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DEPARTMENT OF HEALTH, BDUCATION, AND WELPARE APPLICATION FOR a VARIANCE Farm approved. OMB
PUBLIC REALTK SERVICE FROM 2] CFR 1030 11(c) FOR A No. 0910-0025
FOOD AND DRUG ADMINISTRATION LASER LIGHT SHOW, DISPLAY Expination Date:
OR DEVICE Ociober 31, 2000
, 15 PRV I R B DOCKET NUMBER
SR S L
NOTE No laser tignt shaw er dasplay gotice tusy vary fiom sompbance with 21 CFR 1080 11(c) ' doagn of s without Oc
pproval of s appliention aa accordance wim 21 CFR 1010.¢
INSTRUCTIONS
1. Check =)l applicable boxes and typs or print the requessed 3. Mai] your applicazion w the FDA Dockers Managemen:
mformatien. Branch, Room 1065, 5630 Fishers Lene, Rockville, MD

2. Submmt an original and foar (4) copaes.

20852,
4_Enver Dockes Number if sssigned.

1. NAME OF COMPANY - Vapderbsit Museum and Plancarium

|2 ADDRESS GF COMPANY {inciude 2P Code)

180 Linde Neck Road, Cente, NY 11721
3 NaME OF RESPONSIDLE PERSON % ONE NO (Includte arsq code) $. DATE OF SURMISSION
Dave Bush 631-854-5546 Ocwber 15, 2003

6, Yoo sppheant megueats the vanames 10 Ye 1 ffecs Sar 3 pred of_2__ yows from e Sao of ssie and requaw o mapelscwe L vaity wdc?
thig varagse. (In penerul the Agency will upprove « v kines Jor only g yaes If a langes poviod 2 requesied o just fcabow must be astached o5 povs

of the ¢wl¢uﬁ¢m)
7
» LIST NAME aND MODEL NUMBER(S)

LF1 Interoational - Ranhow c3S0S Projector with Coherent Star laser

b PRODUCT FOR WHICH n VARIANCE IS KRQUESTED
{ A LASER DISPLAY DEVICE
( )& PROJECTOR FOR A LASER LIGHT SHOW
(X) A LASEX LIGHT SHOW
( ) OTHER rSpectfi)

¢ FRODUCT IS INTENDED FORUSE N A
¢ X} PLANETARIUM OR OTHER DOME PROJECTION STRUCTURE
{ )THEATER
( ) DISCOTHEQUE OR NIGHT CLUB
{ }PaVILION
( ) INDOOR ARENS
( YOUTDOOR ARENA
{ YMUSEUM
{ )OUTDCOOR ENCLOSE aREA
{ ) OTHER (Spectpy)

4 PRODUCT IS INTENDED TQ BE USED
(X ) AT ONLY ONE (fized) LOCATION
{ AT AVARIETY OF (rov7) LOCATIONS
{ YOTHER (Spechy

< PROPUCT IS INTENDED YO RE USED AT ANY ONE LOCATION
() MORE THAN 15 DAYS
( ) MORE THAN S BUT NOT MORE THAN 15 DAYS
( JELESS THAN § DAYS

f. TOUR IS INTENDEDR TO RUN FOR
{ ) MORE THAN 6 MONTHS
( )16 MONTHS
( YLESS THAN 1 MONTH
(X ) NOT APPLICABLE (Wi ¢ wour)
( YOTHER (Specify

§ PRODUCT UTILIZES THE FOLLOWING LASER EFFECTS

(X) FRONT SCREEN PROJECTIONS .

{ ) REAK SCREEN PROJECTIONS

{ ) HOLOGRAPHIC DISPLAYS

( XJ MULTIPLE REFLECTIONS (swutiple caomel or difracnon sffecis)

{ ) AUDIENCE SCANNING

(X ) REFLECTIONS FROM STATIONARY MIRKOR(S) GR
MBERORED SURFACES

{ )STATIONARY IRRADIATION OF ROTATING MIRROR BALL(S)
OR OTHER MIRRORED SHAPES

( ) SCANNING JRRADIATION OF ROTATING MIRROR BALI(S)

{ X) FIBER OPTIC PRIVECTIONS

{ X JFOG, SMOX.E OR OTHER SCATTERING EFFECTS

( YOTHER (Specify

8 LASER RADJATION LEVELS
LASER MEDIUM (47, He-Ne, eic ) WaAYELENGTHS (nm) PEAX POWER (Wanr)
Argon & Xrypren 45798471 IsSwW

9. IF ANY LASER RADIATIONS FULSED OR SCANNED, GIVE THE PULSE DURATION AND RATE AND SCANNING FREQUENCY AND
AMPLITUDE  Laser system scans CW at 0- 30,000 pps, with an amplitude of ~50 degrees opticel.

10 REASON FOR REQUESTING YARIANCE

SUFFICIENTLY VISIELE

{ JCOMPLIANCE WITH THE LIMJTS OR 21 CFR 1040 1}{e) WOULD RESTRICT THE JNTENDED USE OF THE PRODUCT
BECAUSE COMPLIANCE WOULD LIMIT THE QUTPUT POWER TO THE EXTENT THAT THE DESIRED EFFECTS WOULD NOT BE

(X ) OTHLR OR aDDITIONAL EXPLANATION Specify. This 13 8 new system that has deen purchased by the Vanderbilt Planetanium

FORM FDa 317 (10/79)

20030~ 05/,

VAR
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11. MANNER [$ WHICH 1T IS PROPOSED TO DEVIATE FROM THE REQUIREMENTS OF THE APPLICABLE STANDARD

(X )IT 13 PROPOSED YO DEVIATE FROM THE PROVISIONS OF 21 CFR 1040.1 1c) IN THAT THE ACCESSIBLE EMISTION LEVEL WOULD
EXCEED THE aCCRESSIBLE EMISSION LIMITS OF CLASS | OR CLaSS I

ITis OSED TO DEVIATE FROM THE FROVISION OF 21 CFR 1040 1 Me OLLOWS

12 ADVANTAGES TO BE DERIVED M SUCH DEVIATION

{ X ) LASFR LICHT SHOWS AND DISFLAYS ARE aCCEPTED YOPULAR MEDIA IN ENTERTAINMENT aND THE ARTS, USE OF FOWER LEVELS
IN EXCESS OF THE LIMITS IMPOSED BY 21 CFR 1048 11(c) IS NECESSARY YO ACHIEVE THE REQUIRED EFFECTS IN THESE MEDIA

{_) OTHER OR aDDITIONAL ADVANYAGES fdeseribe and coplutn -
17 EXFLAIN THE ALTERNATE MEANS OF KADIATION FRéTﬁT!ON TO BE PROVIDED. (Chck af muny bexer. a3 apply. Expiain aity doxes mos
checknd Wy adklional thers as mcastary I apprapr e, slave oy olkar meons of TadidtioR proracson thag will De wled)

2. (X } ALL LASER PRODUCTS, SYSTEMS AND PROJECTORS WILL COMPLY WITR 21 CFR 1040 10 FOR LASER PRODUCTS OF TREIR
CLASS (Spwcsfy clartey)) IV

». ( X) LASER AND COLLATERAL RADIATION MEASURED WHERE THE AUDIENCE IS LOCATED, SHALL NOY EXCEED THE LIMITS OF
CLASS I DURING OFPERATION (mcludes peflecrions from largest and scaniering maierwis)

¢. ( X ) OPERATORS, PERFORMERS AND EMPLOYEES WILL BE ABLE TO PERFORM THEJR FUNCTIONS WITHOUT THE NEED JO VIEW
LASER AND COLLATERAL RADLATION IN EXCESS OF THE LIMITS OF CLASS 1 AND WITHOUT BEING EXPOSED TO LASER
RADIATION N EXCESS OF THE LIMITS OF CLASS B HUMAN EXPOSURE TO CLASS 1] OR CLASS IV LEVELS OR RADIATION
SHALL NOT BE PERMITTED.

6 LX) SCANNING SERVICES, INCLUDING MIRROR BALLS, WILL INCORPORATE A SCANNING SAFSGUARD TO PREVENT LASER
EMISSION IF SCaN FAILURE OR OTHER FAILURE CAUSING A CHANGE IN ETTHER SCAN VBLOCITY OR AMPLITURE WOQULD
RESULT IN VIQLATION QF ITEMS 11D OR ic

£ (X ) WHEN LASER LIGHT SHOW QR DISPLAYS aRE NOT OPERATED AT all TIMES UNDER TRE PIRECT
CONTROL OF AN OPERATOR, LASER BaDIATION L BVELS WILL NOT EXCEED THE LIMITS OF CLASS I AT ANY POINT
LESS THAN 6 METERS ABOVE ANY SURFACE UPON WHICH A PERSON IN THE AUDIENCE IS PERMITTED TO STAND, Ox
AT ANY POINT LBSS THAN 2.5 METERS IN LATERAL SEPARATION FROM OR BELOW ANY POSITION WHERE A PERSON
IN THE AUDIENCE 1S PERMITTED DURING THE PERFORMANCE OR DISFLAY. A DESIGNATED PERSON(S) WELL BE RESPON-
SIBLE, AT ALL TIMES DURING THE SOW OR DISPLAY, FOR THE IMMEDIATE TERMINATION OF LASER RADIATION IN THE
EVENT OF EQUIPMENT MALFUNCTION, AUDIENCE UNRULINESS, OR OTHER UNSAFE CONDITIONS ONE OR MORE
Twls Plt;mmz SIBLE CONTROLS TO EFFECY IMMEDIATE TERMINATION OF LASER RaDIATION WILL BE PROVIDED FOR
H .

f (X ) WREN LASER LIGHT SHOWS OR DISFLAYS ARE OPERATED AT all TIMES UNDER THE DIRECT CONTROL OF a
TRAINED OPERATOR LASER RADIATION LEVELS WILL NOT EXCEED THE LIMITS OR CLASS [T AT ANY POINT LESS
THAN ) METERS ABOVE ANY SURFACE UPON WHICH A PERSON IN THE AUDIENCE IS PERMITTED T0 STAND OR 2.5 METERS
DN LATERAL SEPARATION FROM OR BELOW ANY POSITION WHERE A PERSON IN THE AUDIENCE S PERMITTED TQ BE UNLESS
PHYSICAL BARRIFRS RESTRICT ACCESS BY THE AUDIENCE TO SUCH LEVELS THE OFERATOR WILL MAINTAIN CONSTANT
SURVEILLANCE OF THE LASER DISFLAY AND IMMEDIATELY TERMINATE EMISSION OF LASER RADIATION IN THE EVENT OF
E£QUIPMENT MALFUNCTION, AUDIENCE UNRULINESS OR OTHER UNRAFE CONDITIONS,

8 ¢ X) THE MaXIMUM LEVELS OF LASER RADIATION (ouipur powe) WILL NOT EXCEED THOSE REQUIRED TO PERFORM THE
INTENDED FUNCTION OF THE PRODUCT

B (X ) WRITTEN SET-UP, ALIGNMENT aND TEST PROCEDURES WILL BE PROVIDED TO AND FOLLOWED BY THE OPERATOR OR
OTHER RESPONSIBLE PERSON PRICK TO USE OF A LASER LIGHT SHOW AT EaCH LOCATION. THESE STEP-BY-STEP
PROCEDURES WJLL BE DESIGNED SO THAT WHEN FOLLOWED, THE LASER LICHT SHOW wiLL COMPLY WITH THE
CONDITIONS OF THE A PPROVED VARIANCE. THE RESULTS OF THE REQUIRED TEST AND CHECKS WILL BE RECORDED
AND a COPY RETAINED WITH THE LIGHT SHOW BY THE OPERATOR OR OTHER RESPONSIBLE PERSON THE RECORD
WILL INCLUDE (1) SKETCHES SHOWING THE LOCATION OF THE LASER PROJECTOR|S), OPERATOR(S), FERFORMER(S),
AUDIENCE, BEaM FPATHS, VIEWING SCREENS, WALLS, MIRROR BALLS, AND OTHER SURFACES THAT MAY BE STRUCK
BY mgn LASER BEAMS, {2) INFORMATION ON SCANNING PATTERNS, VELOCITY AND FREQUENCY, AND (3} LASER
RaDIATION LEVELS

1{ X)) SET.LP, ALIGNMENT, CRECKOUT AND TESTING SHaLL BE PERFORMED USING THE MINIMUM LASER RADIATION
LEVELS NECESSARY

1 {X)PROCEDPURES WILL BE ESTABLISHED aND FOLLOWED FOR THE WRITTEN NOTIFICATION OF APPROPRIATE FEDERAL,
STATE AND LOCAL AGENCIES OF THE ITINERARIES, OR ANY OTHER REQUIRED INFORMATION, SPECIFICALLY. THE
PEDERAL aVIATION aDMINISTRATION (Faa) WILL BE NQTIFIED IN ADVANCE OF SHOWS USING PRQIECTIONS INTO
THE SKY STATE AND LOCAL RADIATION CONTROL OPFICES WILL BE NOTIFIED IN aDVANCE OF Al L SHOWS WITHIN
THEIR RESPECTIVE JURISDICTIONS (Luan of Federal and Siuin officas arm avadabic jrom iha B of Raarologicul Haalth wgon
request )
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.cm)orucausammsuowmasamuunummmmvm SOON AS THE PLACE AND

DATE CalN BE DETERMINED BY THE APYLICANT. mmanmrmormmcwwmusmnoym
CONFIRM COMPLIANCE WITH THE CONDITIONS

EFFECTS TO BE UTILIZED IN EACH LOCATION, IN SUFFICIENT DETARL TO
OF THE VARJANCE, WILL BE PROVIDED TO THE BUREAU OF RADIOLOGICAL HEALTH THIS NOTIFICATION WILL BE SENT

TO THE DIRECTOR, DIVISION OF COMPLIANCE, HFX.40, BUREAL OF RADIOLOGICAL HEALTH, 5600 FISHERS LANE,
ROCKVILLE, MARYLAND 20857,

A
15 REMARKS

CERTIFICATION

TCERTIFY St il of N 4D Aorasion T SATSTTI Ui T_COMpIEK VI GorTEa. o i o of My knewitogs and scknowlsdge
that 1oy hcation may B donaed of gy VDTG Ay B revoked if s apphicanon u fouds 1 0c fakse, snisianling of incomect
G 0y maxcaal "'7 1 Bave sudimited/will SO all repors taquired by 21 CFR 1002 10 ang (082 12 an @k lascr equipoxcm snd mo={s) |
further underyand Qi | nwy B sequirea by rEpiaucn of By the Dy cewx, Bureau of Redwlogical Hauli i supply such othes mformence that

mey D¢ peccssary 1v cealuste L0d ot on 1his Spphcaon

o~ N
) SIGNATL'R.E4: . ‘ ﬁi ![ j (7] Tl_T_LTEm 1‘“h"\\ 1 %}5&9'\ (D)fa‘ RA?'V
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October 23, 2003

FDA Dockets Management Branch
MFA-305, Room 10€5

B6830 Fishers Lane

Reckville, MD 20852

RE RUSH request for process:ng - the variance application was faxed on 10/23/03

To wham it may concern,

vanderbit Museum and Planetanum located at 180 Litue Neck Road, Centerport, NY 11721, will
begin aperaung laser shows stanng on December 5, 2003. LF! will be installing the equipmentand
conducung setup from December 1-4, 2003 ana wishes 1o wrn over the operaton 1o Vanderoit
Museum and let them operate under their own variance. The Vanderbiit Museum and Planetanum is
planning an runfung these shaws year round. Pleass find atached a signed copy of the variance
apphcanon and a full laser show report. |f you have any qQuestions or concerns please gon't hesitate
10 contact me We would greatly sppreciate any efforts made by you and your staff 1o process
This by the time shows start on December §, 2003,

Sincerely,

Roherna McHaton
Director/LSO
Proguction & Technical Services

attachments' Laser Light Show Report
variance request form (Included in Light Show Report

cc. manuel Raros, CDRH



