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= PRODUCT DESCRIPTION AND USE

e a ST NAME ANRVOR MQDEL NUMBER(S) FOR THE LASER LIGHT SHQW(S) aND PROJECTORIS)
OMNISCAN Laser Projection System, Model 2000 series

p. PRODUCT FOR wHICH A VARIANCE 1S REQUESTER 1. PRODUCT 13 INTENDED TO BE USED AT anT ONE LOCATION
O aasen oigPLar DEVICE [3X mORE ThaN 15 DATS
{3 a PROJECTOR FOR & LASER LGHT SHOW [ mORE Than 5 BUT NOT MORE TraN 15 DAYS
X a LASER uGHT SnOW O essTransoars

O OMER txnim

g TOUR I5 INTENCED TO RuN FOR
O MORE Than & MONTRS
G 18 MONTRS
O 1E35 Thaw 1 MONTH
T NOT APPLICABLE (e = i)

c. [0 PROJECTORS ARE INTENDED FOR SaLE. LEASE. OR LOAN TO OTHER
LASER LIGHT 3MOwW PRODUCERS

a. PROBUCT 1S INTENDED FOR USE in A
R PLANETARIUM OR OTHER DOME PRGYEGTION STRUCTURE

O tneaten O omerismun
] nOTEUMOTEL BaLLROOM GR MEETING ROOM
[ sToRre DisPLars n. PROPUCT UTILIZES THE FOLLOWING LASER EFFECTS
0 TRAGE ShOw OR CONVENTION [X FRONT SCREEN PROJECTIONS
O 0I3cOTMEQUE OR NIGHT CLUB {J ReaR sCRESN PROIECTIONS
:J PaviLiON D ROLCGRAPRIC DISPLAYS
[ \NDOOR wRENA [0 MULTIPLE REFLECTIQMIDIFFRACTION EFFECTS
N D QuUTOOOR ARENA D AUDIENCE SCANNING (.35 M linh™ w ool we v wr ¥ AdE ionrmtt ndlS] wrcws.)
O museum T} REFLECTIONS FROM STATIONARY mMIAROAS OR MIARORED SURFACES
[J ouTDOGR UNENCLOSED AREA {Bewcu Mherres.)
(1 OTHER (jaaur O stanonarY IRRADIATION OF ROTATING MIRROR BaLLS, ETC
T O SCANNNG IRRADIATION OF ROTATING MIRROR BALLS. ETC.

o. PRODUCT 1S INTENDED TO 8€ USED 1 FiBER PTIC PROUECTIONS
& a7 onLr OnE uiran LOCATION {7 FoG. SMOKE. OR OTHER SEATTERING ENRANCEMENY EFFECTS
O AT A VARIETY OF {nmr) LOTATIONS E] OTHER (st ] o o e
D OTRER (Sievin) -

8 LASER RADIATION LEVELS
LASER MEDIUM « 7 Jie-Ne vne s WAVE LENGTRS (nm) PEAN POWER 1 1 very
Mixed Gas Ion Laser AS8NM - 647NM 3.5 Watts CwW

ERKS
9 1F ANY LASER RaDIATION IS PULSED OR SCAnnED. GivE TRE PULSE DURATION anND AATE anD SCANNWMG FREQUENCT anD AMPLITUDE

Please refer to atrachments 3 q 435
203

1 COmMPLIANCE WITh TRE LUMITS OF 21 CFR 1060 111 wOur A RESTRICT ThE INTENDED YSE OF TeE PRQOUCT BECAUSE COMPUANCE wOULO LiMiT THE QUTFUT
POWER TO TmE EXTENT THaT TnE DESIRED EFFECTS WOULLD NOT BE SUFFICIENTLY VISIBLE

‘e OTHERA OR ADDITIONAL EXPLANATION ryav ey

1N AEASON FOR REQUESTING VARIANCE
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ACCESSIBLE EMISSION LIMITS SPECIFIED IN 21 CFR 1040.7V(6)

1 (T 1S PROPQSED TO DEVIATE FROM THE PROVISION OF 21 CFR 1040.1)(e) AS FOLLOWS:

12 ADVANTAGES TO BE PERIVED FROM SUCH OEVIATION
K] LASER LIGHT SnOWS AND DISPLATS ARE ACCEPTED POPULAR MEDIA IN ENTERTAINMENT AND THE ARTS. USE OF POWER LEVELS IN

EXCESS OF THE UMITS IMPOSED BY 21 CFR 1040.11(c) 1S NECESSARY TO ACHIEVE TnE REQUIRED EFFECTS 1N THESE MEDIA.

O OoTHER OR ADDITIONAL ADVANTAGES [descride and sxpiain)

12. EXPLAIN THE ALTERNATE MEANS OF RADIATION PROTECTION TO BE PROVIDED. (Check a5 many toxss a3 apply. In em 14 “"Remmxs,” justify any Boxes
Nt enacked, uRNgG daMivony Shans 25 NAEcassiary. St Bny oWer MEarm of MAAUON Prateanon At will be used.|

[X ack LASER PRODUCTS, SYSTEMS, SHOWS, AND PROJECTORS WiLL BE CERTIFIED TQ COMPLY WiTh 21 CFR 1040.10 AND THE CONOI-
TIONS OF TrIS vARIANCE AND wiLL BE REPORTED AS REQUIRED B8Y 21 CFR 100210 AND 1062.12 USING THE REPORTING GUIDES PRD-
VIDED FOR SUCH PURPOSE. THESE ACTIONS WiLL BE ACCOMPLISHED PRIOR TO.ANY INTRODUCTION INTO COMMERCE.

X EFFECTS NOT SPECIFICALLY INDICATED iN TriS VARIANCE APPLICATION Wikl NOT BE PERFORMED. NO OTnER EFFECTS WIii.L BE

ADDED UNTIL AN AMENDMENT TO THE VARIANCE HAS BEEN ORTAINED AND TME REQUIRED REPORTS OR SUPPLEMENTS, &S
APPLCABLE, NAVE BEEN SUBMITTED.

[ scanninG, PROSECTION, QR REFLECTION OF LASER AND COLLATERAL RARIATION (IGNT SHOW RABIATION) INTO AUBIENCE OR OTHER

ACCESSIALE UNCONTROLLED AREAS WILL NQT BE PERMITTED EXCEPT FOR Pif FUSE REFLECTIONS PRODUCED 8Y THE ATMOSPHERE.
ADDER ATMOSPRERIC SCATTERING MEDIA, AND TARGET SCREENS.

J LaSER RADIATION LEVELS IN EXCESS OF THE LIMITS OF CLASE | WILL NQT BE PERMITTED AT aNY PQINT LESS THAN 3.0 METESS ABOVE
ANY SURFACE UPON WHICN PERSONS OTHER THAN GPERATORS, PERFORMERS. OR EMPLOYEES ARE PEAMITTED TO STAND OR 25
METEAS BELOW OR iN LATERAL SEPARATION FROM ANY PLACE WHERE SUCH PERSONS ARE PERMITTED TO BE OPERATORS,

PERFORMERS, AND EMPLOYEES WiLL NQT BE REQUIRED OR ALLOWED TO VIEW RADIATION ABOVE THE LimiTS OF CLASS j OR BE
ExPOSED TO'RADIATION ABOVE THE LIMITS SPECIFIED IN 2 CFR 1080.11{c).

ANY PRODUCT WrnCH RELIES ON SCANNING TO MEET ACCESS, EXPQSURE, OR PRODUCT CLASS LIMITS Wikt INCORPORATE A SCANNING

SAFEGWARD BYSTEM WHICH PIRECTLY SENSES SCANNER MQTIGN AND WHICH Wikl REACT FAST ENOUGH TQ PRECLUDE EXCEEDING
TmE APPLICABLE LIMIT.

@ ALL LASER LIGHT SHOWS SHALL 85 UNDER THE DIRECT AND PERSONAL CONTROL OF TRAINED, COMPETENT QPERATOR(S). THE
CGPERATOR(S) witl: .

(1) IMMEDIATELY TERMINATE THE EMMISSION OF LIGRT SnQwW RADIATION iN THE EVENT OF aNY UNSAFE CONDITION;

{2) BE LOCATED WHERE ALL REAM PATHS CAN BE DIRECTLY OBSERVED aT At TIMES; AND

(3] BE AN EMPLOYEE OF THE VARIANCE NOLDER WHO WiLL BE RESPONSIBLE FOR THE TRAINING AND CONDUCT OF THE QPERATOR.
THE MAXIMUM LASER PROJIECTQR OUTPUT POWER WILL NQT EXCEED THE LEVEL REQUIRED TO OBTAIN THE INTENDED EFFECTS.

TrE PROJECTION SYSTEM ¢.E. THE PROJECTOR AND ALL OTHER COMPONENTS WSED TO PRODUCE TNE LIGHTING EFFECTE) Wil L BE
SECURELY MOUNTED OR IMMOBILIZED TO PRAEVENT UNINTENDED MOVEMENT OR MISALIGNMENT. BEAM LIMITERS wi L BE PROVIDED
AS AN INNERENT PARY OF THE SYSTEM OESIGN TO PREVENT OVERFiLLING OF SCREENS, BEam STOFS, TARGETS, ETC,

+ASER PROJECTORS WiLL NOT BE DELIVERED TQ ANY OTHMER PARTY UNDER AN AGREEMENT OF SALE. LEASE, OR LOAN UNLESS AND
UNTIL THE RECIPIENT DEMONSTRATES TRAT THEY RAVE A VARIANCE IN EFFECY AT TRE TIME QF QELVERY THAT PERM|TS THEM TO
PAQOUCE LASER LIGNT SHOWS INCORPORATING SuCn PROJECTOR.

IR ]

¥

IN ADDITION TO THE REQUIREMENTS OF 21 CFR 1040.10(), TRE MANNFACTURER OF LASER PROJECTORE/SYSTEMS WiLL PROVIBE TQ
PARTIES WHGQ PURCHASE, LEASE, OR BQRACW TrE EQUIPMENT, ADEQUATE WSER'S INSTRUCTIONS FOR SAFE INSTALLATION anD
OPERATION AND wriCn EXPLAIN THE RESPONSIBILITY OF TNE RECIPIENT AS AN INDEPENDENT 11GnT SHOw MANUFACTURER TO

SUBMIT THE REQUIRED REPORTS aND APPLY FOR AND ORTAIN A VARIANCE FROM CORM PRIOR TQ INTRCOUCTION INTO COMMERCE OF
ANT LASER LIGHT SHOWS.

¥

THE REQUIREMENTS OF 21 CFR 1002 30a%1) AND 12) WLl BE ACCOMPUISHED THROWGH THE USE OF WRITTEN PROCEDURES FOR SETUP
ALIGNMENT, TESTING, AND PERFORMANCE QF EACH SKNOW THESE PROCEDURES WiLL BE iN SUFFICIEnT DETAIL TO ENSURE COm-
PLIANCE wiTr 21 CFR 1040.10. THE CONDITIONS OF TS VARIANCE, AND THE CONTROL OF ACCESS TO RADIATION AREAS USING THE
PROCEDWRES DESCRIBEDR 1N THE ANSI 2136.1 STANDARD FOR TrE SAFE USE OF LASERS (AMERICAN NATIONAL STANQARDRS INSTITUTE
1430 BROADWAY. NEW YQRK. NY 10018} OR ANY OTHER EQuIVALENT USER CONSENSUS STANDARD AND. wERE APPLICABLE, STATE OR
LOCAL REQUIREMENTS. LASER RADIATION aREAS wWHICH CAN CONTAIN RADIATION LEVELS ABQVE TRE LIMITS SPECIFIED IN 21 CFR
1040.11(e), WILL BE CLEARLY IDENTIFIED 8Y THE POSTING OF WARNING SIGNS ANDOR RESTRICTING ACCESS THROUGH PRYSICAL
MEANS [SUCH AS FRESSURE SWITCNES PROTOCELLS. BARRIERS, GUARDS. ETC,). THESE REQUIAEMENTS APPLY TO TEMPORARY ARELS
(SLCH AS DURING SET UP AND aLIBNMENT PROCEDUARES) AND TO FINAL DR PERMANENT AREAS. THE VARIANCE HOLDER WiLL RETAIN
TnE RECOROS OF TRESE PROCEDWRES AND THE RESULTS OF an TESTS AS REQUIRED BY 21 CFR 1002.3Y a CQPY OF TnB vaRIANCE
APPLICATION, THE APPROVAL LEYTER. CURRENT PROCEDURES. AND RECORDS RELATING TO EACH PARTICULAR SHOW Wikl BE wiThH

THE QPERATOR QR GTHER RESPONSISLE INDIVIDUAL AND WiLl BE MACE AvailLABLE FOR INSPECTION 8y FDa AND OQTHER RESPCNSI-
BLE ANTHORITIES.
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PROVIDING SHOW ITINERARY WITH DATES AND LOCATIONS CLEARLY ANU CUMPLE | ELT WEN1IFIEW, AIVW A DASING WEIWNIC | Ivsy Wi

PROPQOSED EFFECTS INCLUDING a4 STATEMENT OF TNE MAXIMUM POWER OUTPUT NTENDED. SUCKH NOTIFICATIONS WILL BE MADE, BUT
NOT NECESSARILY 8E LUMITED, TO: ‘

{1) THE CENTER FOR DEVICES ANO RADIOLOGICAL HEALTH, OFFICE OF COMPUANCE (HFZ:312), 8757 GEORGIA AVE, SILVER SPRING, MD
20910, PROVIOING THE INITIAL AND CLOSING DATES FOR FIXED INSTALLATIONS AND THE ITINERARY FOR MORILE SHOWS, IN AODI-
TION, UNLESS ALL ASPECTS OF EACHM SHOW HAVE BEEN REPORTED AND THE aCCESSION NUMBERS CLEARLY REFERENCED, EaCh
NOTICE WILL INCLUDE DETAILED DESCRIPTIONS OF EACH SHOW AND A LISTING QF ALL EFFECTS TO BE PERFORMED IN SUFFICIENT
DETAIL TO CONFIRM COMPLIANCE WITH THE REGULATIONS AND THIS VARIANCE.

@) THE FEDERAL AVIATION ADMINISTRATION (FAAR) FOR ANY PROJECTIONS INTO OPEN AIRSPACE AT ANY TIME (LE. INCLUDING SETUP,
ALGNMENT, RENEARSALS, PEAFORMANCES, ETC,). IF THE Fa4 OBJECTS TO ANY LASER EFFECTS, THE QBJECTIONS WILL BE RE-
" SOLVED AND ANY CONDITIONS REQUESTED BY FAA WILL BE ADHERED TO. IF THESE CONDITIONS CAN NOT BE MET, THE OBJEC.
TIONABLE EFFECTS WILL BE DELETED FROM THE SHOW,

B) STATE AND LOCAL RADIATION CONTROL OFFICES/AGENCIES FOR ALL SHOWS TO BE PERFQRMED WITHIN THEIR JURISDICTIONS. ALl
REQUIREMENTS OF STATE AND LOCAL LAW WILL BE SATISFIED ANO ANY OBJECTIONS RAISED BY LOCAL AUTHORITIES WILL 8E RE-

SOLVED OR THE EFFECTS DELETED. LISTS OF FEDERAL AND STATE OFFICES ARE AVAILABLE FROM THE CENTER FOR DEVICES anND
RADIOLOGICAL HEALTH UPON REQUEST)

14. REMARKS

Please refer to attachments H - K

CERTIFICATION

1 CEATIFY nat all af tha above 1nIGrMation ana siatements are (fue. compiers, and comecs 1o e beat of My RNOwIECEE 3Na FChnawiedge (hat my
vanance apphcalion may de Genlea or My vanance may be revoneq if 1RIs apphcation 15 {0unad o De taise, Misieathng, o7 INCArecy In 3Ny Malend) «ay.
| have suomitied and will SUBMI 3l repors required Oy 21 CFR 10Q2.10 and 100212 on Ine laser equiomeant ano sNo«is) | tudner unoerstana Insg t

May be redureq Dy rdgularian of oy ine Dwector. Canter 1or Dewices ana Radwlogicas Healln, 1o Supgly Such cifier iNIO/Makion A5 May be necessary ta
€valuale ana act on s apphcstion.
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15. SIGNA
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