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DEPARTMENT OF HEALTH AND RUMAN services | APPLICATION FOR A VARIANCE | Form Approved: OMB No. 0910.0025
Public Health Service FROM 21 CFR 1040.11(c) FOR A | ghien o Ormem s 2000
Food and Drug Administration LASER LIGHT SHOW, DISPLAY, |socceriovsen
OR DEVICE

NOTE: No laser light show, ptoiccuon system, or device may vary from compliance with 21 CFR 1040.11{¢) in design or use without the approval of this
appiication in EWUBG‘E with 21 CFR 1010.4. .
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€. THE APPLICANT REQUESTS THE VAHIANG TO BE IN EFFECT FOR A PERICD OF______,_,_,L______ YEARS FROM THEDATE OF ISSUE. (»
penarsl, mWwﬁmpmamm:w»mm & x longer period is requusied,- ammumumdwm)

7. -PRODUCT DESCRIPTION AND USE
a. LIST NAME AND/OR MODEL NUMBER(S FOR THE LASER LIGHT SHOW(S) AND PROJEGTOH(

5. PRODUCT FOR WHICH A VARIANCE 18 REQUESTED : 1. PRODYCT IS INTENDED TO BE USED AT ANY ONE LOCATION
3 A saser display devics %Aom than 15 days
B4 projector for a laser light show [ more thar S but not mors than 15 days
[0 Ataser ignt shew [J Less then S cays
~ ] Other (Specity) g. TOUR IS INTENDED TO RUN FOR
c. ) PROJECTORS ARE INTENDED FOR SALE, LEASE, OR LOAN TO ] Mors than 6 months
OTHER LASER LIGHT SHOW PRODUCERS I3 1-6 months
4. PRODUCT IS INTENDED FOR USE IN A [ Less than one month
[ Pisnetarium or other dome projaction structure J Not appiicable (Wo? & tour)
{3 Theater O Other (Specily)
[J Hote¥mote! baliroom or masting room ‘ ‘ h. PRODUCT UTILIZES THE FOLLOWING LASER EFFECTS
3 Store displays Front scredn projections
[J Trade show or convention ﬁﬂm screen projeciions
PFbiscotheque or might club [ Holographic displays
[J Pavilion S, Multiple rasection/difiraction efects
3 indoor arena 3 Audience scanning (Aiso inciuties scarning any accessile
7 Outdoor srena uncontrolied sreasy
{0 Museum wﬂoﬂwﬁ«m trom stationary mirrors or mirrored
3 Qutdoor unenciosed aroa ' suriaces (Beam Malrices)
O Other (Specit), (&I Stationsiry irradiation of rotating mirror balls, etc.
6. PRODUCT IS INTENDED TO BE USED - & Scanning ivadistion of rowting mirror balls, etc.
CRCAT only one (Fired) location : @ Fiber optic projections
N ) At u variety of (Tour} iocations “$Fog, smoke, or other scatiating enhancement effacts
(O Other (Speciy). C] Other (Speciy),
8, \ LASER RADIATION LEVELS -
LASER MEDIUM /A7, Ha-Ne, olc.] | WAVE LENGTHS fom) PEAK POWER {watis)

fefK- mived | Gle—- Y57 £ 0 3

9. IF ANY LASER RADIATION lsmﬁ&mmm SCANNING FREQUENCY AND AMPLITUDE
Scan ning- frequency O-35K, Stanniny mmplfade. DS Lespas.

10. REASON FOR REQUESTING VARIANCE

Compliance with the Emits of 21 CFR 1040.11{c} would restrict the intencad use of the product because compiiance would
imit the output power 1o the axtent that the gesirad effects would not be sufficiently visible

{3 Othar or addiltional explanation (Specily).
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11. MANNER IN WHICH IT IS PROPOSED TO DEVIATE FROM THE REQLIREMENTS OF THE APPLICABLE STANDARD
[t is proposed to deviate from the provisions of 21 CFR 1040.11{c} in that the accessible emission level would excaed the
accessible emission imils specified'in 21 CFR 1040.11(6).

{3 itis proposed to deviate from the provisions of 21 CFR 1040.11{c} as follows:

12. ADVANTAGES TO BE DERIVED FROM SUCH DEVIATION
Lagar light shows and displays araux:optud cpular media in entortainment and the arts. Use of power isvels in excass
the imits imposed by 21 CFR 1046.11{(;)1: noecessary 1o achisva the raquired sflacis in these madia.

3 Other or additional advantages (describe and explain).

13. EXPLAIN THE ALTERNATE MEANS OF RADIATION PROTECTION TO BE PROVIDED. (Check as many boxes as apply. in tem 14 ‘Remarks,”
Justiy any boxes nol checked, using addiions! Sheels &8 NECESSATY. Siate any other means of radiation protection Wat wifl be used.)

a. 5§ A laser producis, systems, shows, mdpra].dmwlﬁbscmiﬁodmcomp!ywnhm CFR 1040.10 and the conditions of this variance snd will
be reported as required by 23 CFR 1002.10 AND 1002.11 using the reporting guldes provided for such purpose. Thess actions will be
accomplished prior to any introduction into commerce.

,&Eﬂocts not spacifically indicated in this varances appiication will not be performed. No other effects will be added until an amendment to the
variance has been obisined and tho foquired reports or supplements, as applicable, have been submitted.

r/& Scanning, projaction, or reflaction of lasor and collatoral radiation [Light show radiation} into avdience or other accessible unconirolied areas
will not be permitted axcept for uitfuse refisctions produced by the aimosphere, added atmospheric scattering media, ahd tarnget scraens.

Lasar radiation iovels in excess of the imits of Class | will not be permitted at any point lass than 3.0 metars above any surface upon which
persons othar than operators, pmmu.ammampmmtosmuzsmmwwommm saparstion from any place
whare such persons are permitied 1o be. Operators, performers, and employess will not be requinsd or aliowed {0 view radistion above the
timits of Class | or be exposed to radiation abovs the lnits specified In 21 CFR 1040.11{c).

Any product which relias on scanning to meat accass, exposurs, or product class kimits will incorporats a seanning safeguard systam which
diractly senses scanner motion and which will rasct fast encugh 1o preclude axceeding the spplicable limit.
f. Alt laser fight shows shall ba under the direct and personai cantrol of rained, competent oparator(s). The operator(s) wilt
(1) Be an employee of the variance holdsr who will be responsible for the iraining aad the conduct of the operator;
{2). Be located whare all beam paths can be directly observed at all timas; and

(3) immedialely terminate the emission of light show radiation in the event of any unsale conditlon; or, lor outdoor shows, upon raquest
by any air traffic conirol officials.

g.%‘f‘hs maximum laser projector output power will not excead the level required to atiain the Intended offects.

immobilized to prevent unintended movement or misalignment. Beam masking will be provided 85 an inharant pant of the system design o
prevent averfiling of screens, beam 'stops, targets, eic.

N
yuur projectors will not be delivered 1o any othar parly under an agreement of sale, lease, or loan unleas and untl the racipient demonstrates
that they have a variance In effect at the time of delivery that permits them to produce insaer fight shows incorporating such projector(s).

X‘I‘ho projection sysiem (ie., the projector and afl oiher components used to produca tha fighting elfects) will be securely mounted or

In acdition to the requimemaents of 21 CFR 1040.10(h), the manufacturer of laser projectors/systems will provids 10 parties who pur- chase,
lvase, or borrow the equipmant, sdequats users’ instructions for sale instaliation and operation which- axpfam the. rasponsibillly of the recipisnit
* as an indapendant light show manulacturer to submit the required reports and apply for and obtain a variance from CDRH prior to introduction
inta commerce of any laser light shows.

The requirements of 21 CFR 1002.30{a}{ 1) and (2) wmbc accomplished through the use of wiitien procedures for satup, alignment, hAng.
and performarios of each show. thase procedunes will be'in suffitisnt detail to ensure compliance with 21-CFR 1040.10, the conditions of this

ariance, and tha control of access 1o radiation smeas uﬂngmproeodum describad i the ANSIZ136.1 standard for the safe Use of lasers
(American National Standands instixe, 1430 Broadway, New York, NY S0018) or any vther equivalent user consensus sturdard and, wheis
applicatie, state of local requiremants. Laser rafiation ansas which can contaln tadiation: isvels above the imiis specified in 2¢ CFR 1040.11(c)
will be ciearly identified by the postingafmng ‘signs and/or restricting access through physical masns (such as pressure swiches, photo
cells, bamers, guards, etc.). These requisements apply 1o \emporary areas (wmuwwutwmmmpm)mdmw or
parmanent arass. The variance holder will rsisin the racords of these procadures and the results of of testy as required by 21 CFR 1002.31. A
togy of the variance application, the approval letier, current procaduras, and racords ralating 1o each pmiculu show will ba with the operator
or other responsible individusal and will be made available for inspection by FDA and other responsible authoritiss.
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L Advance written notification will be made as sarly as possibie 10 appropriste fedarsl. state, and local suthorities providing show itinerary with
tes and locations clesrdy and completely identified, and a basic description of the proposed effects including a staiément of the maximum
power oulput intended. Such notifications will be made, bit not necessarily be limied, to:

(1) The Canter for Devices and Rlﬂbloqiml Health, Offics of Compliance {HFZ-342), 2098 Gaither Road, Rockville, MD 20850, providing the
initial and tiosing dates for fixad instaliations and the ltinersry for mabile showa. In addition, uniess all aspects of each show have bean
reported and accassion numbers claarly reforanced, sach notics will includs detalied descriptions of aach show and & listing of all effects to
be performaed in sullicient deisil to corifion compkancs with !he reguiations and this variance,

(2) The Federal Aviation Administration (FAA) for any projsctions into open airspace at any time (le., inciuding sel up, alignmaent. rehaarsals,
performances, gic.}, X the FAA objects 1o any laser efiects, the objections will be resolved-and sny conditions raquested by FAA will be
adhared to. If these conditions cannot be met. the objactionable efiects will be ddistad from the show

(3) State and local radiation control offices/agencies for all shows to be performad within thelr jurisdictions. All requiraments of state and local
faw will be satisfied and any objections raised by locai authorities will bs rescived or the sflects deleted. (4 Fis/ of lederal and stale ofices is
avaiiabie from the Conter for Davices and Radiological Health upon request.)

14, REMARKS

CERTIFICATION

| CERTIFY that all of the above information an statements sre true, complete, and comect 1o the basi of my knowledge and agkmwbdgo that
my variance appiication may be denied or my variance may bs revoked if this spplication is found 1o be false, misieading or incorrect in any
materisl way. | have. submitted and will submit sil reports required by 21 CFR 1002.10 and 1002.11 on the laser aquipmant and. show(s). |
further understand that | may be required by reguiation or by the Director, Cantsr for Devices and Fladioiogical Health, to supply such other
information ax may be nacessary to evaiate and act on this application, '

16. NAME (Type or Print}

15. SIGNATURE 17. TITLE
~Lo
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