
‘. PRODUCT FOR WHICH A VARIANCE fS REQUESTED - 

- - 

rEPARTMENT OF HEALTH AND HUMAN SERVICES 
Public Health Service 

Food and Drug Administration 

APPLlCATlON FOR A VARIANCE Form Approved: OMB No. 09100025 

FROM 21 CFR 1040.11 (c) FOR A 
WCKfT NUM6ER 

OR DEVICE 
IOTE: No laser liiht show, projection system, or device may vary from compliance with 21 CFR 1040.11 (c) in design or use without the approval ot 

this application in accordance with 21 CFR 1010.4. 
INSTRUCTiONS 

I. Check atl applicable boxes and type or print the 3. Meit your sppfication to the Dockets Management Branch (HFA-305). Food and 
requested infonnstion. Drug Administration, Ream l-23. 12420 Parklawn Drive. Rockville. MD 20852. 

2. Submii an original and four (4) copies. 4. Enter docket number if assigned. 
. NAME OF COMPANY 

general, the Agency w# sppmve (I vadance for only two ywrs. If 8 bnger penbd k requested. w &sdfiit%n must ba 8ttadted 8s iaft of the epeW.1 

PROOUCT DESCRiPTfON AND USE 
+I AND PROJECTOR(S) . 

itol 

[If A laser diiptay device 

0 A projector for a laser light show 

B A laser fight shnw 

ROther lSp&& kl SC/, 
:. 0 PROJECTORS ARE INTENDED FOrR SALE, LEASE, OR LOAN TO 

OTHER LASER LIGHT SHOW PRODUCERS 

1. PRODUCT IS INTENDED FOR USEIN A 

,r4 Ptanetarium or other dome projection structure 

P Theater 
wHotel/motef ballroom or meeting room 

.@Store displays 

Id Trade show or convention 

KDisootheque or nightclub 

~;~~~M ‘. 

52 Outdoor arena 

*/Museum 

if Outdoor unenclosed area 

IBather kb8cffy~ 

B. PRCDUCT-IS INTENDED TO BE USED 

0 At onl$ one’ &&d.I location 

0 At a variety of flour) locations , 

$timher cQociw~ S-f4+cWidC 

B. L&XR’RADI 

LASER MEDIUM Lsr. He-Ne, es./ I WAVE LE 
I 

. PRODUCT IS INTENOED TO BE USED AT ANY ONE LOCATION 

0 Mcuethqn15$ays ’ 
0 Morethan5butnotmorethan 15days 

f$&sth+nSdays . 

,. TOUR IS LNTENDED TO RUN H)R 

0 More than 6 months 

0 I-bmonths 

0 Less than one month ._ 

Id 
2 

t applicable (Nor a rowl 

ottw ~spcdfyl zf-.-.J:v Ate/ / b*~-fis. LTWS 

I. PRODUCT‘ tJTlU~ZES THE FOLLOWING LASER EFFECTS 

-mront screen projections 

go;~;.y$~- 

Df _ MuftrpIe reRectionMiffraction effects 

0 &fii* spyin fXs0 Inch+ scanning any eccessibie 

uff con~olkd areas) 

EFQ’Reflections from stationary mirrors or mirrored 

sutiaces'Bean3 Msbicesl 

0 Stationary irradiation of rotatin mirror bails, etc. 

0 Scmning inadiation of rotating inirror balls, etc. 

0 Fiber opti+$ectio~t+ .r;. 
@$og, smoke, Or other sr%tering enhancement effects 

C other C2hxfW 
n‘oNL& . ‘..‘I 

;TtiS (nmj I 

. . . 

PEAK POWER lwansl 

: 
9. IF ANY tn& RqDIATlON IS PULSED OR SCANNED, GIVE THE PULSE DURATIDN AND f&AND SCANNING FREQUENCY AN0 AMPLfTUDE 

10. REASON FOR REQUESTING VARIANCE 
with the gmits of 21 CFR 1040.11 (c) Would restrict the intended use of the product because compliance would 

power to the extent that the desired effects would not be sufficiently visible 

a Other or additional explanation ISpec&I 



1. MANNER IN WHICH IT IS PROPOSED TO DEVIATE FROM THE REOUIREMENTS OF THE APf’LICABLE STANDARD 

Rf It is proposed to deviate from the provisions of 21 CFR 1040.11 (c) in that the accessible emission level would exceed the 
accessible emission limits specified in 21 CFR 1040.11 (c). 

0 it is proposed to deviate from the provisions of 21 CFR 1040.1 l(c) as follows: 

2. ADVANTAGES TO BE DERIVED FROM SUCH DEVlATlON 

s&.er 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 (cl is necessary to achieve the required effects in these media. 

0 Other or additional advantages (describe and e&air& 

3. EXPLAIN T&ALTERNATE MEANS OF RADIATION PROTECTYDN TO BE PROVIDED. (Check as many boxes ES spp&. In item 14 *flem8rks, - 
jbsdfy any boxes not checked, u&g additional sheets as muessmy. Star8 any othaf means of rediietion prorection fhat will be used.1 

a. l!f All laser products, systems, shows, and projectors will be cettlfied to compiy with 21 CFR 1040.10 and the condllons of this variance * 
and will be reported as required by 21 CFR 1002.10 AND 1 DOZ.1 1 using the reporting guides provided for such purpose. These actions 
win be aocomplllhed prior to any introductlon into commerce. ’ 

b.@%fects 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. 
6 

Scanning, projection, or reflection of laser and collateral radiation (tight show radiationI into audience or other accessible uncontrolled 
areas will not be permitted except for diffuse reflections produced by the atmosphere, added atmospheric scatterlng media, and target 
screens. 

d. .@c Laser radiation levels in excess of the limits 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 amptoyees are permitted to stand or 2.5 meters below or in lateral separation from 
any place where such persons are permitted to ha. Operators, performers, and employees will not be required or allowed to view 
radiation above the limits of Class I or be exposed to radiation above the limits specified in 2 1 CFR 1040.11 fc). 

e. 
tf 

Any product 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 tha applicable Ilimit. 

All laser light shows shall be under the direct and pen&al control of trained, cornpotent cperator(sL The operator(s) will: 

(1) i3e an employee of the variance holder who will be responsible for tha training and the conduct of the operator: 

(21 Be located where’all beam paths can be directly observed at all times; and 

(31 Immediately terminate the emibsion of fight show’kdlatlon In the event of.any unsafe conditiqn; or, for outdoor shows, upon kqutwt 
by any alr traffic control offlclals . . . . . g The maximum laser projector output power will not exceed the level required to obtain the intended effects; . . 

_ 
h.gThe p&e&n system (r:a;;che projector and all otherz components used to produce the lighting effects) will be securely mounted or .; 

lnvnoblled to prevent unintended movement or mlsal@rxnent. 6eam ms&lng will be provided as an inherent part of the system desiin 
to prevent overfilling of screens, beam stops.targets, etc. 

i. d- Laser projectors will not be delivered to any other party under an agreement of sale, lease, or loan unless .and until the redpient 
de-tinstratea that they have a variance in effects thetime qf.delive,v that’per+s them to produce laser light shows Incorporating 
S 

*c 

ptojector(sL 
,_..; . . 

In ad&ion to the requirements of 21 CFR 1040.10(~, the manufarXurer of laser proje&ors/systems will provide to parties who pur- 
chase. lease, or borrow the equipment, adequate users* instructions for safe installation and operation which explain the responslhility of 
the recipient as an independent light show manufaoturer to submit the requked reports and apply for and obtain I) varlsn~. from CDRH 
prior to imtroduction into commerce of any laser fight shows. 

k.xThe requirements of 21 6% 1002.301a)(l) and (2) will ba accompkhed through the use of written procedures for setup, alignment. 
testing. and performance of each show. these procedures will be in suffkient detail to ensure compliance with 21 CFR 1640.10, the 
condiwcIs of this variance, and the control of access to radlatlon areas using the procedures described in the ANSlZl36.1 standard for 

. the Pa%- use of IsseA IAmedczm Afsfkwwl Sta&fa&s~k-rstitute. 14.20 &n&way, New Yo& NY f00f8J or any other equivalent user 
Consensus standard and. where applicable, state or local tequlrementa. Laser radiation areas which can contain radiation levab above 
the limbs sp&fkd in 21 CFR 1040.11 (cl will be clearly Identifii by the posting of warning signs and/or restricting access through 
physical means &n9~8S pressure switches, photo se/&, barrkfa, guerds. etc& These requirements apply to temporary areas &Id, as 
du&g set up end 8Ggnment procedure~l and to final or permanent areas. The variance holder wilt retain the records of these procedures 
and the results of all tests as required by 2t CFR tOO2.31. A copy of the variance application. the approval letter. current procedures. 
and records relating to each particular show will be with the operator or other responsible individual and will be made available for 
inspection by FDA and other responsible authorities. 



1. J@dvance written notification wi}S be made as eariiy as possible to appropriate federal, state. and iocal authorities providing shov: itinerary 
*v&l dztes and locations clearly and compleaety identified, and a ba.siC description of fhe proposed effeCtS inclucihg a statemerit of the 
imaximum power output intended. Such notifications wiii be made, but WP necessari!y be !imited, to: 

iti The Center for Devices and Redioiogicai Health. Office of Crrmptiance WFZ-342 !. 2098 Gaither Road. Rock&e. MD 2OEi60, providing 
the inisiai and ctosir,g dates for fixed &st&lations and the itinerary for mobile shows..tn ac?dition. lrnless al! aspects of each show have 
been reponed md oc~ession isumbws &ar!y referenced, each notice wiH in&de detailed deScrip:ions of each shaw and a liskg of ali 

effects so be perfcrfmod in sufffcicnt d et&f 20 confk.m compliance with the regulations and this variance. 



_ _ _ _ _ _- ..,.. . .._ -- __-. - 


