
6383 Arizona Circle 
Los Angeles, CA 90045 

Tel: 31 o-338-9200 
Fax: 31 O-338-9221 

August 3,200O 

Food and Drug Administration 
Dockets Management Branch (HFA-305) 
5630 Fishers Lane, Room 1061 
Rockville, MD 26785 

To Whom it May Concern: 

Yamagata Studio will purchase two mobile laser systems manufactured by 
Laser Media, LLC. 

As of the date of this letter Yamagata Studio would like to apply for a 
variance. Please accept the enclosed application, initial product report and 
enclosures for your review and approval as soon as possible. 

If you should have any questions or need further detailed information, please 
do not hesitate to call Laser Media LLC (acting on behalf of MARS 2112). 

The contact at Laser Media is Scott Cunningham (Director of Operations), 
phone number 310-338-0087 or Rudi Blondia (Director of engineering and 
acting LSO), phone number 310-338-9946. 

Scott Cunnwgham 
Director of Operations 

Enclosures 



*I- 
OEPARATMENT OF HEALTH AND HUM 

P”-’ . 
- ..-.. -.. --- . ..- 

UULK HtAL7H SERVICE 
FOO Cl AND DRUG AOMINISTAATION 

APPLICATION FOR A VAF-@?CE Irrrw .I,,,rrrrwr,: uvfcl.~*,~~ 

FROM 21 CFR 1040.11(c) hii A 
I: \,“n,m!,~ Ikrw: :,a~wt 1 I. ,9x* 

LASER LIGHT SHOW, DISPLAY, 
OOCKET NUMBER 

OR DEWCE 

Yamaffata Studio 
2 AOORESS OF COMPANY (,rw l,,,, <I ,,,’ r’,,,,l) (I, I’.<,. fi,,, ,I ,,w,,. ,,,<. ,,a, <I ,n.r,,<,, \!,v<‘, ,I ,,,,,I .I\ ,,,v, , 

'22809 West Pacific Coast Hwy, Malibu, CA, 90265 
3. NAME AND TITLE OF RESPONSIBLE PERSON 4 TELEPHONE NO. (/,I* i,wlc’ ,,,,.<, irvk,, 

Kevin McCarthv 310-456-6633 

5 DATE OF SUBNilSSlON 

June 30,200O 

7. PRODUCT DESCRIPTION AND USE 

a. LIST NAME ANOIOR MOOEL NUMBER(S) FOR THE LASER LIGHT StiOWfS) AN0 PROJECTOR(S) 

LM-10 proiector,FiberRav Projector& Chroma 10 White Licrht Laser 
b. PRODUCT FOR WHICH A VARIANCE IS REOUESTEO 

m A LASER DISPLAY DEVICE 

@ A PROJECTOR FOR A LASER LIGHT SHOW 

ii 

A LASER LfGHT SHOW 

OTHERMM~) _-A-r-tDisplay 
c. 0 PROJECTORS ARE INTENDED FOR SALE. LEASE, OR LOAN TO OTHER 

LASER LIGHT SHOW PRODUCERS 

d PRODUCT IS INTENDEO FOR USE IN A 

@ PLANETARIUM OR OTHER DOME PROJECTION STRUCTURE 

: 

THEATER 

HOTEUMOTEL BALLROOM OR MEETING ROOM 

E 

STORE DISPLAYS 

TRADE SHOW OR CONVENTION 

i 

OISCOTYEOUE OR NIGHT CLUB 

PAVILION 

m INDOOR ARENA 

OUTDOORARENA 

MUSEUM 

@ OUTDOOR UNENCLOSED AREA Art Display 
IX- OTHER wLwo -Nay Booths , Foutains 

e. PRODUCT IS INTENDED TO BE USED Water SC reens 
@ AT ONLY ONE (I~n’rl) LOCATION 

PiI AT A VARIETy OF frwr) LOCATIONS 

0 OTHER (.S/w,/,-) 

f. PRODUCT IS lNTENDED TO BE USED AT ANY ONE LOCATIPN 

@ MORE THAN 15 OAYS -4 

a MORE THAN 5 BUT NOT MORE THAN 15 DAYS $I 

bt LESS THAN 5 DAYS -s: 

g. TOUR IS INTENOEO TO RUN FOR .a 

m MORE THAN 6 MONTHS c.3 

@ l-6 MONTHS 

c9 

El LESS THAN 1 MONTH a 

q 
c 

NOT APPLICABLE (am ,, rrmr) fG-3 

c] OTHER (\/w/r) ____ 
& 

h. PRODUCT UTILIZES THE FOLLOWING LASER EFFECTS 

a FRONTSCREEN PROJECTIONS 
m 
oa 

@ REAR SCREEN PROJECTIONS 

El 

tfi 
HOLOGRAPHIC DISPLAYS m 

iE3 MULTlPLE REFLECTIONIDlFFRACTlON EFFECTS 

ii 

AUDIENCE SCANNING 14/w ~drrlc~~ wu,,,!,ur <,n* ,I, w\\,M. ,,uc~<>,,,rrr,h.,, t,r,,,,, , 

REFLECTIONS FROM STATIONARY MIRRORS OR MlRROREO SURFACES 
(Hewi .~hwi~~~~ .) 

0 STATIONARY IRRAOIATION OF ROTATING MIRROR BALLS. ETC. 

0 SCANNING IRRAOIATION OF ROTATING MIRROR BALLS. ETC. 

ii 

FIBER OPTIC PRoJECTIONS 

FOG:.SMOKE. OR OTHER SCAnERlNG ENHANCEMENT EFFECTS 

123 OTHER(.~+.,,,) zl-gm_jd I Cones I Fans t Rotati; 
Diff., Linear Diff. Mylar Scattering 

8. \ 
LASER MEDIUM 1.4(r. //,,..\r. zw., 

Mixed Gas Argon/Krypton 

LASER RADIATION LEVELS 

WAVE LENGTHS (nm) 

488-647 nm 

PEAK POWER rlfkrr\r 

10 Watts 

f 1 
9. IF ANY LASER RADIATION IS PULSED OR SCANNED, GIVE THE PULSE DURATION AND RATE AND SCANNlNG FAEOUENCY AND AMPLITUDE 

20HZ Scan Frequency Amplitude 60 Degrees 
16 KHZ-25 KHZ Pulses/Set. Pulse Width 1 M Sec. 

10. REASON FOR REOUESTING VAAIANCE 

ixI COMPLIANCE WITH THE LIMITS OF 21 CFR 1040.11(c) WOULD RESTRICT THE INTENOEO USE OF THE PRODUCT BECAUSE COMPLIANCE WOULO LIMIT THE OUTPUT 
POWER TO THE EXTENT THAT THE DESIRED EFFECTS WOULD NOT BE SUFFICIENTLY VISIBLE 

il OTHER OR ADDITIONAL EXPLANATION r‘+,.w/v, 

FORM FDA 3147 (3187) 



11. MANNER IN WHICH IT IS PAOPOSED TO fiTE FROM THE REQUIREMENTS OF THE APPLICAB 

@ 
OARD 

IT IS PROPOSED TO DEVIATE FROM li. ;ROVI&ONS OF 21 CFR 1040.11(c) IN THAT THE AC E EMISSION LEVEL WOULD EXCEED THE 
ACCESSIBLE EMlSSlON LIMITS SPECIFIED IN 21 CFA 1040.11(c). 

q IT IS PROPOSE0 TO DEVIATE FROM THE PROVISION OF 21 CFR 1040.11(c) AS FOLLOWS: 

12. ADVANTAGES TO BE DERIVED FROM SUCH DEVIATION 

a LASER LIGHT SHOWS AND DISPLAYS ARE ACCEPTED POPULAR MEDIA IN ENTERTAINMENT AND THE ARTS. USE OF POWER LEVELS IN 
EXCESS OF THE LIMITS IMPOSED BY 21 CFR 1040.11(c) IS NECESSARY TO ACHIEVE THE REQUIRED EFFECTS IN THESE MEDIA. 

q OTHER OR ADDITIONAL ADVANTAGES (describe and explain) 

FORM FDA 3147 (3l87) 

13. EXPLAIN THE ALTERNATE MEANS OF RADIATION PROTECTION TO BE PROVIDED. (Check as many boxes as apply. In Item 14 “Remarks.” justffy any boxes 
not checked, using additional sheets as necesssary. State any other means of radiation protection that will be used.1 

a. m ALL LASER PRODUCTS, SYSTEMS, SHOWS, AND PROJECTORS WILL BE CERTIFIED TO COMPLY WITH 21 CFR 1040.10 AND THE CONDI- 
TIONS OF THIS VARIANCE AND WILL BE REPORTED AS REOUIRED BY 21 CFR 1002.10 AND 1002.12 USING THE REPORTING GUIDES PRO- 
VIDED FOR SUCH PURPOSE. THESE ACTIONS WILL BE ACCOMPLISHED PRIOR TO. ANY INTRODUCTION INTO COMMERCE. 

b. @ EFFECTS NOT SPECIFICALLY INDICATED IN THIS VARIANCE APPLICATION WILL NOT BE PERFORMED. NO OTHER EFFECTS WILL BE 
ADDED UNTIL AN AMENDMENT TO THE VARIANCE HAS BEEN OBTAINED AND THE REQUIRED REPORTS OR SUPPLEMENTS, AS 
APPLICABLE. HAVE BEEN SUBMITTED. 

c. [XI SCANNING, PROJECTION, OR REFLECTlON OF LASER AND COLLATERAL RADIATION (LIGHT SHOW RADIATION) INTO AUDIENCE OR OTHER 
ACCESSIBLE UNCONTROLLED AREAS WILL NOT BE PERMITTED EXCEPT FOR DIFFUSE REFLECTIONS PRODUCED BY THE ATMOSPHERE, 
ADDED ATMOSPHERIC SCAlTERING MEDIA, AND TARGET SCREENS, 

d. @ LASER RADIATION LEVELS IN EXCESS OF THE LlMlTS OF CLASS 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 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 ALLOWED TO VIEW RAOIATION ABOVE THE LIMITS OF CLASS I OR BE 
EXPOSED TO RADIATION ABOVE THE LIMITS SPECIFIED IN 21 CFR 1040.11(c). 

e. q ANY PROOUCT WHICH RELIES ON SCANNING TO MEET ACCESS, EXPOSURE, OR PRODUCT CLASS LIMITS WILL INCORPORATE A SCANNING 
SAFEGUARD SYSTEM WHICH DIRECTLY SENSES SCANNER MOTION AND WHICH WILL REACT FAST ENOUGH TO PRECLUDE EXCEEDING 
THE APPLICABLE LIMIT. 

f. m ALL LASER LIGHT SHOWS SHALL BE UNDER THE DIRECT AND PERSONAL CONTROL OF TRAINED, COMPETENT OPERATOR(S). THE 
OPERATOR(s) WILL: \ 

(1) :MMEDIATELY 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 WHO WILL BE RESPONSIBLE FOR THE TRAINING AND CONDUCT OF THE OPERATOR. 

g. a THE MAXIMUM LASER PROJECTOR OUTPUT POWER WILL NOT EXCEED THE LEVEL REQUIRED TO OBTAIN THE INTENDED EFFECTS. 

h. a THE PROJECTION SYSTEM (I.E.. THE PROJECTOR AND ALL OTHER COMPONENTS USE0 TO PRODUCE 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 TO PREVENT OVERFILLING OF SCREENS, BEAM STOPS, TARGETS, ETC. 

i. a LASER PROJiCTORS 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 DELIVERY THAT PERMITS THEM TO 
PRODUCE LASER LIGHT SHOWS INCORPORATING SUCH PROJECT’OR. 

I. IQ IN ADDITION TO THE REQUIREMENTS cxf% ciR’io40.6xh). THE MANUFACTURER OF LASER ~R~;ECT~R~I~YSTEMS WILLPROVIDE ~0 
PARTIES WHO PURCHASE, LEASE, OR BORRO’& THE I%IUIPMENT. ADEOUATE USER’S INSTRUCTIONS FOR SAFE ItiSTALlATlON AN0 
OPERATION AND WHICH EXPLAIN THE RESPONSl6lLlTY dF THE RECIPIENT AS AN INDEPENDENT LIGHT SHOW MANUFACTURER TO 
SUBMIT THE REOUIRED REPORTS AN0 APPLY FOR AN0 OBTAIN A VARIANCE FR6M CDRH PRIOR TO INTRODUCTION INTO COMMERCE OF 
ANY LASER LIGHT SHOWS. 

k. m THE REOUIREMENTS OF 21 CFR 100230(a)(1) AND (2) WILL BE ACCOMPLISHED THROUGH THE USE OF WRITTEN PROCEDURES FOR SETUP, 
ALIGNMENT, TESTING, AND PERFORMANCE OF EACH SHOW. THESE PROCEDURES WILL BE IN SUFFICIENT OETAIL TO ENSURE COM- 
PLIANCE WITH 21 CFR 1040.10, THC CONDITlCSNs”ti~ iiil!$+AiiAdiANCE, ANbTHE CONTROL OF ACCESS TO RADIATION 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 
LOCAL REQUIREMENTS. LASER RADIATION AREAS WHICH CAN CONTAIN RADIATION LEVELS ABOVE THE LIMITS SPECIFIED IN 21 CFR 
1040.11(c), WILL BE CLEaRLY IDENTIFIED BY THE p0STING OF WARNING SIGNS AND/OR RESTRICTING ACCESS THROUGH PHYSICAL 
MEANS (SUCH AS PRESSURE SWITCHES. PHOT06ELLS. BARRIERS, GUARDS, ETC.). THESE REQUIREMENTS APPLY TO TEMPORARY AREAS 
(SUCH AS DURING SETUP ANO ALIGNMENT PROCEDURES) AND TO FINAL 0~ F~ERMANENT AREAS. THE VARIANCE HOLDER WILL RETAIN 
THE RECORDS OF THESE PROCEOURES AN0 THE RESULTS OF ALL TESTS AS REQUIRED BY 21 CFR 1002.31. A COPY OF THE VARIANCE 
APPLICATION, THE APPROVAL LETTER, CURRENT PROCEDURES, AND RECORDS’REtiTING TO EACH PARTICULAR SHOW WILL BE WITH 
THE OPERATOR OR OTHER RESPONSIBLE INDIVIDUAL AND WILL BE MADE AVAILABLE FOR INSPECTION BY FDA AN0 OTHER RESPONSI- 
BLE AUTHORIT!ES. 



I. QQ ADVANCE WRITTEN NOTIFICATION WILL BE MADE AS EARLY AS POSSl6LE TO APPROPRIATE FEDERAL. STATE, AND LOCAL AUTHORITIES 
PROVIDING SHOW ITlNERARY WITHATES AND LOCATIONS CLEARLY AND COMPLETE T’F’ED- AND A B&C OESCR’mON OF 
PROPOSED EFFECTS INCLUDING * ~4TEMENT OF THE MAXIMUM POWER OUTPUT INTE . SUCH NOllFlCANONS WILL BE MADE. BUT 

NOT NECESSARILY BE LIMITED, Ti. ’ ‘“. ,a’ 

(1) THE CENTER FOR DEVICES AND RADIOLOGICAL HEALTH, OFFICE OF COMPLIANCE (HFZ912). 6757 GEORGfA AVE., SILVER SPRING, MD 
20910, PROVIDING THE INfTIAL AND CLOSING DATES FOR FIXED INSTALLATIONS AND THE ITINERARY FOR MOBILE SHOWS. IN ADD)- 
TION, UNLESS ALL ASPECTS OF EACH SHOW HAVE BEEN REPORTED AND THE ACCESSION NUMBERS CLEARLY REFERENCED, EACH 
NOTICE WILL INC-LUDE DETAILED DESCRIPTIONS OF EACH SHOW AND A LISTING OF ALL EFFECTS TO BE PERFORMED IN SU+FlClENT 
DETAIL TO CONFIRM COMPLIANCE WITH THE REGULATIONS AND THIS VARIANCE. 

(2) THE FEDERAL AVIATION ADMINISTRATION (FAA) FOR ANY PROJECTIONS INTO OPEN AIRSPACE AT ANY TIME (I.E., INCLUDING SET-UP, 
ALIGNMENT, REHEARSALS, PERFORMANCES, ETC.). IF THE FAA OBJECTS TO ANY LASER EFFECTS, THE OBJECTIONS WILL BE RE. 
SOLVED AN0 ANY CONDITIONS REQUESTED BY FAA WILL BE ADHERED TO. IF THESE CONDITIONS CAN NOT BE MET, THE OEJEC- 
TIONABLE EFFECTS WILL BE DELETED FROM THE SHOW. 

(3) STATE AND LOCAL RADIATION CONTROL OFFICES/AGENCIES FOR ALL SHOWS TO BE PERFORMED WITHIN THEIR JURISDICTIONS.,ALL 
REQUIREMENTS OF STATE AND LOCAL LAW WILL BE SATISFIED AND ANY OBJECTIONS RAISED BY LOCAL AUTHORITIES WILL BE RE- 
SOLVED OR THE EFFECTS DELETED. (LISTS OF FEDERAL AN0 STATE OFFICES ARE AVAILABLE FROM THE CENTER FOR DEVICES AND 
RADIOLOGICAL HEALTH UPON REQUEST.) 

: 14. REMARKS 

i 

CERTfFICATtON 

I CERTIFY that all of the above informatIon and statements are true, complete, and correct to the best of my knowfedge and acknowfadQ0 that my 
varfance application may be denfed or my variance&y be revoked if ihis appllcatlon is fourid to be false, mIsleadding. or Incorrect in any material way. 
I have submitted and will submit all rems rsguirad by‘21 CFA 1002.10 and 1002.12 on the laser equipment and show@). I further undemtand that f 
may be required by regulation or by the Director, Center for Devices and Radiological Health, to supply such other Information as may be necessary to 
evaluate and act on this a /pp?qation. 5 

/ / I 
16. NAME (Tvpe or Print) 17. TITLE 

.:v- 
Kevin McCarthy Bu8in~ss"DeBekopment,:,MB'iiag~ 

* u.%GO~pawFINoOx3xM87-1asJ35/59119 Ok: 7m 



Los An eles 
9 

CA 9QQ45 ACTUAL WGT : 1 LBS SCALE 
(31013 8-9200 

TO: FOOD AND DRUG ADMINISTRATION C3011827-6860 
DOCKETS MANAGEMENT BRANCH IHFA-3051 
5630 FISHERS LANE, 
ROOM 1061 
ROCKVILLE MD 20857 

4475 7993 2886 

STANIMRD OVERN I GHT Tug 
CAD# 0695412 07AUGQ0 Deliver by: E 

TRK* 4475 7993 2886 %I I /‘;“GO;j 

20857 -MD-US XAGAIA ’ 


