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EPARTMENT OF HEALTH AND HUMAN SERVICES APPLICATION FOR A VARIANCE Form Approved: OMB No. 031 O-6625 

Public Health Servkx FROM 21 CFR 1040.11 (c) FOR A Expiration Date: November 30, xx)3 

Food and Drug Admtntstmtton LASER LIGHT SHOW, DISPLAY, 
See Page 4 for OMB Statement. 

DOCKET NUMBER 

OR DEVICE 
4OTE: No laser light show, projection system, or device may vary from compliancbwlt; 21, qfl 1046.11 (c) II-I desrgn or use without the approval of this 

appltcatton tn accordance wtth 21 CFR 1010.4 i ,- 

INSTRUCTfONS - 
. 
I . . _ 

1. Check all appkcable boxes and type or pnnt the 3. Mad ycur applicabon to the Dockets Manegement Bra& (iA-365). Food and 
requested information. Drug Admmnistraticn. Pm lCU31,5636 Fishers Lane, Rodwike, MD 20653 

2. Submit an onginai and four (4) copies. 4. Enter docket number If assigned. 
I NAME OF COMPANY 

K’acL* Q‘c,P./z ‘U,r 
a 

ILC 
! ADDRESS C# COMPANY z/P cMs)(lf PL Box is us& incllJ& achml street sddress also.) 

/ /? / Id’ f f& c/ 6 QrP /k&G 3 k,o ‘7; 
3 NAME AND TITLE OF RESPONSI~XE PERSON 4. TELEPHONE -No (lncludl? area code) 5. DATE OF SUBMISSION 

Li /I ML&w-l “Lv/l/PC 90 3 . 5-2 2 -/L /La y-/2! -03 

j, THE APPLlCANT REQUESi%THE VARIANCE TO BE IN EFFECT FOR A PERIOD OF -3 . YEARS FROM THE DATEOF ISSUE (In 
@S+P.SEI( the Agenq wil wrove a vsns%? for &y two y&%x If a fof@sr psrfod IS mqusst&, s&Mcsti must bs attached ss part of Me WICZ+DII) 

I PRODUCT DESCRIPTKJN AND USE 
1 LIST NAME AND/OR MODEL NUMBER(S) FOR THE ER LIGHT SHOW(S) AND PROJECTOR(S) 

/?dLP /5c3 pflx/ ‘/ c’.) /y LCJX Y dP- a/a5L:, 
, PRODUCT FOR WHICH A VARIANCE IS REQUESTED f PRODUCT IS INTENDED TO BE USED AT ANY ONE LOCATION 

q A laser display device f&.More than 15 days 

n A protector for a laser kght show 0 More than 5 but not more than 15 days 

@.A laser light show 0 Lessthan5days 

0 other GPmJ g. TOUR IS INTENDED TO RUN FOR 

:. 0 PROJECTORS ARE INTENDED FOR SALE, LEASE, OR LOAN TO 0 More than 6 months 
OTHER LASER LIGHT SHOW PRODUCERS 0 1.6months 

1. PRODUCT IS INTENDED FOR USE IN A q Less than one month 

n Planetarium or other dome projsctkxt structure F Not applicable (Not s touti 
0 Theater u ~~~PP=w 
0 HoteVmotel ballroom or meetmg room h. PRODUCT UTILIZES THE FOLLOWING LASER EFFECTS 

0 Store displays 0 Front screen profecttons 

17 Trade show or convention 0 Rear screen prok?ctKms 

@  Discotheque or mght club 0 Holographic displays 

0 Pavrkon @  Multrple refkxhon/diffrackon effects 

0 Indoor arena 0 Audience scannmg (Also includes scsnmng any accessible 
0 Outdoor arena u~tfvlledaress) 
q Museum 0 Reflecttons from stattonary mtrrors or mtrrored 

0 Outdoor unenclosed area surfaces (Beam Mstdces) 
0 other fspecirv) 0 Statronary madiatton of rotating mirror balls, etc 

3. PRODUCT IS INTENDED TO BE USED 0 Scanning madtatton of rotatmg mtrror balls, etc. 

p At only one (fix?@) IoCatton 0 F&r opttc pro~ectmns 
0 At a van&y of (Tout locatmns 0 Fog, smoke, or other scattering enhancement effects 

Cl O~er(SpeclfyJ 0 Qther(WW 

3. LASER RADIATION LEVELS 
LASER MEDIUM (AC He-Ne. etc) WAVE LENGTHS (nm) PEAK POWER (waifs) 

&tvj 
,- _. 

r/f-l /a 0 CucL-- 

3 IF ANY LASER RADIATION IS PULSED OR SCANNED, GIVE THE PULSE DURATION AND RATE AND SCANNING FREQUENCY AND AMPLITUDE 

& 

IO REASON FOR REQUESTING VARIANCE 

i$ Compliance wtth the Itmtts of 21 CFR 1040.1 l(c) would restrict the intended use of the product because compliance would 
limit the output power to the extent that the desrred effects would not be suffictently vtsible 

0 Dther or additmnal explanatton (e) 

PREVIOUS EDITION IS OBSOLETE 



11, MANNER IN WHICH IT IS PROPOSED TO DEVIATE FROM THE REQUIREMENTS OF THE APPLICABLE STANDARD 
y It IS proposed to davrata from the provisions of 21 CFR 104C1.11 (c) in that the accessrble ertvssion level would exceed the 

accessible em&on limits specified rn 21 CFR 1040.11 (c). 

0 It IS proposed to deviate from the prov~rons ot 21 CFR 1040.1 l(c) as follows: 

12. ADVANTAGES TO BE DERIVED FROM SUCH DEVIATION 
$Laser kght shows and drsplays are accepted popular medta rn entertasm-k?nt and the arts. Use of power levels rn excess 

of the limits rmposed by 21 CFR 104&11(c) is necessary to achieve the requrred effects m  these me&a. 

0 Other or addrttonal advantages (describe and exptam). 

13. EXPLAIN THE ALTERNATE MEANS OF RADIATION PROTECTION TO BE PROVIDED. (Ch& asmao~boxss as applv. In I%%? 14 “Remarks, ” 
je any boxes not dwcked. using additlmalsheets as nmes.wy state any other mesns of LhYmlcn protection that win te used) 

All laser products, systems, shows, and projectors wrll be cerhfied to comply wrth 21 CFR 1040.10 and the cond~fons of thus variance and will 
be reported as required by 21 CFR 1002.10 AND 1002 11 usrng the reporting guides prowded for such purpose These actions wrll be 
accompkshed prior to any Wroduction Into commerce 

Effects not spectfically mdicatad rn this variance appkcation mll mot be performad. No other effects will be added untrl an amendment to the 
variance has been obtained and the required reports or supplements, asapplicable, have been submitted. 

c. @,E+anning, prqection, or reflectton of laser and collateral radratron (Ugbtshwradlehn) into audience or other accessible uncontrolled areas 
wrll not be permttted except for diffuse reflections produced by the atmosphere, added atmospheric ssattering medra. and target screens. 

d. B Laser radiation levels m  excess of the limrts of Class I wrll not be permkted at any point less than 3.0 meters above any surfacs upon whrch 
persons other than operators, performers, or emptoyaes are permitted to stand or 2.5 meters below or in lateral separattonfrom any place 
where such persons are permitted to be. Operators, performers, and employees will not bs required or allowed to view radiation above the 
lrmrts of Class I or be exposed to radiabon above the kmrts specrfred rn 21 CFR 1040.11 (c) 

eP. 
Any product which rekes on scannmg to meat access, exposure, or product c&s limks wrll mcorpocate ascannmg safsguard system which 
dm?ctly senses scanner motton and whrch will react fast enough to preclude exceedrng the applicable kmrt. 

f. JQ All laser kght shows shall be under the dsect and personai control of Warned, competent operator(s). The operator(s) will 

(1) Be an employee of the variance holder who wrll be responsible for the traintrg and the conduct of the operator; 

(2) Be located where all beam paths can be directly observed at all bmes; and 

(3) lmmadratety terminate the emrsston of lrght show radrabon in the event of arty unsafe condttron; or, for outdoor shows, upon request 
by any air traffic control officials. 

g.F” e maxrmum IaSer protector output power wrll not exceed the level required to obtarn the intended effects 

h.$@ The projectron system (Le., the prqisctor a&all c#hsrcoqwnsnts ussdtopmduce ths tightiw effects) writ be securely mounted or 
rmmobilized to prevent unmtended movement or misalignment. Beam maskmg will be provided as an inherent part of the system desrgn to 
prevent overfillrng of screens, beam stops, targets, etc. 

ser profectcxs will not be dekvered to any other party under an agreement of sale, lease, or loan unless and untrl the rectprent demonstrates 
they have a van- rn effect at the trme of delrvery that permks them to produce 1-r light shows rncorporatmg such pro)ector(s). 

In additron to the requtrements of 21 CFR 1040.10(h), the manufacturer of laser profector&ystems will provkte to padres who purchase, lease, 
or borrow the equrpment, adequate users’ mstruchons for safe kvatallatron and operatron which explain the responsibility of the recrpient as an 
Mqmndent light show manufacturer to submrt the requrred reports and apply for and obtam a variance from CDRH prior to introduction Into 
commerce of any laser light shows. 

The requirements of 21 CFR lM)2.3o(a)(l) and (2) will ba acsompkshed through the use ot written procedures for setup, afgnment, testmg, 
and DerfomIarlCe of each show. These orocedures will ba rn SuffiClent detarl to errsure comokance wrth 21 CFR 1040.10. the condrtions of thrs 
variance, and the control of access to &tratton areas usrng the procedures dsscribed ln the ANSIZ136.1 standard for the safe use of lasers 
(American Nstkmsl St&rcb InstiMe, 1488Bmadway, New York, NY ld018)or any other equivalent user consensus standard and, where 
appkcabfe, state or local requirements. laserradtttfon areas which can contain radiation levelsabove the kmits specrffed in 21 CFR 1040.11(c) 
will ba clearty idenbfred by the posting of warning sgns an&r restrictirtg aazess through physical means (such as pre.%um swfbhes, phok~ 
cells, hwiem, guards. e&J, These requirements apply to temporary areas (such as d~~rk&! set upanda/ignmentprwsdwesjard to final or 
permanent areas. The variance hotder will retam the records of these procedures and the results of all tests as required by21 CFR 1002.31. A 
copy of the varrance applicatron, the approval letter, current procedures, and records relatmg to each particular show wrll be with the operator 
or other responsibie indwrdual and will ba made available for mspection by FDA and other responsible authorities 

I I 
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l .y Advance written notlfratton wtll be made as early as possible to appropriate federal, state, and local authorities providing show itinerary with 
dates and locations cleany and completely identifmd, and a baste description of the proposed effects mcluding a Statement Of the maximum 
power output mtended Such notrfications will be made, but not necassanly be limited, to 

(1) The Center for Devrces and Radrological Health, Office of Compkance (HFZ-342). 26% Garther Road, RockwIle, MD 20650, provtdmg the 
mrtml and closmg dates for fixed installabons and the ibnerary for mobile shows. In addition, unless aft aspects of each show have been 
reported and accessron numbers clearly referenced, each notrce will m&de deWed descnptk~s of each show and a lrstmg of all effects to 
be performed In sufficient detail to confirm compliance with the regulatrons and thus variance 

(2) The Federal Avratton Admmrstratton (FAA) for any prqections mto open asspace at any ttme &a, ind&ing set up, a/@rnrenr, rehearsa/s, 
perfcxma~es, etc.) If the FAA ob)acts to any laser effects, the ob~ect~ow will be resofved and any condrtrons requested by FAA wrlf be 
adhered to. If these condrbons cannot be met, the objectronable effects wrll ba deleted from thashow 

(3) State and local radiatron control offrces/agencres for afl shows to be performed wrthm therr junsdictrons. All regurrements of state and local 
law will be satisfied and any ob&%tlons ratsed by local authontres will be resolved or the effects deleted. /A I&t of f&era/an&t&? &ices IS 
avadabie from I%? Center for&?&es and Radoicgcai He&h upon request.) 

1 4. REMARKS 

CERTlf lCATlON 

I CERTIFY that all of the above information and statements are true, complete, and correct to the best of my knowledge and acknowledge that 
my variance appkcatron may be denied or my variance may be revoked if thts appkcation IS found to be false, mtsleading or mcorrect k-r any 
material way I have submitted and will submit all reports required by 21 CFR 1662.10 and 1602.11 on the laser equipment and show(s). I 
further understand that I may be required by regulabon or by the Dsector, Center for Devtces and Radiological Health, to supply such other 
mfomratron as may be necessary to evaluate and act on this applkktmn. 

1 5 SIGNATURE 
,/ 

16 NAME (Type or Print) 17 TITLE 

L‘ (-0 n/p/c 
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Public reportirng burden for this collection of information IS estimated to average 5 hours per response, includmg the hme 
for reviewmg instructions, searching existing data sources, gathermg and maintainmg the data needed. and completing 
rewewmg the collection of information. Send comments regarding this burden estimate or any other aspect of this collection of 
Information, mcludmg suggestions for reducing this burden to: 

Food and Qmg Administrahon 
CDRH (HFZ-342) 
2094 Gaither Road 
Rockville, MD 20850 
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