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' ; - LASER LIGHT SHOW NOTIFICATION
LASER PRODUCTION NETWORK HFZ 312, ROOM 1352

DATE: 05/05/00
F.D.A Vanance # 77P0403

Mr. Manuel Karos

~ Food and Drug Administration
Center for Devices and Radinlogical Health
1330 Piccard Drive, Rockville, MD 20857
Tel: (301) 594-4646
Fax: (301) 5844672

Dear Mr. Karos,

Altached please find a variance application and initial report with 4 copies of each for
The Falls park Show.

Should you have any questions, please contact me. Thank you.

Best Regards,

49080
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20209 Northeast 15th Ct. » Miami, Florida 33179 « 305.690.6885 « Fax 305.690.6881
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’ DEPARATMENT OF NEALTH AND uMAwacES' APPLICATION FOR A VA@NCE :j‘ W;:ﬂ! T“W-:‘
aRA " ‘ FROM 21 CFR 1040.11(¢c) . 4R A i Py s 1 e
+o§: E:IDC n:ﬁgg&if:?\:ffsconn LASER LIGHT SHOW, DISPLAY, POCKET NuMBER
- OR DEVICE

UOTE: MO [Gaer hight show . projeciion vyolem, @r dove May vary ITom vowplianee with 21 CFR 1040, 11(¢) m design of use withoul the approval of this

ipphuatien i aceordanve with 21 CFR 1010.4.
INSTRUCTIONS
1. Chiish all applicable buses 4nid (yPe OF PORL G Foguassiod 3 Nl vour spplvayuni w e PDoshets Managotiont Braoch (pF V305, Foud s
WHeraLatLun, Drge Ad@iialatias, Roul $-%, S6tli 1wl Lane, Rodhally V1D BRST
2 Subfiun an origipl and 1auf {3) copi 4 Enty PDovupnant Nambe? il asagind

1 NaME OF COMPANY
Falls Park Sound and Light Show Inc.

2 ADDAESS OF COMPANY (o fuic- J11* COBLY {1 1 84 86wl 1y wovad o tunh s fimsl siFixct wthalrins b )

309 E. Falls Park Drive, Sioux Falls, SD 57104

3. NAME anND TITLE OF RESPONSIBLE PEASON 5 TELEPHONE NG (fn lunt weyss vandi ) 5 DATE OF SUBMISSION

Lary Etten {605) 367-7430

-5 y2375 Irem nc gaie of (S5ue

6 The dppucant reguests INe vandnes ie ba n alfect lor « peneg of
{re geeretul, thar gy i o ell wptgereone w valiose e I verd s Dasr vvary, Jaa doney e gmrinal o3 IO (0, o8 gl ataonst adpsd bae qltes Betl s a8 0l il uprgtiey wtjere }

PRODUCT DESCRIPTION AND USE

a UST NAME AND/IOR MODEL NUMBER(S) FOR THE LASER LICHT SMOW(S) AND PROJECTOR(S)
Laser Pro Projector

¢ PRODUCT FOR wH|CM A VARIANCE 15 REQUESTED T PROOUCT 15 1nTENDED TO BE USED AT ANTY ONE LQCATION
[J A LASER DiSPLAY DEVICE §) wORE THaN 15 Days
[3 PROJECTOR FOR & LASER LIGAT SADW [0 mORE THAN 5 BUT NOY MORE THaN 15 DAYS
B3 aLasER LGAT sHOw [ LESS THan s Davs
[ oTHER tspen
~ ’ ! g TOUR 1S INTENDED TO HunN FOR
c. 0 PROIECTORS ARE INTENDED FOR SaLE. LEASE, OR LOAN TO OTHER & MORE THAN 6 MONTRS
LASER LIGHT SmQW PRODUCERS D) 15 mONTHS
B MONTH
a PRODULY 15 INTENDED FOR USE IN a CJ LESS THAN 1 MANTH
[ PLANETARLM OR OTHER DOME PROJECTION STRUCTURE (] NOYT APPUICABLE (s v )
g THEATER [J OTHER (3msere) —_
HOTEL/MOTEL BaLLROOM OR MEETING AGOM
[l s70aE piskLavs n. PRODUCT UTILIZES THE FOLLOWING LASER EFFECTS
(0 TRADE snOw GR CONVENTION FRONT SCREEN PROJECTIONS
[0 mscoTHEQUE GR MiGAT CLus g REAR SCREEN PROJECTIONS
& PAVILION HOLOGRAPMIC ISPLAYS
& 1NDOOR aRENA X MULTIPLE REFLECTIONIDIFFRACTION EFFECTS
Q OuTDOQR ARENA O aupsence SCANNING | (/sr i dintin waressng ans siy i siihe was oetmdiod whin )
3 museum B REFLECTIONS FROM STATIONARY MiRAORS DR MIRRDRED SURFACES
Q OUTDOOR UNENCLOSED AREA (Bvareee Mutres )
D) OTrER (reeury X STATIONARY IRAADIATION OF ROTATING MIRROR BAuLS: ETC
LB
Q SCANNING IRRADIaTION OF ROTATING MIARGR BALLS ETC
® E‘muu 18 \TENDED TO BE LSEO D1 Fiser oPTIC PROJECTIONS
& AT ONLY GNE Urie) LOCATION " [ FOG SMOKE. OR OTHER SCATTERING ENHANCEMENT EFFECTS
- AT A YARIETY OF {rns) LOCTATIONS 0O otner g
O orwer (Sranar)
8. LASER RADIATION LEVELS
LASER MEDIOM (A7, 770~y o wWAVE LENGTRS (nm) PEAR POWER /41 wies
Argon Krypton mixed 458-647 nm 15 Watts
8 IF ANY LASER RaBIATION 1S PULSED DR SCANNED GIVE TrE PULSE DURATION AND RATE anD SCANNING FREQUENCY AnD AMPLITUDE

Scanning Frequency 0-35K, Scanning Amplitude 0-45 degrees.

1Q. REASON FOR REQMESTING vARIANCE
QJ COMPLIANCE wiTr THE LimiTS OF 21 €FR 1040 1167 WOULD RESTRICT THE INTENDED USE OF TnE PRODUCT BECAWSE COMPLIANCE wOuLD umiT THE OuTPUT
~ - POWER YO THE EXTENT THAT THE DESIRED EFFECTS WOWLD NOT BE SuFFICIENTLT VISIBLE

t:‘ OTrER OR ADDITIONAL EXPLANATION «ynwis/

FORM FDA 3147 (W87)
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ACCESSIBLE EMISSION LMiTs ¢ IFIED In 21 CFR 1040 11, , B
O (Tus PROPOSED TO DEVIATE FRLm THE PROVISION OF 21 CFR 1040.11(c) AS FOLLOWS:

-

12. ADVANTAGES TO BE DERIVED FROM SUCH DREVIATION
& LASER LGHT SHOWS AND DISPLAYS ARE ACCEPTED POPULAR MEDIA IN ENTERTAINMENT AND THE ARTS. USE OF POWER LEVELS IN
ExCESS OF THE LIMITS IMPOSED Br 21 CFR 1044 11(c) IS NECESSARY TO ACHIEVE THE REQUIRED EFFECTS IN THESE MEDIA

[ OTHER OR ADDITIONAL ADVANTAGES |describe and eaplain)

13 EXPLAIN THE ALTERNATE MEANS OF RaDIATION PROTECTION TQ BE PROVIDED, (Cneck as many boxes as apply In em 14 "Remarks.” justly any Doacs
Rot cRecked, ysing JIGLEN3) sheels as hecesssary SwaTe Any other Mmeans of redanon pratredan that will ba yseq )

a. [ ALL LASER PRODUCTS, SYSTEMS, SHOWS, AND PROJECTORS Wikl BE CERTIFIED TO COMPLY WITH 21 CFR 1040.10 AND THE CONDI-
TIONS OF THIS VARIANCE ANP WiLL 8E REPORTED AS REQUIRED By 21 CFR 1002.10 AND 1002 12 USING THE REPORTING GUIDES PRO-
VIDER FOR SUCH PURPOSE. THESE ACTIONS WILL BE ACCOMPLISHED PRIOR TO ANY INTRODUCTION INTO COMMERCE.

» [ EFFECTS NOT SPECIFICALLY INDICATED IN THIS VARIANCE APPLICATION WILL NOT BE PERFORMED. NO OTHER EFFECTS WiILL BE
ADDED UNTIL AN AMENDMENT TO THE VARIANCE MAS BEEN OBTAINED AND THE REQUIRED REPORTS OR SUPPLEMENTS, AS

APPLICABLE, MAVE BEEN SUBMITTED

c. [Bd SCANNING, PROJECTION. OR REFLECTION OF LASER AND COLLATERAL RADIATION (LIGRHT SHOW RADIATION) iINTO AUDIENCE OR OTHER
ACCESSIBLE UNCONTROLLED AREAS witL NOT BE PERMITTED EXCEPY FOR DIFFUSE REFLECTIONS PRODUCED BY THE ATMOSPHERE,
ADDED ATMOSPHERIC SCATTERING MEDIA, AND TARGET SCREENS.

d. [ LASER AADIATION LEVELS IN EXCESS OF THE LIMITS OF CLASS | WILL NOT BE PERMITTED AT ANY POINT LESS THAN 3.0 METERS ABOVE
ANT SURFACE UPON WHICH PERSONS OTHER THAN OPERATORS, PERFORMERS, OR EMPLOYEES ARE PERMITTED TO STAND OR 2.5
METERS BELOW OR IN LATERAL SEPARATION FROM ANY PLACE WHERE SUCH PERSONS ARE PERMITTED TO BE. OPERATORS,
PERFORMERS, AND EMPLOYEES wilL NOT BE REQUIRED OR al.LOWED TO VIEW RARIATION ABOVE THE LiMiTS ©F CLASS | OR BE
EAPOSED TO RADIATION ABCVE THE LIMITS SPECIFIED IN 21 CFR 1040.11(¢).

e B anNvy PRODUCT wHICH RELIES ON SCANNING TO MEET ACCESS, EAPOSURE, OR PROPUCT CLASS LIMITS Will. INCORPORATE A SCANNING
SAFEGUARD SYSTEM WHICH RDIRECTLY SENSES SCANNER MOTION AND WHICH WiLL REACT FAST ENOUGH TO PRECLUDE EXCEEDING

THE APPLICABLE LIMIT.

H B3 AlL LASER LIGHT SHOWS SHALL BE UNDER THE DIRECT AND PERSONAL CONTROL OF TRAINED, COMPETENT OPERATOR(S). THE
OPERATOR(S) WILL. .
(1) IMMEDIATELY TERMINATE THE EMMISSION OF LIGHT SHOW RADIATION IN THE EVENT OF ANY UNSAFE CONDITION,

(2) BE LOCATED WHERE ALL BEAM PATHS CAN BE DIRECTLY OBSERVED AT ALL TIMES; AND
(3) BE AN EMPLOYEE OF THE VARIANCE HOLDER wwHO WILL BE RESPONSIBLE FOR THE TRAINING AND CONDUCT OF THE OPERATOR.

THE MAXIMUM LASER PROJECTOR OUTPUT POWER WiLt NOT EXCEED THE LEVEL REQUIRED TO DBTAIN THE INTENDED EFFECTS

THE PRQJECTION SYSTEM (L.E . TME PROJECTOR AND ALL OTHER COMPONENTS USED TO PROCUCE THE LIGHTING EFFECTS) wiLL BE
SECURELY MOUNTED OR IMMOBILIZED TO PREVENT UNINTENDED MOVEMENT OR MISALIGNMENT. BEAM LIMITERS wiLL BE PROVIDED
AS AN INHERENT PART OF THE SYSTEM DESIGN TQ PREVENT OVERFILLING OF SCREENS, BEaM STOPS, TARGETS, ETC.

1. K LASER PROJECTORS WiLL NOT BE DELIVERED TO ANY OTHER PARTY UNDER AN AGREEMENT OF SALE, LEASE, OR LOAN UNLESS AND
UNTiL THE RECIPIENT DEMONSTRATES THAT THEY HAVE A VARIANCE IN EFFECT AT THE TIME OF DECIVERY THAT PERMITS THEM TO
PRODUCE LASER LIGHT SHOWS INCORPORATING SUCH PROJECTOR.

J. El IN ADDITION TO THE REQUIREMENTS OF 21 CFR 1040.10(h), THE MANUFACTURER OF LASER PROJECTORSSYSTEMS WILL PROVIDE TO
PARTIES WHO PURCHASE, LEASE, OR BORROW THE EQUIPMENT, ADEQUATE USER'S INSTRUCTIONS FOR SAFE INSTALLATION AND
OPERATION AND WHICH EXPLAIN THE RESPONSIBILITY OF THE RECIPIENT AS AN INDEPENDENT LIGHT SHOW MANUFACTURER TO -
SUBMIT THE REQUIRED REPORTS AND APPLY FOR AND OBTAIN A VARIANCE FROM CORrM PRIOR TO INTRODUCTION INTO COMMERCE OF

ANY LASER LIGHMT SHOWS

x. Kl THE AEQUIREMENTS OF 21 CFR 1002.30(X1) AND (2) WikL BE ACCOMPLISHED TRROUGH THE USE OF WRITTEN PROCEDURES FOR SETUP,
ALIGNMENT, TESTING, AND PERFORMANCE OF EACH SHOW. THESE PROCEDURES WILL BE IN SUFFICIENT DETAIL TO ENSURE COM-
PLIANCE WITH 21 CFR 1040 10, THE CONDITIONS OF THIS VARIANCE, AND THE CONTROL OF ACCESS TO RAPIATION AREAS USING THE
PROCEDURES DESCRIBED IN THE ANSI 2136.1 STaNDARD FOR THE SAFE USE OF LASERS (AMERICAN NATIONAL STANDARDS INSTITUTE,
1430 BROADWAY, NEW YORK, NY 10018) OR aNY OTHER EQUIVALENT USER CONSENSUS STANDARD AND, WHERE APPLICABLE STATE OR
LQCAL REQUIREMENTS. LASER RADIATION AREAS WHICH CaN CONTAIN RADIATION LEVELS ABOVE THME LIMITS SPECIFIED IN 21 CFR
1040.11(¢), wiLl. BE CLEARLY IDENTIFIED BY TrE POSTING OF WARNING SIGNS AND/OR RESTRICTING ACCESS THROUGH PHYSICAL
MEANS (SuCH AS PRESSURE SWITCHES, PHOTOCELLS, BARRIERS, GUARDS. ETC.). YHESE REOUIREMENTS APPLY TO TEMPORARY AREAS
(SMCH AS DURING SET-UP AND ALIGNMENT PROCEDURES) AND TO FINAL OR PERMANENT aREAS, THE VARIANCE MOLDER WILL RETAIN
THE RECORDS OF TnESE PROCEDURES AND THE RESULTS OF ALL TESTS AS REQUIRED BY 21 CFR 1002.37. A COPY OF THE VARIANCE
APPLICATION, THE APPROVAL LETTER, CURRENT PROCEDURES, AND RECORDS RELATING TO EACH PARTICULAR SHOW WILL BE wiTH
TNE OPERATOR OR OTHER RESPONSIBLE INDIVIDUAL AND WILL BE MADE AVAILABLE FOR INSPECTION BY FDA AND OTHER RESPONSI-

BLE AUTNORITIES

e

o
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PROPQOSED EFFECTS INCLUDIN® STATEMENT OF THE MAXIMUM POWER OUTPUT IN”’ED SUCH NOTIFICATIDNS wu_L 8E MADE BUT
NOT NECESSARILY BE LIMITED , &'

. 'm THE CENTER FOR DEVICES anND RADIOLOGICAL HEALTH, OFFICE OF COMPLIANCE {HFZ 312). 8757 GFORGIA AVE._ SILVER SPRING, MD
.- - 20910, PROVIDING THE INITIAL AND CLOSING DATES FOR FIXED INSTALLATIONS AND THE ITINERARY FOR MORILE SHROWS. IN ADD:-
/ 24 i TION, UNLESS ALL ASPECTS OF EACH SHOW HAVE BEEN REPORTED AND THE ACCESSION NUMBERS CLEARLY REFERENCED, EACH
S NOTICE Wit INCLUPE DETAILED DESCRIPTIONS OF EACH SHOW AND A LISTING OF ALL EFFECTS 7O BE PEHFOHMED IN SUFFICIENT
’ DETAIL TO CONFIRM COMPLIANCE wiTH THE REGULATIONS AND THIS VARIANCE

{2) THE FEDERAL AVIATION ADMINISTRATION (FAAR} FOR aANY PROJECTIONS INTO OPEN AIRSPACE AT ANY TIME (1.E€., INCLUDING SET-UP.
ALIGNMENT, REHEARSALS. PERFORMANCES, ETC.). IF THE FAA OBJECTS TO ANY LASER EFFECTS, THE ORJECTIONS wWiLL BE RE.
SOLVED AND ANY CONDITIONS REQUESTED BY FAA WILL BE ADHERED TO IF THESE CONDITIONS CAN NOT BE MET. THE OBJEC.
TIONABLE EFFECTS wiLlL BE DELETED FROM THE SHOW

(3) STATE aND LOCAL RADIATION CONTROL QFFICES/AGENCIES FOR ALL SHOWS TO BE PERFORMED WITHIN THEIR JURISDICTIONS. ALL
REQUIREMENTS OF STATE AND LOCAL LAW WILL BE SATISFIED aND ANY QBRJECTIONS RAISEP BY . OCAL AUTHORITIES WILL BE RE-
SQLVEP OR THE EFFECTS DELETED (LISTS OF FEDERAI AND STATE OFFICES ARE AVAILABLE FROM THE CENTER FOR DEVICES AND
RADIQLOGICAL HEALTH UPON REQUEST.)

1a. REMARKS

CERTIFICATION

) CERTIFY 1hay all of the apeve intormanbion anda siataments are Wue, complets, and Correct (o tne best of My kNowicAge ans achnowledge that rmy
¥3rIaNce apphcanion may be 0ened or My vanance May pa revoked (il s apphcation 1S found (o be fISe. MISIERAING, OF INCOTECT sn any matanal way
| have SupMITIEd ana will SybMmIt 81) reports requited Py 21 CFR 1002.10 and 1002 12 on the laser equpment angd sNow(s). | turthar understand that |
may be required by regulation of by the Direcior. Center for Devices and Radological Mealth, 1o supply Suth o1Rer NlermIanen as May be nacessary 1o
eévaluare and act on this apphcanan.

15. SIGNATURE 16. NAME (Type or Print) 17 TITE

%“jé%/ Lary Etten Laser Safety Officer

;
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