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DEPARTMENT OF HEALTH AND HumaN szavices |  APPLICATION FOR A VARIANCE | Form Approved: OMB No. 0610-0025
Public Haskh Senice FROM 21 CFR 1040.11(c) FOR A | Sp¥ion Dete Cosber 31,200
Food and Drug Administation LASER LIGHT SHOW, DISPLAY, |toceTioneen |
OR DEVICE
NOTE: No laser light show, projeciion , OF device may vary from compliance with 21 CFR 1040.11(c) in design or uss without the approval of this
spplication in sccordence with 21 CFR 1010.4.
WNGTAUCTIONS
1. MJWMNWUMN 3. mm”m:::mwm?m%z“m
z&m:mmmu)m 4. Enter docksl number ¥ aesigned,

wr A %4
6. THE APPLICANT REQUESTS TMIE VARIANCE TO BE IN EFFECT FOR A PERIOD OF YEARS FROM
anumamummmnwmhw ammuWanndUnM

7. PRODUCT DESCRIPTION AND USE
a UST MODEL FOR THE LASER LIGHT S) AND PROJECTOR(S)
ré
b. PRODUCT FOR WHICH A V. E 1S REQUESTED 1. PRODUCT IS INTENDED TO BE USED AT ANY ONE LOCATION
3 A taser dispiay device More than 15 days
%Ammamhmm More than 5 but not more than 15 days
A inger fght show [0 Lass then S days
[J Other /Specity) g- TOUR 1S INTENDED TO RUN FOR
¢. ] PROJECTORS ARE INTENDED FOR SALE, LEASE, OR LOAN TO 0 More than 8 months
OTHER LASER LIGHT SHOW PRODUCERS I 1-6 months
d. PRODUCT S INTENDED FOR USE INA O Less than one month
[ Pianstsrium or other doma projaciion struciure [ Not applicable (Not & bouwr)
O Theater {1 Other (Specy).
O HowVmoel baivoom or mesting room h. PRODUCT UTILIZES THE FOLLOWING LASER EFFECTS
7 Stors displays 2K Front screen projections
[ Trada show of convention X Rear screen projections
&Mmuﬁw\tcm O Holographic dispiays
aviion L Muttipis reflaction/diffraction effects
O Indoor arens 3 Audience scanning (Also includes scanning any acoessible
[0 Outcoor srena unconirolled areas)
O Museum ] Reilections from stavanary mirors or mirrored
{0 Outdoor unenciosed area suriaces (Beam Malrices)
O Other (Specity) Stationary imadiation of rotating mimor balis, etc.
o P IS INTENDED TO BE USED Scanning irradiation of rotating mirror balls, stc.
At only one (Fixed) locstion Fiber optic projections
O At a variety of (Towr} locations Fog, smoks, or other scatiering snhancement effects
3 Other (Specity). {1 Other (Specy).
8. LASER RADIATION LEVELSR
LASERL MEDIUM (A7, He-Ne, elc.) WAVE LENGTHS /hm) PEAK POWER (watis)

458 - 515 ] waeH-

9. IF ANY LASER RADIATION 1S PULSED OR SCANNED, GIVE m— E _PULSE oﬁ‘émou AND RATE AND SCANNING FR| CY AND AMPLITUDE

Scanni FYLQUM%
Tm@ (e 0 4<A-LW/

Compliance with the Emits of 21 CFR 1040.11(c) would restrict the iniended use of the produci because compliance would
the output power 10 the extent that the desired stiects would not ba sufficiently visible

{3 Other or adcitional explanation (Speclly)_
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1. R IN WHICH [T iS PROPOSED TO DEVIATE FROM THE REQUIREMENTS OF THE APPLICABLE STANDARD
whmndwmﬁmunwvwmdzi CFR 1040.11(c) in that the accessible emission level would exceed the
emission limits specified in 21 CFR 1040.11(c).

[T 1t is proposed to deviate from the provisions of 21 CFR 1040.11(c) as loliows:

12, 'AGES TO BE DERIVED FROM SUCH DEVIATION
fight shows and displeys are accepted papular media in entertainment and the arts. Use of power leveis in excass
of the limits imposed by 21 CFR 1040.11(c) is necessary to achieve the required sffects in these madia.

3 Other or additional advantages (descride and expiain).

13. EXPLAIN THE ALTERNATE MEANS OF RADIATION PROTECTION TO BE PROVIDED. (Check as many boxas as apply. in Nam 14 ‘Femarks,”
any boxes nol checked, using addional sheeis as necessary. Siase any other means of mdiation prolection ¥iat wil be used.)

Al laser products, sys\ems, shows, and projectors will be cartified to comply with 21 CFR 1040.10 snd the conditions of this variance and wis
unmauwndoymcmvmwmo 1002.11 using tha reporting guides provided for such purpose. These actions will be
accomplishad prior to any introduction into commarce.

ﬁe«mmmymmuﬁmwwmnwmum No other sffects will be added untll an amendment 1o the
varlance has been obisined and the required reports or suppiaments, as sppiicsble, have been submitted.

Scanning, mmmmmabndmwmmwtmmmmm«mmmwmw-m
will nat be permitted except for diffuse reflections producad by the atmosphere, added atmoapheric scattering media, and target screens.

3]

Laser radistion levels in excess of the mits of Class | will aot be permitied at any point less than 3.0 meters above any surfece upon which
pommmopomhu.pm or employeas ars pennitiad to stand or 2.5 melers below or in Wateral separation from any piace
whare such persons are panmitied to be. Operators, perfarmers, and employees will nat be requirect or allowed 10 view radiation above the
fimits of Clsss | or be axposed o radiation above the imits specified in 21 CFR 1040.1 1(c).

o]l Any product which relies on scanning to meet access, ummammcMMﬂmeuumhgmgmmmhmm
divectly senses scanner motion snd which will react fast enough i preclude excesding the applicable limh

1."§] Alt lasar light shows shall be under the direct and personal control of irained, competant aperator(s). The operator(s) wilk
{1) Be an employee of the variance holder who wikl be responsible for the iraining and the conduct of the opersior,
{2) Be located where ali beem paths can be directly observed st all times; and

{3) Immediately terminels the emission of kght show radiation in the event of any unssie condition; or, for outdoor shows, upon regquest
by any air tratfic cantrat officials.

g. \I The maximum laser projecior output power will not exceed the level required 10 obtain the intendad effects.

The projection sysiem (ie., he projecior and alf oifer componenis used 1o procuce the lighting elfects) will be securely mounted or
immobiized to prevent unintended movement or misalignment. Beam masking will be provided as an inherent part of the system design ©
averfilling of screens, beam stops, targets, eic,

i Laser projectors will not be delivered to any other party under an agreement of sale, lease, or loan unlass and untli the reciplent
that they have s variance In effect at the time of delivery that permits them to praduce laser light shows incorporating such projector(s).

} in addition 1o the requirements of 21 CFR 1040.10(h), the manufacturer of laser projectors/systemns will provide 1o parties who pur chase,
Isase, or borrow the squipment, adequate users’ instructions for safe installation and operation which explain the responsibility of the recipient
as an indepsndant ight show manufacturer to submit 1he required reports and apply for and obtain a variance from CDRH prior to introduction
Into commaerce of any laser light shows.

k' The requirements of 21 CFR 1002.30(a)}{1) and (2) will De accomplished thvough the use of writien pracedures for setup, siignmant, testing,
periormance of each show. these procedures will de in sufficient detall to ensure compliance with 21 CFR 1040.10, the conditions of this
variance, and the contral of acoess to radiation areas using the procedures describad in the ANSIZ138.1 standand for the safe use of msers
(American Nafional Standards instie, 1430 SBroadway, New York, NY 10018} or any other squivalent user consensus siandard snd, where
applicable, state or local requiements. Laser radiation arsas which can contain radiation leveis above the imiis specified in 29 CFR 1040.11(c)
will e cleady identifiad by the posting of waming signs and/or rastricling access through physical means fsuch as pressure swiiches, photo
celis, Darriws, Quards, eic.). These requiremenis apply 10 lemporary areas (such as aning set uz and alignment procedires) end o final oc
parmanent areas. The variance hoidar will ratain tha records of these procedures and the results of ail tasts as required by 21 CFR 1002.31. A
copy of the variance application, the approval lefler, current procadures, and records reiating to each particular show will be with the operstor
or othar responsible individual and will be made avafiable for inspeciion by FDA and other responsible authorities.
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nmwﬂﬂmmhbnwﬂhnndnnuﬂyumnbmmwbwu state, and local autharities providing show itinerary with
1es and locstions cleady and completely identified, and & batic description of the praposad sffects including a siatement of the maximum

power oulpul inlended. Such notifications wilt be made, but not necessarily be limited, to:

(1) The Center for Davices snd Radiological Hesith, Office of Compliance (HFZ-342), 2098 Gaither Roed, Rockvile, MD 20850, providing the
initiel and closing dates for fined instalistions and the Rinerary for mobiie shows. in additon, uniess alil aspects of each show have been
reported and scosssion numbers clearly referenced, each notice wil include delalied descriptions of sach show and 8 fisting of all effects 1o
be parformed in sufficient detall 1o confimm cormpliance with the reguiations and this vadance.

(2) The Federal Aviation Administration (FAA)} for any projections into open airspace at any tme (e, Mﬂmwm
performances, etc.). i the FAA objecis 10 any laser effects, the abjections will be resoived and any conditions requested by FAA will be
adhered 10. if these condiions cannat be met, the objectionable effects will be deisted from the show

(a)an-mmmmmmummummmwm requirements of sitale and looal

will be salisfied and any objactions raised by local authorities will be resoived or the effects deleted. (A kis! of ledernl and stale offices is
Mmmmmnrmwwmwmu

14. REMARKS

CERTIFICATION

|csnnnmauwimmmmmmmwu complete, and correct {0 the best of my knowledge and acknowiedge that
my variance appiication may be denled or my variance may be revoked if this application is found 1o be faise, misleading or incorrect in any
materisl way. nnmummwmmummodwzt CFR 1002.10 and 1002.11 on the laser equipment and show(s). |

further undersiand that | mrnwwngmormuomcmlam-mmmuw to supply such other
hfomﬂonuvbo 1o svaluate and sict on this application.
15. SIGNATURE 16. NAME (Type or Priny) 17. TITLE

( ?&TZ‘ R @@/: t/%c&
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