
Au-30-00 13 : 04 Frcm- T-306 P.O2/04 F-131 

APPLICATION FOR A VARIANCE 
- -- --AN SERVICES 

IUL “EALl n aGnrlLi r FROM 21 CFR 1040.1~~) FOR A 
mrn nP”rr ‘3~ClNlS~n~ION LASER LIGHT SHOW, DISPLAY, 

OR DEVICE 

IQN LEVELS 

r-6 tnmt 
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11. MANNER I@ bwCH IT IS PROPOSE0 TO OEWATE FRON I%,E RKIUlREMENT$ OFTbE APFLICABLE STANDARD 

k IT IS PRQPDSED TO DE\nATE PROM ThE PROVISIONS OF 21 CFR lDuI.77(cJ IN MATT~E ACCESS@* EMISSION LEVI%. WOULD EXCEED THE - 

6 
ACCESSIBLE EMISSION UMITS SPECIFIED IN 21 CFR 104O.ll(C~ 
IT IS PROPOSE0 TO DE\rteTE FROM THE PROVISION OF 21 CFR rOaO.~~(c) AS FOuOws: 

12. AOVANTAGES TO BE DERIVED FROM SKrr DEMATION 
&t uSER uG~IT SHOWS At& 0lSP~mrS ARE ACCEPTED POPUlnR MEDIA IN ENTERTAINMENT AND THE ARTS. IJSE Of POWER LEVELS IN ’ 

ErCESS OF THE LIMITS IMPOSED BY 21 CFR 7990.1 l(c) IS NECESSAAT TO ACn)fvE THE REOUIRED EFFECTS IN TnESE MEDIA. 
0 OYhER OR ADDlTlONAL nOvANTAGE (qrecnba and aiplam) 

il. @! ALL USER PRODUCTS, USTEWS, SMOwS. AND PROJECTORS WILL 8E CERTIFIED TO COMPLY WITH 21 CFR 1040 70 AND TnE CONDI- 
TIEINS OF THIS VARIANCE ANO WILL 8E REPORTED AS REQUIRED Bt 21 CFP 1002~10 AND 1002.12 USING THE REPORTING GUIDES PRO- 
VIDED FOR SUCH PURPOSE. TnESE ACTIONS WILL SE ACCOMPLISHED PRIOR TO ANY INTRODUCTION INTO COMMERCE. 

q - $1 EFFECl’X NOT SPECIFICALLT INDICATED Ih TnlS VARIANCE ~PPLICAT~QN WILL HOT BE PERFORMED, ho OTI-+ER EFFECTS WILL BE 

ADDED UNTIL AN AuENDMENT TO TnE VARIANCE WAS BEEN OBTAIIULD AND THE REQUIRED REPORTS OR SUPPLEMENTS. AS 
APPLICABLE, HAVE BEEN SuBrMTED 

c. B SCANNING. PROJECTION. OR REFLECTION OF USER AND CDLIATERAL RADIATION (LIGHT SHOW RADIATION) INTO AUDIENCE OR OTHER 
AcC!%iSIBLE UNCC~NTROLLED AREAS WILL Not BE PERHl~D EXCEPT FOR PlFFUSE REFLECllONS PRODUCED BY THE AlMOSPl-iERE, 
ADDED ATMOSPI~ERIC SCATTERING MEDIA. AND TARGET SCREENS. 

O. $1 LASER RADIATION LEVELS IN EXCESS OF TME LIMITS OF CLASS I WILL NOT BE PERMrlTEO AT AN? POINT LESS TITAN 3.0 METERS ABOVE 
ANT SURFPEE UPON wnlcn PERSONS OTnE’R THAN OPERATORS. PERFORMERS. OR EMPLOYEES ARE PEF~MITT~D TO ST.wD OR 2s 
METERS BELOW OR IN U~ERAL SEPARATION FROM ANT PUCE WrrERE SUCH PERSONS ARE PERMITIXD TO BE OPERATORS, 
PERFORMERS. AND EMPLOTEES WILL NOT BE AEOurPED OR ALLOWED TO VIEW RADIATION ABOVE THE LIMITS OF CUSS I OR BE 
EXPOSED TO RADIATION ABOVE ThE LIMITS SPECIFIED IN 27 CFR 1wo.ll(c). 

e m ANT PRODUCT WHlCn RELIES 0~ SCANNING TO MEET ACCESS, EKXXSlJR~ OR PRODUCT CUSS LIMITS WILL iNCORPORATE I SCANNING 
SAFECLIARQ STSTEM WHICH DIR!XTLY SENSES SCANNER MOTION &ND WHICN WILL REACT FAST ENOUGH TO PRECLUDE ExCCED~NG 
THE APPlJcA8ti LIMIT. 

1. a AU USEA LIGHT SkOwS SPIAU BE UNDER ThE DIRECT AND PERSONAL CONTROL OF TRAMED, COMPETENT OPERATOR(S). TM% 
OPERATOR(S) WILLZ , 

(T) IMHEDIA~JELY TERMNATE TnE EMMISSION OF uGnT SHOW RADIATION IN ME EVENT OF ANY UN5FE CONDITION: 

@) BE LOCATED wnEfiE AU BEAM PATHS CAN BE DIRECTLY OESERvED AT AU TIMES: AND 

(3) BE AN EMPWYEE OFTrrE VARIANCE HOLDER WnO WILL BE RESPONSIBLE FOR THE TRAINING AND CONDUCT OF~?E~PERATOR. 

g- & TkE MAXIMUM lpSER PROJECTOR OUTPUT POWER WILL NOT EXCEED IHE LEVEL REQUIRED TO OBTAIN TnE IrTENOED EFFECTS. 

n. i?& TNE PROJECnOk SYSTEM (I.E. THE PROJECTOR AND ALL OTHER CO~WII=ONENTS USED TO PRODUCE Ttif CIGtlTlNG EFFECTS) WlcL BE 
SECURELY MOUNTED OR I~HO%UED TO PREVENT UNINTENDED tdOVEMENT OR MISALIGNMENT. BEAM ~1kllTEFlS WILL BE PRCMDED 
AS AN INVERENT PART OF THE SYSTEM OESIGV TO PREVENT OvERfl~ukG OF SCREENS. BEAM STOPS. TARGETS. ETC. 

1. s uSER PROJECTORS vVlLL NOT BE DELIVERED TO ABUT OTHER PARTY UNDER AN AGREEMENT OF SALE, L&SE. OR LOAN u)~LESS AND 
UNTIL THE RECiPlEhT DEMONSTRATES T)IAT ThEY HAVE A VARIANCE IN EFFECT AT THE TIME OF DEIJVEAY THAT PERMITS TnEkl TO 
PRODUCE IASER LIGHT ShOwS INCORWRATI~G SUCH PRQIECTOR. 

,. SIN ADDITION TO THE REQUIREMENTS OF 21 CFR lrM.lUnh THE ~#ANuFACTUR~ OF LASER PRO$xroRWSTSTEhS WILL PRorlOE TO 
PARTIES WnO PURCHASE, LGISE. OR BORROHl THE EWIPMENT. ADEPWTE uSEFlR?i: 1hSTRuCn0fuS FOR SAFE INSTAUnTlON AND 
OPERATION AN0 WUlCtl aPLAIN TiiE RESSWhSI6IUR OF ThE RECIPIENT AS AN tNDEPEE(DEKT LIGHT SHOW MANUFACiURER TO 
SUBMIT Thf RMUlRED REPORTS AND APPLY FOR AND OBTAIN PI VARIANCE i=ROM CDRti PRIOR TO IN~ODUcTbN INTO COMMERCE OF 
ANY LpsER UGrrT SJIOWS. 

*- K 
THE REQulRNENls OF 21 CFR iOo2.!lO[axl) ANO (2) WILL BE MCCOYPUSNED ThROUttl THE USE OF WRITTEN PROCEDURES FOR SEEP. 
ALIGNMENT, TEmIuG. AND PERKZRWANCE OF EnCn SHOW THESE PROCEDLIRES WILL BE IN SUFFICIENT D-AIL TO ENSURE COY- 
PLIANcE WITH 27 CFR 1044.10, TnE CONOiTIONS OF Trrrl VARIANCE, AND THE CONTPOC OF AECE~S Ta R~DtAll0h1 AREAS USING ThE 
PROCEDURES DESCRIBED IN ME nIuSl213&1 STANDARD FOR THE SAFE USE OF USERS MM~%ICAN VATIONAL STANDSRDS INSTM 
la BROADWAy, NEW YOR& NT VJOlB) OR ANY OTHER EQUlvAirENT USER DONSMSUS STANDARD A~uD, wvunERE APPuCA~~CF STATE OR 
LOCAL REQUIREMENTS. CPSER RADIATION AREag WMCn CAN COIVTAIN RPDIAY~ON LEvEllj AJSOVE ThE LIMITS SPECIFIED rpr 21 CFR 
lDlo.ll(c). WILL l3E CLEARLY IDENTIFIED BY THE ‘POSTING OF WARNING SIGNS AND&R RESTRlCTlrG ACCESS THROUGH Pni53-L 
MEANS (SUCn AS PRESSIJRE SWITCtlE$. PnOTOCELLS, BnRFhERQ CWAROS. ET4ThESE REQuIREMEM¶ APPLY TO TEBMORARY nREhS 

(SUCH As DURING SETUP AND AUGNYENT PROCEpURES) AND TO FINALOR PIEFPI*yENT AR-S. WE VARIANCE nOLDER WILL RETnlN 
ThE REtORDS OF ‘MEBE PROCEDURa AND THE RESULTS OF-ALL TEESTS AS R-ED BY 21 CFR 1CUz91.. A COW OF+kE VARIANCE 
APPuCATION, TnE APPROVAL mR. CuRRwT PROCEDURES. AruD RECORDS RATING TO EACH PARTICULARS SVOYr WILL SE MTli 
ThE 0PEFbTOR OR OTWER RESPO~@BLE INONIDUAL AN0 wlu SE MADE AVAILABLE FOR INSPECTION BY FDA AND Ol’hW RES,PbNBI- 
BLE AUTHORl~lES. . 

” -. 

FORM FDA 5147 wm -2.._ 



Aur-30-00 13: 05 From- T-306 P.O4/04 F-131 
I, B ADVANCE WRI~N NOnFICAnON WILL BE MAPE AS EARLY AS POSSIBLE TO AFPROPRlATE FEUERAl, STATE. AND LOCAL AU~~~OR~“IES _ 

PROqDlNG ShOW ~TINERAFIY wiTh DATES AND LOCATIONS CL&~RLT AND COMPLETELY IDENTIFIED, ANO A BASIC O~Z~CRIP~ON OF 
. RROPOSED EFFECrS INCLUDING A STATEMENT OF THE MPJriMUM POWER OUTPUT INTENDED. SUCn NOTIfICATiONS~bfiLL BE MADg BW + 

NOT NfiCE.SSAi?lW BE LIMITED. TO: _- _ . -1 

f (1) TnE CENTER FOR DEvtCES AND RADIOLOGICAL n%LTk. OFFICE OF COMPLIANCE lhR312),B757 GEORGw AVE, SOLVER SPRING, ~13 
20910, PROVIDING THE INITIAL AND CLOSING DATES FOR FIAED INSTALCmTlONS AND TkE ITlNmRT FOR MOBILE SIIOWS. IN Aim. 

TION, UNLESS ALL ASPECTS OF EACh SnOW tlAvE BEN REPORTED AND THE ACCESSION NUMBERS CLEA~?LT REFERENCED, EACH 
NOTICE W&L INCLUDE DETAILED DESCRIPTIONS OF EACM Snow AND A LISTING OF AU EFFECTS TO BE PERFORNED 1~ SufPICIENT 
ORAIL TO CONFIRM COMPLIANCE WITH THE REGUCnTlONS AND THIS VARIANCE 

(2) THE FEDERAL Avtnnotu ADH~UISTRATION (FAA) FOR ANY PROJECTIONS INTO OPEN AIRSPACE AT ANY TIME (I.E. INCLUOING SETUP, 
AUGNMWT. AE~EARSALS. PERFQRHANCES. ETC.). lF THE fM OBJECTS TO ANT LASER EFFECTXTHE OBJECTIONS WILL FJE AE- 
SOLVED AND ANY CONDITIONS REQUESTED 87 FAA WILL BE ADHERED 10. IF TnESE CONDITIONS CAN NOT BE kff. THE OE&C- 
T~ONABLE EFFECTS WILL BE DELmD FROM ThE %OW- 

(3) STnTE AND LOCAL RAOIAT~ON CONTROL OFFKXSIAGENC~ES FOR ALL ShOwS TO BE PERFORMED WIThIN THEIR JURISDICTIONS. ALL 
REQUIREMENTS OF 3TpTE &NO LOCAL LAW WILL BE SATISFIED AND ANY OBJECTIONS RAISED By LOCAL nUThORiTlLS WILL BE AE- 
SOLVED OR THE EFFECTS DEPIXD. (LISTS OF FEPERAL AND STATE OFFICES ARE AVAILABLE FROM THE CENTER FOR DEVICES AND 
RADIOLOGICAL HEALTh UPoN REOUEST.I 

lo. REMARl(S 

. - 

-. - 
CERTIFICATION 

I CERTlFr mar aii of me aca-e ;nlornwslQn ana sratemenrm are true. complrre. ano comer IO th oesl ot my CnolisQga ma OCknOriedg* IrUt mY 
w~ancq *ptication may De aetwa or rnr ~artanca may 0e rarrmea it tnis applicellon 16 fows LP 00 tatse, maietiwi. or in -1 ,n an, mo1cnal war. 

I rla-e s~rsm~rrw ma rl~l suwir acl repws raqarca BY 21 CFR ltXlZ.10 Ma lmnz on me laker equipment am snor(s). I further w3derswa ma1 1 
mar Da mqwrrd Dy regulalton or Dy ~ha Oirucror. Cenw tor Pe-res an0 Raotologlcal riearrn, w Apple sucn omer umxriwon 85 mar De n=cssan 10 
~auare ana M on rnla 4gmrica:sm. 
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FDAKDRH OFFICE OF COMPLIANCE 
DMSION OF ENFORCEMENT III 

2098 GAITHER ROAb; ikbc’Aevfi!~@, @ID40850 

FACSIMILE TRANSMISSION SHEET 
(301) 594-4672 IFAX NUMBER 

- (301) 59414646 TELEPHONE 

DATE: 

Number of pages: Coversheet + 3 
Confirmation Number: (301) 594-4646 

COMMENTS: 

‘THIS DOCUUENT IS lNTl$iED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTAIN 
lNFOR@MllON THAT lS PRIVILEGED, CDNFIDEIYTIAI, MD PRO- FROM DISCLOSURE UNDER APPLICABLE CAW- 
IF YOU ARE NOT THE ADDRESSEE, OR A PERSON AUTHORlZED TO DELIVER THE DDCUHENT TO THE ADDRESSEE, 

YOU ARE HmEBY NOTlflED THAT ANY REVIEW, DISCLOSURE, DISSEMINATION, COPYING, OR OTHER ACTION BASED 
ON THE CONTENT OF THIS COMMUNICATlON IS NOT AUTHOPIZED. IF YOU HAVE RECEIVED THIS DDCUMENT IN 
ERROR, PLEASE IMMEDIATELY NOTIFY US BY TELEPHONE AND UETURN IT TO US AT THE ABOVE ADDRESS B’r 
MAIL. THANK YOU- 


