pe met, the objecuonable elfects will be agletod from the Show

{3) State and local radigoon contio) officewagencies for all shows 10 ba perfarmes witin their jJunsdicions. All requirements of siate and local
law will be sausfied ana any objecuons raised by jocal authontes will be resoived or e effects delelad. (A list of federal and stale offices &
avauabio from the Center for Devicss 3ng Rachoalogeal Haahh vpon request.)

14 REMARKS

CERTIFICATION

| CERTIFY that all of e above [nfonmabon and Statements are Tue, compiete, and corect 1 the best of My Knpwiedge ang acddPwiedge tnat
my vanance apphcauon May be dened of My vanuncs may be revoked f vus ap&canon 18 found 1 be false, Misieamng oF meomac: n any
material way | have submmed and will submt ail reports required dy 21 CFR 100210 ang 1002.11 on the laser equipment and show(s). |
further understand mat | may te required by regulaton of by the Director, Cemer for Dewcas and Ragiaiogical Meamn. © supply such otner
informamon as may be necessary 1o evaluate andg act oh Yus apphcaton.

15. SIGNATURE 16. NAME (Type or Prnt) 17 TiITLE

S-e«-/) &‘)' //3 LS gwﬂel‘

La.fé'/‘

p,pe/‘a, o v
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