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DEPT. OF HEALTH.AND HUMAN SERVtCES APPUCATQN FOR A VARIANCE fbm‘AppwedNab~ 
PUBLIC HEALTH SERVlCE , FROM 21 CPR 1646.11 (c) FOR A 

FOOD AND DRUG ADMINISTRATION i LASER l&BIT SHOW, DISPLAY j DOCXET NUMBER 
I OR DEVJCE 

NOTE: NoLaser~~dvrmrwd~deviaemayv~ryfromeompIiance~21CFRiWO.ll(c)indejOn 
or use wilbol* the apprwmt w @i8- scwr&wq y&h m GFRM10.4. 

tNBTRuc7toNs . . . ,_* *I( > ’ 9 : $^ : 1 ..d 
l.Check~appliiboxes~typeorprinftherequastedkrfwmation. 3.MattywrapptkMMtotheHearingCt.fk.Foodand5rw 
2. Submii an orIgInal and four (4) coptes Mministratton Room MS, 5800 Fcihcrs Lane, Roclnritk, MD 20857 

4. Enter Dockei Number tf a!ssigned. 

1. NAME OF COMPANY 
William McHugh 

2. ADDRESS OF COMPANY (Inctude ZtP Code) 
4264 Asher Street, San Diigo, CA 92110 

3. NAME OF RESPONSIBLE PERSON 
William McHugh 

4. TELEPHONE NO. (fncknfs am code) 
619 302-8118 

5.5ATE OF SUBMtSSION 
January 12,2065 

drMALASER Beamburst Amber 50 wl Bounce Mirrors 

b. PRODUCT FOR WHICH A VARIANCE IS REQUESTED 
_ A LASER DISPLAY DEVCE 
_ A PROJECTOR FOR A LASER LIGHT SHOW 
x A LASER LtGHT SHOW 
_ OTHER (S-J 

c.x PROJECTORS ARE tNTEN5ED FOR SALE, LEASE OR LOAN TO 
OTHER LASER LffiH1’ SHOW PRODUCERS 

d. PRO5UCT IS lNTENDE5 FOR USE IN A 
x PLANETARIUM OR OTHER DOME PROJECTlON STRUCTURE 

g THEATER 
_x_ DISCOTHEQUE OR NtGHT CLUB 
F PAVILtON 
r LNWOR ARENA 
_ OUTDOOR ARENA 
.& MUSEUM 

- OUTDOOR ENCLOSED AREA 
d OTHER (Spwi@) Home 

e. PRODUCT IS INTENDE5 TO BE USE5 
-AT ONLY ONE @red) LOCATION 
r AT A VARIETY OF (lavr) LOCATIONS 
_ OTHER (Spcm7yJ 

1. PRODUCT IS INTENDED TO SE USED AT ANY ONE LOCATION 
x MORE THAN 15 DAYS 
& MORE THAN 5 BUT NOT MORE THAN 15 DAYS 
J- LESS THAN 5 DAYS 

9. TOUR IS tNTEN5ED TO RUN FOR 
-X-MORE THAN 6 MONTHS 
-x-M3 MONTHS 

X LESS THAN 1 MONTH 
--&-HER (Sm 

h. PRODUCT UTlLlZES THE FC$LlOWtNG LASER EFFECTS 
x FRONT BCREEN PROJECTIONS 
r REAR SCREEN PROJECTIONS 

HOLOGRAmtC DISPLAYS 
f MULTtPLE REFLECTlONB &&&‘e &mm&s ffwcrltlhdSOn-) 

AUDIENCE SCANNING 
z REFLECTIONS FROM STATIONARY MIRROR(S) OR 

MIRRORED SURFACES 
_ STATKMIARY IRRADIATtQN OF ROTATING MIRROR BALL(S) 

OR OTHER MtRROREO SHAPES 
_ SCANNING lRRA5tATION w ROTATtNG MIRROR BALL(S) 

FiBER OPTIC PROJECTIONS 
z;: FOG. SMOKE OR OTHER SCATTERtNG EFFECTS 
_ OTHER (Sps#) 

a. 
LAZIER MEDlUM(Ar, /+-fUe, &.I 

GaAlas Diode/GaiN 

I 
LASER RADtATtON LEVEU 

I WAVELENGTHS (nrn) 
1 636-660 

I PEAK PoWER (wsftsl 
400 mW 

I OPSS Nd:YV64 532 4M)mW 

9. IF ANY LASER RADIATION IS PULSED OR SCANNED, GNE THE PULSE DURATtON AND RATE AND SCANfftffG FREQUENCY ANfl 
AMPLITUDE 

1 DC-4 KHZ, O-80” optical X-Y scan 
i 

IO. REASON FOR REQUESTING VARIANCE 
II, COMPLIANCE WtTH THE LlMlTS OF 21 CFR ?04O.l~(c} WOULD RESTRICT THE 1NTENDED USE OF THE PRODUCT BECAUSE 

COMPLtAhtCE WOULO LIMIT THE OUTPUT POWER TO THE EXTENT THAT THE DESIRED EFFECTS WOULO NOT Bf! 
SUFFlCtENTLY VISIBLE 

_ OTHER OR ADDITIONAL EXF’LAffATlON (Spa&‘) 

KnzM FDA 3147 (3l87) 

I 
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11. MANNER IN WHlCH IT IS PROPOSED TO DEVIATE FROM THE REQUIREMENTS OF THE APPLICABLE STANDARD 
.&IT IS PROF’OSED TO DEVIATE FROM THE PROVISIONS OF 21 CFR $040.1 t {c) IN THAT THE ACCESSIBLE EMISSION LEVEL WOULD 

EXCEED THE ACCESSIBLE EMiSSION LIMITS OF CLASS I OR CLASS It 
_ IT IS PROPOSED TO MVIATE FROM THE PROvlslON OF 21 CFR 104D.tl (c)AS FOLLOWS: 

12. ADVANTAGES TO BE OERWED FROM SUCH DEVIATlQN 
&LASER LIGHT SHOWS AND DlSPLAYS ARE ACCEPTED POPULAR MEDIA IN ENTERTAINMENT AND THE ARTS, USE OF POWER 

LEVELS IN EXCESS OF THE LlMl7S IMPOSED BY 21 CFR 1040.11 (c) 1s NECESSARY TO ACHIEVE THE REQUIRED EFFECTS IN THESE 
MEMA. 

_ OTHER OR ADDITiONAL ADVANTAGES (deacdbe and ex@uin) 

13. EXPLAIN THE ALTERNATE MEANS OF RADIATION PROTECTION TO BE PROVfMD. (Check asinsny boxes m ap@y. In item 14 w”, 
justify any boxes not checked, using additional she&s as naceaaafy. Stataanyotharmeansdradlatlonprot~thatilbsMed.) 

a. X ALL LASER PRODUCTS, SYSTEMS AND PROJECTORS WILL BE CERTIFIED TO COMPLY WITH 21 CFR 1Q40.10 AND THE CONDITIONS 
OF THIS VARIANCE AND WILL BE REPORTED AS REQutRED 6Y24 CFR 1002.~0 AND 9002.$2 USING THE. REWRTING GUIDES PRO- 

VIDED FOR SUCH P!JRPO&E. THESE ACTIONS WILL BE ACCOMPLISHED PRIOR TO ANY INTRODUCTlON INTO COMMERCE. 

b. -.&EFFECTS NOT SPEC:IFICALLY INDICATED IN THIS VARlANCE APPLlCATlON WILL NOT BE PERFORMED, NO OTHER EFFECTS WILL BE 
ADDED UNTKAN AMENDMENT TO THE VARlANCE HAS BEEN OBTAINED AND THE REQUIRED REI’QRTS OR SUPPLEMENTS. AS 
APPLICABLE. HAVE BEEN SUBMCTTED. 

c. .-&SCANNING, PROJECTION, OR REFLECTION OF LASER AND COLLATERAL RADlATION (LlGHT SHC%%kRAMATlON} INTO AUDIENCE OR 
OTHER ACCESSIBLE UNCONTROLLED AREAS WILL NOT BE PERMITTED EXCEPT FOR DIFFUSE REFLECTIONS PRODUCED BY THE 
ATMOSPHERE, ADDED ATMOSPHERK SCATTERING MEDIA, AND TARGET SCREENS. 

1,X LASER RADlATlON LEVELS IN EXCESS OF THE LlMlTS OF GLASS I WILL NOT BE PERMITTED AT ANY POINT LESS THAN 3.0 METERS 
ABOVE ANY SURFACE UPON WHICH PERSONS OTHER THAN OPERATORS. PERFORMERS. OR EMPLOYEES ARE PERMITTED TO 
OR 2.5 METERS BELOW OR IN LATERAL SEPARATION FROM ANY PUCE WHERE SUCH PERSONS ARE PERMITTED TO BE. 
OPERATORS, PERFORMERS. AND EMPLOYEES WILL NOT BE REQUIRED OR ALLOWED TO VlEW RADlAnCm ABOVE THE LIMITS OF 
CLASS 1 OR SE EXPOSED TO RADlATlON ABOVE THE LIMITS SPECIFIED IN 21 CFR 1040.11 (c). 

e. 2 ANY PRODUCT WHICH RELIES ON SCANNING TO MEET ACCESS, EXPOSURE, OR PRODUCT CLASS L.tMITS WILL INCORPORATE A 
SCANNING SAFEGUARD SYSTEM WHICH MRECTLY SENSES SCANNER MoTK)N AND WHICH WILL REAGT FAST ENOUGH TO 
PRECLUDE EXCEEDING THE APPLICABLE LIMIT. 

f. 2 ALL LASER LIGHT SHOWS SHALL BE UNDER THE DIRECT AN PERSONAL CONTROL OF TRAINED. CQMPETENT OPERATOR(S). THE 
OPERATOR(S) WILL : 

(1) IMMEDIATELY TERMINATE THE EMISSION OF LIGHT SHOW RADIATION IN THE EVENT OF ANY UNSAFE CONDIT1ON; 

(2) BE LOCATED WliERE ALL BEAM PATHS CAN BE DIRECTLY OBSERVED AT ALL TIMES: AND 

(3) BE AN EMPLOYEE OF THE VARlANCE HOLDER WHO WILL BE RESPONSIBLE FOR THE TRAINING AND CONDUCT OF OPERATOR 

g..XTHE MAXIMUM LASER PROJECTOR OUTPUT FOWER WILL NOT EXCEED THE LEVEL REQUIRE0 TOOSTAIN THE INTENDED EFFECTS. 

h. -,&THE PROJECTIQN SYSTEM (I.E., THE PROJECTOR AND ALL OTHER COMPONENTS USED TO F’RMXIGE THE LIGHTING EFFECTS 
WILL BE SECURELY MOUNTED OR IMMOBILKED TO PRMENT UNINTENDED MOVEMENT OR MfSALtiNMfZNT. BEAM LIMITS WILL 

-i SE PROVIDED AS AN INHERENT PART W THE SYSTEM DESIGN TO PREVENT OVERFILLING OF SCREENS, BEAM STOPS, TARGETS, 
ETC. 

i. w&LASER PROJECTORS WILL NOT BE DELIVERED TO ANY OTHER PARTY UNDER AN AGREEMENT OF SALE, LEASE, OR LOAN UNLESS 
AND UNTtL THE RECIPIENT DEMONSTRATES THAT THEY HAVE A VARIANCE IN EFFECT AT THE TIME OF DELIVERY THAT PERMlTS 
THEM TO PROWCE LASER LIGHT SHOWS INCORPORATING SUCH PRoJECTOR. 

j. X IN ADDITION TO THE: REQUIREMENTS OF 21 CFR 1040.10 (I@. THE MANUFACTURER OF LASER PROJECTORS/SYSTEMS WILL PROVIDE 
TO PARTIES WHO FIJRCHASE, LEASE, OR SORROW THE EQUIPMENT, ADEQUATE USER’S INSTRUCTIONS FOR SAFE INSTALLATION 
AND OPERATION AND WHLCH EXPlAlN THE RESPONSl6lLlN OF THE RECIPlENT AS AN INDEPENDENT LIGHT SHOW 
MANUFACTURER TO SUSMIT THE REQUIRED REPORTS AND APPLY’FOR AND OBTAlN A VARIANCE FROM CDRH PRIOR TO 
INTRODUCTION INTO COMMERCE OF ANY LASER LIGHT SHOWS. 

k. XTHE REQUIREMENTS OF 21 CFR 1002.30 (a)(l) AND (2) WILL BE ACCOMPLISHED THROUGH THE USE OF WRlTTEN PROCEDURES 
FOR SETUP ALIGNMENT, TESTING. AND PERFORMANCE OF EACH SHOW. THESE PROCEDURES WILL BE IN SIJFFiClENT DE7AlL TO 
ENSURE COMPLIANCE WITH 21 CFR 1040.10. THE CONDITIONS OF THIS VARIANCE, AND CONTRQLOF ACCESS TO RADlATlON 

AREAS USING THE PROCEDURES DESCRIBED IN THE ANSI 2156.1 STANDARD FOR THE SAFE USE OF LASERS WERICAN NATlONAL 
STANDARDS INSTITUTE. 1430 BROADWAY, NEW YORK, NY 70016) OR ANY OTHER EQUIVALENT UgER CONSENSUS STANDARD AND 
AND, WHERE APPLICABLE. STATE OR LOCAL REQUIREMENTS. LASER RADIATION AREAS WHlCH CAN CONTAIN RADIATION LEVELS 
ABOVE THE UMITS SPECIFIED IN 21 CFR 1040.11(c). WILL BE CLEARLY IDENTIFIED BY THE PQSTING OF WARNING SIGNS AND/OR 
REswcfEO 4vzcESs THROUGH PHYSICAL MEANT (wcki AS PRESSURE SWITCHES, PHOT~LLS, BARRIERS, GUARDS, ETC.). 
THESE REQUIREMENTS APPLY TO TEMPORARY AREAS (SUCH AS DURING SETIJP AND ALIGNMENT PROCEDURES) AND TO FINAL 
OR PERMANENT AREAS. THE VARIANCE HOLDER WILL RETAIN THE RECORDS OF THESE PROCEWJRES AND THE RESULTS OF ALL 
TESTS AS REQUIRED BY 21 CFR 1002.31. A COPY OF THE VARSANCE APPLICATlON, THE APPROVAL IEI-KER. CURRENT PROCEDURES 
AND RECORDS RELATING TO EACH PARTlCUUIR SHOW WILL BE WITH THE OPERATOR OR OTHER RESPONSIELE INDlVfDUAL AND 
WILL BE MADE AVAILABLE FOR INSPECTION BY FDA AND OTHER RESPONSIBLE AUTHORITIES 

FORM FLMI 3147 (311)7) 
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I 

1. X ADVANCE WRllTEN NOTlFlCATfON WILL BE MADE AS EARLY AS POSSfSLE TO APPROPRIATE FEDEM STATE AND LOCAL 
AlJTHORlTlES PROVIDINQ SHOW ITlNERARY WITH DATES AHD LCCATIONS CLEARLY AND COMPUETELY IDENTIFIED. AND A BASlC 
DESCRIPTION OF PROPOSED EFFECTS lNCLUDlNG A STATEMENT OF THE MAXMUM POWER OUTPUT INTENDED. SUCH 
NOTlFfCAl-lONS W!LL BE MADE. BUT NOT NECESSARILY CIMJTED TO: 

(1) THE CENTER FOR DEVlCES AND RADlOLOG!CAL HEALTH. OFFICE OF COMPLIANCE (HR-312),20SSGAITHER ROAQROCKWLLE, 
MD 20880.PROV!DING THE INITIAL AND CLOSING QATES FOR THE FIXED INSTALIATION AND THE ITINERARY FOR MOBILE SHOWS 
IN ADDITION, UMLESB ALL ASPECTS OF EACH SHOW HA* BEEN REPORTED AND THE ACCESStO@l NUMBERS CLEARLY 
REFERENCED, EACH NOTICE WILL tNCLUDE DETAILED DESCRIPTK)NS OF EAClj SHOW AND A-Ll&TlNG OF ALL EFFECTS TO BE 
PERFORMED IN SUFFICIENT DETAIL TO CONFIRM COMPLMNCE WITFH THE REGULATIONS ANDTHIS VARIANCE. 

(2) THE FEOERAL AVIATION ADMMSTRATKIN (FAA) FOR ANY PROJECTIONS fNTOOPEN MRSPACE AT ANY TIME (I.E.. INCLUDlNG 
SET-UP, ALWMMENT, REHEARSALS, PERFORMANCES, ETC.). iFTHE FAA OSJE$TS TO ANY l&+EFj EFFECTS, THE OBJECTIONS 
WILL BE RESOLVED AND NY CONDITIONS REQUESTED BY FM WILL BE ADHERED TO. IF THEBE CONDITIONS CAN NOT SE MET. 
THE 0BJECTK)MABLE EFFECTS WILL BE DELETED FROM THE SHOW. 

(3) STATE AND LOCAL RADIATION CONTROL OFflCEslAGEMClES FOR ALL SOW!3 TO BE PERFORMED WITHIN THEIR JURISDICT1ONS. 
ALL REQUiREMENTS OF STATE AND LOCAL LAW WILL BE SATlSFtED AND ANY OBJECTIONS RAtSED BY LOCAL AUTHORtTTIES 
WILL BE RESOLVED OR THE EFFECTS DELETED. (LISTS OF FEMRAL AND STATE OFFICES ARE AVAILABLE FROM THE CENTER 
FOR DEVICES AND RADlOLCX3CAL HEALTH UPON REQUEST.) 

14. REMARKS 

..A’ 

f7. TITLE 

/ 


