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DEPT. OF HEALTH AND MUMAN SERVICES
PUBLIC HEALTH SERVICE
FOOD AND DRUG ADMINISTRATION

APPLICATION FOR A VARIANCE

FROM 21 CFR 1040.11 (¢} FOR A

LASER LIGHT SHOW, DISPLAY
OR DEVICE

Form Approved No. STRO0GS

DOCKET NUMBER

NOTE No l550r hghTl show o Gisplay Gavice may vary fOm COMpHaNce with 21 GFR 1080 11(c) i desrgn
or uze wiihout e approval of tis applicaton #1 gccordance with 21 CFR 10104

INETRUCTIONS
1. Check all applicapie
2. Sunmi an onginal and four (§) copies

bozes and type or print The fequesiess nfarmalion. 3 Mas your appacation 10 Te Heanng Clen. Foed and Drug

Admnsuanon Room 4-85, 5800 Fiahers Lane, Rocsvile, MD 20857
& Ener Dockes Number if assigned

1. NAME OF COMPANY
| Pamalot, inc

2. ADDRESS OF COMPANY (incjude ZIP Cade)

[ 1322 Callaway Street, Tupelo, MS 38804

3 NAME OF RESPONSIBLE PEREON

Pam Montgomery 6862-844-6048

4. TELEPHONE NO. {inciude area coda)

5 DATE OF SUBMISSION
February 3, 2004

a vanance far anly two yoars. £ a r

€ The appikcant feQuesTs the vanance 1o be i Sffect Tor 3 pened of 2. years Fom e aale of 1ssus. (1 9eneral e Agency will approve
13 roguestad 3 justificaton must be allsched as part of the apphcatar.)

[7 PRODUCT DESCRIPTION AND USE

@ LiST NAME AND MODEL NUMBERTS)
LUMALASER Beamburst Amber S0

b PRODWCY FOR WHICH A VARIANCE 1S REQUESTED
__ALASER DISPLAY DEVICE
—_ APROJECTOR FOR A LASER LIGHT SHOW
X_ A LASER LIGHT SHOW
— OTHER (Spactty)

<. __ PROJECTORS ARE INTENDED FOR SALE, LEASE OR LOAN TO
OTHER LASER LIGHT SHOW PRODUCERS
a PRODUCT IS INTENDED FOR USE INA
— PLANETARIUM OR OTHER DOME PRCJIECTION STRUCTURE
-.. THEATER
X_ DISCOTHMEQUE OR NIGHT CLug
- PAVILION
cer . INDQOR ARENA
— CUTDOOR ARENA
. MUSEUM
— QUTDOOR ENCLOSED AREA
. OTHER (Spetify)

e. PRODUCT IS INTENDED TO BE USED
X AT ONLY ONE (fixed) LOCATION
AT AVARIETY OF (taurj LOCATIONS

T. PRODUCT 1S INTENDED 7O BE WSED AT ANY ONE LOCATION
X_MORE THAN 15 DAYS
__ MORE THAN 5 BUT NOT MORE THAN 15 DAYS
—_LESS THAN 5 DAYS

g- TOUR IS INTENDED TO RN FOR
— MORE THAN & MONTHS
— 16 MONTHS
__LESS THAN 1 MONTH
w OTHER (Specdy)

n. PRODUCT UTILIZES THE FOLLOWING LASER EFFECTS
WAFRONT SCREEN PROJECTIONS
% REAR SCREEN PROJECTIONS
. MOLOGRAPHIC DISPLAYS
X_ MULTIPLE REFLECTIONS (multipie cnannals aor difiracyen effects)
. AUDIENCE SCANNING
X _REFLECTIONS FROM STATIONARY MIRROR(S) OR
MIRRORED SURFACES
___STATIONARY IRRADIATION OF ROTATING MIRROR BALL(S)
OR OTHER MIRRORED SHAPES
- SCANNING IRRADIATION OF ROTATING MIRROR BALL(S)

_ OTHER (Speciy) _ FIBER OFTIC PROJECTIONS
X_FOG, SMOKE OR OTHER SCATTERING EFFECTS
—. OTHER (Specify}
8. LASE| DIAYION LEVELS
LASER MEDILIM(Ar. Ho-Ne. atc ) w"lnv%mns' THS (hm) PEAK POWER (Wams)
GaAlas Diode/GaN 630-660/410 50mw
DPSS Nd:YV04 532 50mwW

AMPLITUDE
DC-4 KHZ, 0-80° optical X-Y scan

9. IF ANY LASER RADIATION 1S PULSED OR SCANNED., GIVE THE PULSE DURATION AND RATE AND SCANNING FREQUENCY AND

| 70. REASON FOR REQUESTING VARIANCE

SUFFICIENTLY VISIBLE
. OTHER OR ADDITIONAL EXPLANATION (Spacify)

.%_ COMPLIANCE WITH THE LIMITS OF 21 CFR 1040.11{c}) WOULD RESTRICT THE INTENDED USE OF THE PRODUCT BECAUSE
COMPUANCE WOULD LIMIT THE OUTPUT POWER TO THE EXTENTY THAT THE DESIRED EFFECTS wOULD NOT BE
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11, MANNER IN WHICH IT 1S PROPOSED 10 DEVIATE FROM THE REQUIREMENTS OF THE ARPLICABLE STANDARD
XJT 15 PROPOSED TO DEVIATE FROM THE PROVISIONS OF 211 CFR 1040.11 (c) IN THAT THE ACCESSIBLE EMISSION LEVEL WOULD
EXCEED THE ACCESSIBLE EMISSION LIMITS OF CLASS | ORCLASS It '
 IT IS PROPOSED TO.REVIATE FROM THE PROVISION OF 21 CFR 1040.11 (¢) AB FOLLOWS

12. ADVANTAGES TO BE DERIVED FROM SUCH DEVIATION
X IASER LIGHT SHOWS AND DISPLAYS ARE ACCEPTED POPULAR MEDIA IN ENTERTAINMENT AND THE ARTS, USE OF POWER
LEEVDEuLS IN EXCESS OF THE LIMITS IMPOSED BY 21 CFR 1040.11 {¢) IS NECESSARY TO ACHIEVE THE REQUIRED EFFECTS IN THESE
MEDIA.
__OTHER OR ADDITIONAL ADVANTAGES (aescnoe ana explain}

[~ 73 EXPLAIN THE ALTERNATE MEANS OF RADIATION PROTECTION TO BE PROVIDED (Check as Many boxes a5 3pply. in fiam 14 "Ramans’.

EXP|
Justify any boxas not checken, using 85 nacessary. StRe any amer means of FANELON ProEction Tt will 19 osed )

a ZALL LASER PRODUCTS, SYSTEMS AND PROJECTORS WILL BE CERTIFIED TO COMPLY WITH 21 CFR 1040.10 AND THE CONDITIONS
OF THIS VARIANCE AND WILL BE REPORTED AS REQUIRED BY 24 CFR 1002.10 AND 1002.12 USING TnE REPORTING CUIDES PRO-
VIDED FOR SUCH PURFOSE. TRESE ACTIONS WILL BE ACCOMPLISHED PRIOR TO ANY INTRODUCTION INTO COMMERCE

b. X EFFECTS NOT SPECIFICALLY INDICATED IN THIS VARIANCE APPLICATION WILL NOT 8E PERFORMED, NO OTHER EFFECTS wiLL BE
ADDED UNTIL AN AMENDMENT TO THE VARIANCE HAS BEEN OBTAINED AND THE REQUIRED REPORTS OR SUPPLEMENTS, AS
APPLICABLE. mAVE BEEN SUBMITTED.

T c. X SCANNING, PROJECTION. OR REFLECTION OF LASER AND COLLATERAL RADIATION {LIGHT SHOW RADIATION) INTO AUDIENCE OR
OTHER ACCESSIBLE LUNCONTROLLED AREAS WiLL NOT BE PERMITTED EXCEPT FOR DIF FUSE REFLECTIONS PRODUCED BY THE
ATMOSPHERE, ADDED ATMOSPHERIC SCATTERING MEDIR, AND TARGET SCREENS.

¢ X LASER RADIATION LEVELS IN EXCESS OF THE LIMITS OF CLASS | WitL 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 PLACE WHERE SUCH PERSONS ARE PERMITTED TO BE.
OPERATORS, PERFORMERS, AND ENMPLOYEES WILL NOT BE REQUIRED OR ALLOWED TO VIEW RADIATION ABOVE THE LIMITS OF
CLASS | OR BE EXPOSED TO RADIATION ABOVE THE LIMITS SPECIFIED IN 21 CFR 1040.11 (5).

8 _X ANY PRODUCT WMICH 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. _X_ ALL LASER LIGHT SHOWS SHALL BE UNDER THE DIRECT AN PERSONAL CONTROL OF TRAINED, COMPETENT OPERATOR(S). THE
OPERATOR(S) WILL :

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

(2) BE LOCATED WHERE ALL BEAM PATHS CAN BE DIRECTLY OBSERVED AT Aul. TIMES: AND

(3) BE AN EMPLOYEE OF THE VARIANCE HOLDER WHO WILL BE RESPONSIBLE FOR THE TRAINING AND CONDUCT OF OPERATOR
T 9 X THE MAXIMUM LASER PROJECTOR OUTPUT POWER WILL NOT EXCEED THE LEVEL. REQUIRED TO OBTAIN THE INTENDED EFFECTS.

n X THE PROJECTION SYSTEM (I E . THE PROJECTOR AND ALL OTHER COMPONENTS USED TO PRODUCE THE IJGHTING EFFECTS
wiLl 8E SECURELY MOUNTED OR IMMOBILIZED TO PREVENT UNINTENDED MOVEMENT OR MISALIGNMENT, BEAM LIMITS WiLL
g;cPRDVIDED AS AN INHERENT PART OF THE SYSTEM DESIGN TO PREVENT OVERFILLING OF SCREENS, BEAM STOPS, TARGETS,

i AJLASER PROJECTORS WILL NOT BE DELIVERED TO ANY OTHER PARTY UNDER AN AGREEMENT OF SALE LEASE, OR LOAN UNLESS
AND UNTI. THE RECIPIENT DEMONSTRATES THAT THEY HAVE A VARIANCE IN EFFECT AT THE TIME OF DELIVERY THAY PEFRMITS
THEM TO PRODUCE LASER LIGHT SHOWS INCORPORATING SUCH PROJECTOR,

J X INADDITION TO THE REQUIREMENTS OF 21 CFR 1040.10 (), THE MANUFACTURER OF LASER PROJECTORSISYSTEMS 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 CDORH PRIOR TO
INTRODUCTION INTO COMMERCE OF ANY LASER LIGHT SHOWS

&k _X_THE REQUIREMENTS OF 21 CER 1002.30 (a)1) AND (2} WILL BE ACCOMPLISHED THROWGH THE USE OF WRITTEN PROCEDURES
FOR SETLIP ALIGNMENT, TESTING, AND PERFORMANCE OF EACK SHOW THESE PROCEDURES WILL BE IN SUFFICIENT DETAIL TO
ENSURE COMPLIANCE WITH 21 CFR 1040.10 THE CONDITIONS OF THIS VARIANCE, AND CONTROL OF ACCESS TO RADIATION
AREAS USING THE PROCEDURES DESCRIBED IN THE ANSI Z138.1 STANDARD FOR THE SAFE USE OF LASERS (AMERICAN NATIONAL
STANDARDS INSTITUTE. 1430 BROADWAY, NEW YORX, NY 10018) OR ANY OTHER EQUIVALENT USER CONSENSUS STANDARD AND
AND, WHERE APPLICABLE, STATE OR LOCAL REQUIREMENTS. LASER RADIATION AREAS WHICH CAN CONTAIN RADIATION LEVELS
ABOVE THE LIMITS SPECIFIED 1IN 21 CFR 1040.11(c), WiLL BE CLEARLY IDENTIFIED BY THE POSTING OF WARNING SIGNS AND/OR
RESTRICTED ACCESS THROUGH PHY S|CAL MEANS (SUCH AS PRESSURE SWITCHES, PROTOCELLS, BARRIERS, OARDS, ETC.).
THESE REQUIREMENTS APPLY TO TEMPORARY AREAS (SUCH AS DURING SETUP AND ALIGNMENT PROCEDURES) AND TO FINAL
OR PERMANENT AREAS THE VARIANCE HOLDER WiLl. RETAIN THE RECORDS OF THESE PROCEDURES AND 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 RELATING TO EACH PARTICULAR SHOW WiILL BE wWiTH THE OPERATOR OR QTHER RESPONSIBLE INDIVIDUAL AND
WiLL B AV, LE FOR INSPECTION 8Y FDa AND OTHER RESPONSIBLE AUTHORITIES

TFORM FDA 3147 (3/8T)



Mar=-03~D4 08:18 From= T-860 P.07/13 F=830
1 X ADVANCE WRIIZEN NOHPFIURTIUN YVILL DE MALE A AL T AD FWARI Shin 5% FU T WD 1P| o b it wim, w6238 0 1 1] Yo uso e v
AUTHORIGES PROVIDING SHOW ITINERARY WITH DATES AND LOCATIONS CLEARLY AND COMPLETELY IDENTIFIED, AND A BASIC
DESCRIFTION OF PROPOSED EFFECTS INCLUDING A STATEMENT OF THE MAXIMUM POWER OUTPUT INTENDED SuCn
NOTIFICATIONS WILL BE MADE, BUT NOT NECESSARILY LIMITED TO:

5
(1) THE CENTER FOR DEMICES AND RADICLOGICAL HEALTH, OFFICE CF COMPLIANCE (MFZ-312) 2088 GAITHER ROAD ROCKVILLE,
MD 20880.PROVIDING THE INITIAL AND CLOSING DATES FOR THE FIXED INSTALLATION AND THE {TINERARY FOR MOBILE SHOWS
IN ADDITION, UNLESS ALL ASPECTS OF EACH SHOW HAVE BEEN REPORTED AND THE ACCESSION NUMBERS CLEARLY
REFERENCED, EACH NOTICE WILL INCLUDE DETAILED DESCRIPTIONS OF EACH SHOW AND A LISTING OF ALL EFFECTS TO BE
PERFORMED IN SUFFICIENT DETAIL TO CONFIRM COMPLIANCE WITH THE REGULATIONS AND THIS VARIANCE

{2) THE FEDERAL AVIATION ADMINISTRATION (FAR) FOR ANY PROJECTIONS INTO OPEN AIRSPACE AT ANY TIME (L.E., INCLUDING
SET-UP, ALIGNMENT. REHEARSALS, PERFORMANCES, ETC.). IF THE FAA OBJECTS TO ANY LASER EFFECTS, THE OBJECTIONS
wiLL BE RESOLVED AND NY CONDITIONS REQUESTED BY FAA Will BE ADHERED TO. IF TMESE CONDITIONS CAN NOT BE MET
THE OBJECTIONABLE EFFECTS WiLL BE DELETED FROM THE SHOW.

(3) STATE AND LOCAL RADIATION CONTROL OFFICESVAGENCIES FOR ALL SOWS TO BE PERFORMED WITHIN TREIR JURISDICTIONS.
ALL REQUIREMENTS OF STATE AND LOCAL LAW WILL BE SATISFIED AND ANY OBJECTIONS RAJSED BY LOCAL AUTHORITIES
WiLt BE RESOLVED OR THE EFFECTS DELETED, (LISTS QF FEDERAL AND STATE OFFICES ARE AvALARLE FROM THE CENTER

FOR DEVICES AND RADIOLOGICAL HEALTH UPON REQUEST.) e

14. REMARKS

CERTIFICATION

| CERTIFY ma ajl of the abowe inkyMaton and SAtaments ane fue, Compie: and carrect © the best of my knowiesige and acknowiedge
Tl My vanance apphcauam May De genied or My vanance May be fovokest If IS Appicanion s found 1o be filse, MiSieaoNg o INCamMe
W Ay maenal way. | Nave subminewii suberit & FEpoRs recquired by 21 CFR 1002 12 on the laser equipmentt and ahow(s). |

funner underszand that | may de requiras by reguiation o by e Director, Bureau of Radiciagical HeAIts 1 Supbly Such ofher inkMSTION Tal
may be necessary 1o svaluage and act on This apphcaion.

15. SIGRATUR 6. RAME (Type or Prin) 7. TITLE
Pam Montgomery President

s



