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DEPARTMENT OF HEALTH AND Human services | APPLICATION FOR A VARIANCE | Fom Aporoved: OMB No. 0910-0025
Public Health Service FROM 21 CFR 1040.11(c) FOR A |52¢ton Date: Octoser 31, 2000
Food and Orug Administration ge 4 for OMB Statement.
LASER LIGHT SHOW, DISPLAY, [|tocker noMBER
OR DEVICE Bolire
NOTE: No laser light show, projection systam, or device may'vmglyo& con?qnance with 21 CFR 1040.11(c) in design or Use without the approval of
this application in accordance with 21 CFR 1010.4. EAR N OMsT e A
INSTRUCTIONS R
1. Check aif applicable boxes and typs of print the 3. Mail yon: applicaucn to the Dnckm Mamqement aunch (HFA—305). Food and

requested information. P N, Ao
2. Suhnmmorigmalmdlow“)cophs 4, Emerdockttnumbcrntum

1. NAD NAM"E OF commv

2

gsgg V\'QR% pr&\t.MD 20851
2. ADDRESS OF COMPANY (inchide ﬂf P.O, Box is used, include pctus! strest address also.)

A0 Ner & dake (\{A cles 1H ?Dhﬁé

3. Nﬁ ND TIY OF RES fﬁ 4, TELEPH}}?E Ng_ mz;dc csodal 15. DATE OF SUBMISSION
- = —
oec |C : B U e P O3 -05-8
6. THE APPLICANT REQUESTS THE VARMNCE TO BE IN EFFECT FOR A PERI PERIOD OF YEARS FROM THE DATE OF ISSUE. /n
genersl, the Agency will approve @ verdance for only two yesrs. If a fonger period is requested, aﬁsmmbeom“mofmappmi

7. 7 < Lmwmiep PRODUCT DESCRIPTION AND USE _ .
a. LIST NAME AND/OR MODEL NUMBER(S) FOR THE LASER LIGHT SHOWI(S) AND PHOJEC’T TOR(S) . .

C‘lmg e W LM arive IO LI,

b. PRODUCT FOR WHICH A VARIANCE IS REQUESTED T, PRODUCT 1S INTENDED 10 BE USED AT ANY ONE LOCATION
0 A taser disptey device B | 3 More than 15 days
3 A projector for a laser light show M oMSbutnotmoumaulEdavs
taser ight show B{e: than § days
O other (Specity) g. TOUR IS INTENDED TO RUN FOR
¢. [J PROJECTORS ARE INTENDED FOR SALE, LEASE, OR LOAN TO (3-MBre than 6 months
‘OTHER LASER LIGHT SHOW PRODUCERS 1-6 months
d. Pnoouc-r IS INTENDED FOR USE IN A one month
m/r)atamm or other dome projection structure Not appficable {Not & tour)
h CJ Other iSpecity)
Hotel/motet baliroom or meeting room h. PRODUCT UTILIZES THE FOLLOWING LASER EFFECTS
g{)n displays ' Bgm screen peojections
Teade show or convention 3 Rear screen projections
D/::thequo or night tlub O Holographic displays
;J/? ilion . Muttipte reflection/diffraction sffects
B{ugdoor arena . O Audience scanning (Also inchides scanning any accessible
Qutdoor arsna uncontrolied aress)
J Reflections from stationary mirrors o mirrored
Outdoor unenciosed area surfaces [Besm Matrices)
3 Other 1Specity), Dsmmammm&mm atc.
«. PRODUCT. 1S INTENDED TO BE USED 3 Scanning irediation of totating inirvor bafls, etc.
BAf only one fFixed) location opﬂewm o
At a8 variety of {Towr} locations anokoorcﬂmseamﬁmuﬁanamnteffm
3 Other fSpecityi- . - m/aﬁm ISpod‘M
8. ) LASER RADIATION LEVELS
LASER MEDIUM (Ar, He-Ne, otc.)_ WAVE LENGTHS /nm/ PEAK POWER (wates]
20 JKR ] lag | sz /‘/56/,55’2 167, 15727574
450 ~ A
9. IF ANY LASER RADIATION IS PULSED OR SCANNED, GIVE THE PULSE DURATION AND RATE AND SCANNING FREQUENCY AND AMPLITUDE
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M NG VARIANCE -
iance with

the fimits of 21 CFR 1040.11(c) wou!d restrict the intonded use of the product because compliance would
Fmir tha nitrat nvwar to the extent that the desired effects would not be sufficiently visible
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¢ 1. MAN| IN WHICH IT IS PROPOSED TO DEVIATE FROM THE REQUIREMENTS OF THE APPLICABLE STANDARD

is proposed to deviste from the provisions of 21 CFR 1040.11{c) in that the sccessible emission level would exceed the
accessible emission imits specified in 21 CFR 1040.11{c}.

(3 1t is proposed to deviate from the provisions of 21 CFR 1040.11(c) as follows:

/7

12. ADV GES TO BE DERIVED FROM SUCH DEVIATION

Laser light shows and displays sre accepted populsr madia in entertainment and the arts. Use of powaer levals in axcess
of the fimits imposed by 21 CFR 1040.11(c} is necessary to achieve the required affects in these madia.

{3 Other or additional advantages (describe and explain).

13, EXPLAIN THEALTERNATE MEANS OF RADIATION PROTECTION YO BE PROVIDED. [Check as many boxas as apply. in item 14 “Remarks,”
lus ity boxes not chacked, using additions! sheets as necesssry. State any othar means of radiation protection that will be used.)

Aﬁlalrptoducu svstm,shows.andpm!ooﬁonwﬂbowﬂhdtocomp!v%ﬂ CFR 1040.10 ard the conditions of this variance
boteporudasrequiredva!CFRlooz.wAwwoz 11 using the reporting guides pravided for such purpose. These actions
uawmmmwmmmmn

b. £J Effacts not specifically indicated in this variance application will not be parformed. No other effects will be added until an amendment to
vadancommmmm:mwwumcm.umm.hmbamsubmimd

Scanning, projection, «:mmmmm@mmmﬂmmmmmmmwmmmbbmom
amﬂmthmwmfmmrommwwam added atmospheric scattering media, and target

$ ns.

Lasmradhﬁonlevdsmexmsofmelimitsofumlw!nmhep«minedmanypomioam&Omthmystupon

which persons othier than operators, performers, or employses sre permittad to stand or 2.5 meters below or in latersl separation from

anypheowh«cwchwmuopamﬂmdwh.w performers, and employees will not be required or aliowed to view
m}&lﬂmabovuﬂuﬁm&sofdmlubeupo«dmmmunmmhnCFR!MO“M

Any

product which relies on scanning to mest access, sxposure, orproductdasmwamorpomeasammsafmdsvstem
Mmmmwmwmmwmmmmawlum

f. KJ All [aser light shows shall bs under dndwoctmdpqsomlmol of trained, compatent cperator(s). Tha operator(s) will:
{1} Be an smployes of the variance holder who will be responsible for the training and the conduct of the operator;
(2) Be located where ail beam paths can be directly observed at off times; and

{3} Mm!vt«mhmﬁnmk:bnomcmmm&uumofmm«wm or, for cutdoor shows, upon request
sny air traffic control officials. ;

qmyamwmmumﬁmommwﬂmmﬂnhvdfmmcmwmdeﬁem

h.£] The projection system [i.e.;:the projector and all other. components used to produce the lghting effects] will be securely mounted of
immobilized to prevent unintended movement or misalignment. Beam masking will be provided ss sn inherent part of the system design

overfilling of scresns, baam stops, targets, ote.

i %’WWMMWW mmmmwmwwmumwmwmum
mmnmm.mhmmummmmmmnwummmmmw
proj

jo m-ddiﬂonmﬂ\crew&mnuofﬁmimlm.wmdmmwwmwmmw-
- chase, lsase, or borrow the squipment, adequate users’ instructions for safe instafiation and oparation which explain the rasponsibility of
the i umwmmmmm«wmmrmunmwmmmm.mmm
%0 introduction into commerce of any laser Sght shows.

k. mromnmofztw1w2wm11ww“hmwmmdmmmfwumcﬁgnmcm.
testing, and pecformance of sach show. these procedures will be in sufficient detsh 10 ensure compliance with 21 CFR 1040.10, the
conditions of this variance, and the control of access 1o radistion areas using the procadures described in the ANSIZ136.1 standacd for
- the ‘ssfe use of lasers [Americen National Standards institute, 1430&«&011 New York, NY 10018} or sny other squivaient user
consensus standard and, whers applicable, state or focal requirements. Laser radiation areas which can contain radistion levels above
the fimits specified in 21 CFR 1040.11(c} will be clearly identified by the posting of warming signs and/or restricting access through
physicat means [such as presswe switches, photo celis, barriers, guards, etc.). Thase requicements spply to temporary aress /such as
during set up end skignment procedures] and to final o permanent sreas. The variance holder will retain the records of these procedures
and the resuits of afl tests as required by 21 CFR 1002.31. A copy of the variance application, the spproval letter, current procedures,
and records relating to each particular show will be with the operator or other respansible individuatl and will be made available for
inspection by FOA and other responsible authorities.
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1. gvance written notification will bs made as early as possible 10 appropriate federal, state, and locat authorities providing show itinerary
with dates and locations clearly and completely identified, and a basic description of the proposed effects incksding a statement of the
maximum powaer output intended. Such notifications will be mada, but not necessarily be limited, to:

{1} The Center for Davices and Radiclogical Health, Office of Compliance (HFZ-342), 2098 Gaither Road, Rockville, MD 20850, providing
the Initial and closing dates for fixed installations snd the itineracy for mobile shows..In addition, unless all aspects of sach show have
heen reported and accassion numbers clearly refarenced, each notice will include detailed descriptions of each show and s listing of alt
effects to be performed in sufficient detall to confirm compliance with the regulations and this varisnce.

{2} The Foderal Aviation Administration {FAA} for any projections into open sirspace at any time (i.e., inchuding set up, slignment,
rehearsals, performances, etc.). if the FAA objects to any laser effects, the objections will be resoived and any conditions requested by
FAA will be adhered to. If thess conditions cannot be met, the objectionable effects will be deleted from the show

{3) State and local radiation control offices/agencies for ail shows 1o bs performed within their jurisdictions. AN requirements of state and
{ocal law will be satisfied and any objactions raised by local suthorities will be resolved or the effects deleted. (A Fst of federsl and
state offices is available from the Center for Devices snd Radiological Health upon request.)

14, REMARKS

CERTIFICATION

1 CERTIFY that all of the above information and ststements are trua, camplete, and correct to the best of my knowdsdge and acknowledge
that my variance application may be denied or my vasiance may ba revoked ¥ this application is found to be faise, misteading or incorrect
in sny material way. | have submitted and will submit all reports roquired by 21 CFR 1002.10 and 1002.11 on the lsser equipment and
show(s]. { further understand that | may be required by regulation or by the Director, Centes for Devices and Radiological Hesith, to supply
such other information as may be necessary to svaluate and act on this application.

mwoJ@"a "Rotveat tedbek o[ Pres.
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Pubiic reporting burden for this collection of information is estimated 10 average .5 hours per response, including the time
for reviewing instructions, searching existing data sources, gathering and maintaining the data peeded, and completing
reviewing the collection of information. Send comments regarding this burden estimate or any other aspect of this collection
of information, including suggestions for reducing this burdento: - .

DHHS Reports Clearance Officer

Paperwork Reduction Project 0910-0025 ]

Hubert H. Humphrey Building, Room 531-H < - Please DO NOT RETURN this application to this address.
200 Independence Avenue, S.W.
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An agency may not conduct or sponsor, andaper:onisnolreqzmud:ouspandto,acolkcmnofbd‘ommmuukssit
displays a currently valid OMB control number.



