
DEPARTMENT OF HEALTH AND HUMAN SERVICES, 
Food end Drug Administration 

CFR 1910.4. : 

5. THE APPLICANT REWESTS THE VARIANCE TO BE IN EFFECT FOR A PERIOD OF YEARS FROM THE DATEOF ISSUE. (In 
general, the Agency will approve a variance for only fwo yaars. If a lorlger period is requested, a jusfiticafion must be atiaohed as part of the application.) 

PROL?~CT.i3ESCRIPTJON AND USE 
:: LIST NAME AND/OR MODEL NUMBERfS) FQR THE LASER LIGHT SHOW(S) AND PR$XECTOR(S). _. 

LPI-DPSS ,. : 

a A laser display device 
q A projector for a laser light show re then 5 but not more than 15 days 
q A laser light show Less than 5 days 

rj. TOUR IS INTENDED TO RUN FOR’ 

d. PRODUCT IS INTENDED FOR USE IN A 
Planetarium or other dome projection structure 

Hotel/motel balkoom or meeting room 

ow or convention 

Multiple re~a~~n/d~~ctt~n effects. 
Audtence~ sqmning (~lso&c;ludes scaqni;?s any, accessible 
u~cofltrolled weas} 

Outdoor unenclosed area 

At only one (Fixed) kcation 
At a variety of [Toor) locations Fog, smoke, or other scattering enhancement.effects 

DPSS Nd:Yag 

N/A ’ 
1, 

10. R FOR REQUESTING VARIANCE 
mpliance with the limits of 21 CFR 1040.1 t(c) W.%$ld restrict the intended use of the product becau& comptiance would 

limit the output power to the extent that the desired effects wouid not be suffroiently v&6 

q Other or additional explanation fSpaci&~ 
I :,, .I, / ,, 

. .’ i’ 
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1. MANNER IN WHICH tT IS PROPOSED TO DEVIATE FROM THE REQUIREM4%TS OF~THEAPPLtCAf3LE STANDARD 
q It is proposed to deviate from the provisions of 21 CFR 104011 l(c) in that the accessible emksion level would exceed the 

accessible emission limits specified in 21 CFR I MO. 11 (c),, 

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

2. ADVANTAGES TO BE DERtVED FROM S&H DEV4ATION 
Laser 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 1040.1 l(c) is necessary ta adhieve the required effects in these media. 

q Other or additional advantages (describe and explain). 

3. EXPLAIN THE ALTERNATE MEANS OF RADIATION PROTECTION TO BE PROVIDED; (check$smany boxes as apply. In item 14 “Remarks, 1( 
justify any boxes not checked, using additional sheets as necessary. State any other means d radiation protectidn fhat will be used.) 

a. m All laser products, systems, shows, and projectors will be certified to comply with 21 CFR lblrO.?o and th,e conditions of this variance and wilt 
be reported as required by 21 CFR lOQZ.10 AES61002.11 using the reporting guide$ provlded.fcir such purpose. These actions will be 
accomplished prior to any introduction into commerce. 

Effects 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. 

Scanning, projection, or reflection of laser and +tateral radiation &ig~f show radiation) into audience or other accessible uncontrolled areas 
will not be permitted except for diffuse reflections ljroduced hy the atmosphere, added atm.%pherit: ,+tterihg media, and target screens. 

d. Laser radiation levels in excess of the limits of Class I will not be permitted at any point lass than 3.0 me&s above any surface upon which 
persons other than operators, performets or employees are permitted to stand or 2.5 meters; below or in tateral separatlon from any place 
where such persons are permitted to be. Operators, performr+%, and employees wit not be-required or a44owed to view radiation above the 
limits of Class I or be exposed to radiation above the limits specified in 21 CFR ZO40.11(c). 

e. Any product which relies on scanning to meet access, exposure, or product class limits wil4 incorporate a-scanning safeguard system which 
directly senses scanner motion and which wilt react fast enough to preclude exceeding the’~p~t~~ab~ej4~it. 

f. All laser light shows shall be under the direct and personal control of trained, competent operator(s), The operator(s) will: 

[ 1) Be an employee of the variance holder who will be reSponSibte for the training and the conduct d theoperator; 

(2) Be located where all beam paths C+II be directly observad at al times; and 

(3) Immediately terminate the emission of light,show radiatipn in the event of any unsafe condition; or, for outdoor shows, upon request 
by any air traffic control officials. 

9. The maximum laser projector output power will not exceed the tevef required to obtain the intended &facts. 

h. a The projection system (i.e., fhe pmjecfo< and all &her components used io produce ‘the iight@ effects) witI be securely mounted or 
immobilized to prevent unintended movement ormi~alignment. Beam maskirig will be provided’as aa inherent part of the system design to 
prevent overfilling of screens, beam stops, targets, etc. 

i. q Laser projectors will not be delivered to @fly other party under an agreement of sale$&&, or toan wn4ess ‘and until the iecipient demonstrates 
that they have a variance in effect at the time of delivery that permits them to ,produceiaser light shows incorporating such projector(s). 

j. a In addition to the requirements of 21 CFR 1040.1O~h), the manufacturer of laser-projec&rs/s)istems *ifI provide to parties who purchase, tease, 
or borrow the equipment, adequate use&’ instrudions for safa instaitation and operation v&i& expk& the‘ responsibility of the recipient as an 
independent tight show manufacturer to submit the required reports andapply for-and obtain avariance’from CDRH prior to introduct4on into 
commerce of any laser light shows. 

k. The requirements of 21 CFR 1002.30(a)(2) and (2) will be~accomplist-ted through thause af %%4tten pro$edures; for setup, alignment, testing, 
and performance of each show. These piocedures will be in swfficient detail to ensure compliantie with 21 CFR 1040.10, the conditions of this 
variance, and the control of access to radiation are.% using the procedures described in the ANBIZI 36. I standard for the safe use of lasers 
(American National Standards Institute, $430 Bmadway, New York, NY 10018) or any other eqhivalant user -consensus standard and, where 
applicable, state or local requirements. Laser radk&on areas which can contain radiatian levelsaboye the rimits specified in 21 CFR 1040.t l(c) 
will be clearly identified by the posting oft warning ‘signs andlor restricting ,access through physioal means (such as pressure switches, photo 
cells, barriers, guards, etc,). These requirements @ply to temporary areas (such ps during ?ef &&I anlj‘a/ignrnent piacedures) and to final or 
permanent areas. The variance holder will retain the records of these ptic@~res. and the re$u&s af a41 feats as nquired by 21 CFR 1002.31. A 
copy of the variance application, the approval tetter, currerit @ocedures, and records relating to eac~.p@%Xtiar show witI be with the operator 
or other responsible individual and will be made available for.inspection by FDA and other responsible authorities. 
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Public reporting burden for this collection of ~~fo~~~tio~ is estimated.to, ?verage .S hours pel response, including the time 
for reviewing instructions, searching existing &a yources, gathering and main&i&g the data needed, and compjeting 
reviewing the coIIection of informatibn, Send comments regarding this burden esitimate or any other aspect of this collection of 
information, including suggestions for red&ing this burden to: 

Food and Drug Administration 
CDRH (HFZ-342) 
2094 Gaither Raad 
Rockville, MD 20850 

An agency may not conduct or sponsor, and a person is sot required to respond to, a colkti~ qf &f&natio~ unhs it diqd~y~ 
a currently valid CM3 control numJ~er. 
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Advance written natification will be made as ear& as possfbb to appropriate federat; stab?, and towel authorities providing show itinerary with 
dates and locations clearly and completely jderitfffed, and a basic description of the proposed effects inotuding a st&ement of the maximum 
power output intended. Such notifications wit1 be made, but not necessarilqi be‘ timtted, to: 

(1) The Center for Devices and Radiological Hearth, Office of Compliance (HFZ+342), 2098 Gaither Reed, Rockville, MD 20850, providing the 
initial and closing dates for fixed kistatlations-and the ftkrerary for mobile show& In edr$t&n,~ #.&ass all aspects of each show have been 
reported and accession numbers clearly feferenced, each notice will incfude d&eked des~%ptions of .each show and a listing of all effects to 
be performed in sufficient detail tdconfirm @omplkmce with the regulations and this variencis. 

(2) The Federal Aviation Admttistration (FAA) -for any projeGtions into open airepace‘et any lCme &a., including set up, alignment. rehearsals, 
performances, etc.). If the FAA objects to any laser effeots, the objections will be resoNed andany $ondittons requested by FAA will be 
adhered to. If these conditions cannot be met, the objectlonabie elects wilt be detetedfrom the show 

(3) State and local radiation control officeslagenr.$es forail’shows to be performed within their jurtsdictians, All requirements of state and local 
law will be satisfied and any objecttons ra!sa&by~ local authon’ties will be reaolveb or thd efie&$ deleted, {A list of federal an&state bffices is 
available from the Center for Devices and iiiatJiofagica(‘lieeifh upon request.) 

4. REMARKS 

Beam stops will be on the top and bottom of projector aperture as to prevent any stray‘beams from exiting to u?wanted areas in the 
event of hardware failure. 
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. 

PAGE 3 OF 4 PAGES’ 

“CERTIFICATJON’ 

I CERTIFY that all of the above information and statements are ,true, complete, and correct to.the best of my knowledge and a?knowledge that 
my variance application may be denied or’ my variance may be revoked if this application is,found trs be f&se; mis’ler$mg or incorrect in any 
material way. I have submitted and will submit all reporis reqirlred by 21 CFR ?OUZ.l@ a?Id IO!32.1 f on the laser equipment and show(s). I 
further understand that I may be required .by regulaf@ or by the Director, Center for Devices and @&iotogical Health, to supply such other 
information as may be necessary to evaluate and act on this appli&ation. 


