
0 A laser display device 
c] A projector for a laser light show 
Is A laser lttht show 
0 0th ISpecify) .I,“. *.1 .jll 1 ,<( .v’̂ vl*- .,a _*a .-, ,_* 

:. 0 PROJECTORS ARE INTENDEQ FQ&?*&E, LE+,E. O’i j-?m T? 
OTHER LASER LIGHT-SHOW PRODUCERS;’ 

I. PRODUCT IS INTENDED FOR USE IN A _. )‘,“li_*.I,, ,. ,I;_ ._ 
0 Planetarium or other dome projection structure 
0 Theater 
0 Hotel/motel ballroom or meeting room 
c] Store displays 
0 Trade show or convention 
iiJ6 Discotneque or night club 
0 Pavilion 
0 Indoor arena 
0 Outdoor arena 
0 Museum 
0 Outdoor unendosed area 
q Other PFW 

3. PRODUCT lStNTEND,ED TO BE USED . ” 
#_, _ ‘.\-.,Y** _,j* ,_“. >, 

,1s1 ,.., ‘ >.a ” . .-. ^, ,~_ . . . ( __ I 
fjj At only one (Fixed) location 
0 At a variety of t7our) locations 
0 Other (Speci&) 

r .: p.j, .,: 
3. 

““‘2: “:&l&&j& 
__ ., r __ ” 

LASER MEDIUM (Ar, He-Ne, eic.1 
_ 

WAVE LEI 
1. . .._ 

Food and Drug Administration 
FROti 21 CFR 104J.!,l (c) FOR A 
LASER LIGHT SHOW DISPLAY, 

See Page 4 for CMB Statement. 1 
..“~“X_ *i- 9 DOCKET NUMBER 

OR DEVlCE I 
/_ LE i,i;-‘~..,“*il,,“\ri.io,l I. s.\ .“.i&*,u *(.>__**<,**_ ..&“. _- -. 

OE: No laser fight show, p&jj&ff~ @yis,-& dew- my wry from ~phantx wth 219% 1 Provat of t% 
appGcatiin in accordance ,w$hF CFR ?9!p.,4.,, ._ I 

~ ,ZI ,.“I ii..?; .; > ; -, >A,Nf$.rR”(gyON$j ,,. t ,__ ‘* 

1. Check all applicable boxes and type or print the 3. Mail your appkatk fin the DC&& @kg&tint Branch (HFA305), Food and 
requested information. I%$ Administration. Rm 1061,563O Fishers-Lane, Rockvlle, MD 20852. 

2. Submit an original and four (4) copies. 4. Enter docket number if a&@d. 
NAME OF COMPANY. (, . ,. ,, ., .,_ I( .I (_ A, ‘,j ii ) “.i>*“.,w:* ,2.‘;o‘z&; ?&.<g?:,iQ>~ $.‘-‘.,,j y, ~‘~&“.. ;* “,a: I.> \.ali ,I \ j \: ,,z,, 

DBA POSH Nightclub, Lorenzo Entertainment I j 
ADDRESS OF COMPANY (lnctude Z/b Code)(lf P.O. Box is tied, indudeactuat streqt gd&~.ko..) 

1 West Exchaq. Akrqn, OH 44308 
NAME AND TITLE OF RESPONSIBLEPERSCN 

, i, c_ , 

I ._ I ,_ _ 4. TELEPHONE NO. (Include area code) 5. DATE OF SUBMISSION 

, ,.- ~. ,L” ,,.” , 4  $  <,. ,, ., r,~~ 

L  

a More than 15 days 
q More than 5 but not more than 15 days 
0 Less than 5 days 

3. TOUR IS INTENDED TO RUN FOR 
0 More than 6 months 
n l-6 months 
q Less than one month 
q Not applicable (Not a’tour) 
lx other ~Specirv) - ., _,y 

h. PRODUCT UTILIZES THE FOLLOWING LASER~EFFECTS“ / 
@J Front screen projections 

8 
Rear screen projections 
Holographic displays 

r;rcl Multiple reflectionldiaction effects 
17 Audience scanning (Also includes z+xtningf?ny accessible 

uncontrolied areas) 

R 
Reflections from stagonary mirrors or mirrored 
surfaces (Beam Matrbes) 

0 Stationary in$iition of rotating mirror halts, etc. 
0 Scanning irradiation of rotating mirror balls’, etc. 
0 Fiber optic projections 
@ Fog, smoke, or other scattering enhancement effects 

DPSS YAG 532mn +/- 5nm 45OOmW~ 
-./,. . ^> 

Solid-state Diode, 635nm to 68Qpm. _ / 50mw ,.. _ ? ;, ,“_,_^ 

I 1 
9. IF ANY LASER RADIATICN IS PULSED OR SCANNED, GIVE THE PULSE DURATION AND RATE AND SCANNING FRECUENCY AND AMPLITUDE _. - ,‘~. * )I *. “,%,~h,*,* /,, ,,.d ,I j^i .w ./z I i(_.,#” /_ I:,‘ ,X,“,, r.:,“!+ .*, :g .~,~;,, -1;“‘- ,$a, ..$ ‘.,’ -i‘ ; 

18-6OK 
10. REASON FOR REQUESTING VARtqNCE 

_h*) ‘_, ,,~ a, ,~ ,,;,a. )_., j ‘r,Ai )(I 37, *ii .,I ,Sb,“i _I/ % .I ,j i, .) :j; .‘> _. ‘. 

5L 
&mpliance with the limits of ‘21 CFR l&&6.11&) v&id restrict the &ten&d :u& of the’product becaUSe compliance would 
kmit the output power to the &et? ti%i thedesired effects would not-be s,uf$r$<ffy%ble 

0 other Or additiw’ e@ana~on ~Specify \ ;, 1 ‘, __ ,. _( ., .~,-- ,i -)_ i- 1 ., :_ ,_ 



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

12. ADVANTAGES T.0 BE DERtVEO f=ROM SUCH DEVlAT’lON ,,, 
1. / “;l.l/l. ,,,‘A. .I,. I I.*&b”.s_jl ,+I 

B Laser light shows and displays are accepted populaimedia’in e$rkinment and the a& Use of ‘@&&a$& in”dx&ss 
of the limits imposed by 21 CFR 1040.11(c) k necessary to achieve the rec&d~f?&%%n~&se r%dia. 

1 

0 Other or additiqnal advantages (de&~&a and mp.kin). 

a. w All laser products, systems, shows, and projectors wiG be certj@J to comply with il CFR 1040.10 and the conditions of this variance and tilt 
be reported as required by 21 CFR 1002.10 AND,1002.11 using the reporting guides provkfed for such purpose. These acbns %I &’ 
accomplished prior to any introduction into commer@a 

b. q Effects not spectfically indicated in this vanancaappliition will not be performed. No other effects .vyij! b,e,added u@l.an amendment to the 
variance has been obtained and the required repork or supplements, as applicable, have been submitted. -I 

c. @ Scanning, projection, or reflection of laser and,ccJzi$sraj,@iiti,~ (Ltghtshow radiation) into audiice or other accessible uncontrolted areas 
will not be permitted except for diise refkchons produosd by the‘atmosphere, added atmospheric scattering media, and target screens. 

d. 2 Laser radiation levels in excess of the limits-of+Cl+s J will not be permitted at any point less than 3.0 meters above any surface upon which 
persons other than operators,~t%fo”m%~,*or erii~~~~%‘$&ir~itied to stand or 2.5 meters below or in lateral separation from any place 
where such persons a# permitted to be. Operators, “performers, and emg!oyees will not be i%q&&%r &&%dto”view radiation above the 
limits of Class I or be exposed to radiation above” the limits spec~Gied in 21 CFR 104O.~l(c). 

e. @ Any product which relii ,on,scsnning to meet access, exposure, or product dass limits wiG incorporate a scanning safeguard system which 
dlrectiy senses scanner motion and which v$ll,react fast enough to preclude exceeding the applicable limit. I_ _,.. 

f. $‘$ All laser liiht shows shall be und,er the ,~&+.a~@ personal control of pained, competent operator(s). The operator(s) will: 

(1) Be an employee of the variance holder who vvill ,beresponsible for the training and the conduct of the operator; 

(2) Be located where all beam paths can be,directly observed at aG tjmes; and 
t 

(3) Immedktely terminate the e.mis&n of light show radiation in the event of any unsafe condition; or, for outdoor shows, upon request 
by any air traffic control officials. 

g. cr( The maximum laser projector output power will not exceed the level required to obtain the intended effects. 

h. R The projection system (i.e., the pojactor and a// ofher coqponants usad to produce the lighting effects) will be securely mounted or 
immobilized to prevent unintended mo$$@rtt.orm~~~Ggnment. Beam masking will be provided as an inherent part of the System design to 
prevent wetfilling of screens, beam stops, targets, etc. 

i. 4: Laser projectors will not ba deGver@ toany other party under an agreement of sale, lease, orloan unless and until the.recipient demonstrates 
that they have a variance in effect at the time of de@ery thaf permits them to produce laser ltght shy incorporating such protector. I ., 

j. a In additiotto “the requirements .of 21 CFR lw.jg(h), the manufacturer of taser projectors/systetm’wGl provide to parties who purchase, lease, 
or borrow the equipment, adequate users’ instructrons for-safe i+aGation and operation which explain the responsibility of the redpient as an 
independent light show manukc&Ger to submit the required reports andi$y”foi and obkin~avariance from CDRH prior to introduction into 

.. commerce of any laser Gght shows. 

k. RThe requirements of 21 CFR 1002.3JJ(a)(l) and (2) will be accomplkhed through the use of written procedures for setup, alignment, testing, 
I and performance of eac$ show. These procedures will be in suffir@nt detail to ensure~compiiance with 21 CFR 1046.10, the conditions of this 

variance, and the control of acce&o radiation a&s using the pro&du%s~der$&ed in the ANS.tZ136.1 standard for the safe use of lasers (American Nationa, st&-&T.-&-i; ‘,, “‘+Nw yak Ny ,oo,sl or any other eqLiGa.&i u-‘&~~~~&g&~~g.~ and,- *.& 

applicable, state or local requtre&%s. Laser~r&liit% anti which can contain radiation levels above the timjk spe&ied%“2”1 ‘CER I@&1 l(c) wil, be dearly ;denti$.. by the posting Of wamin$ Gns anbiG &$&+$ J&ggifi~fi ;fi@gf$&pJ~;~~& ms~&swi@hes, photo 

cc//s, barriers, guards, etc). These requiremeirk apply tbtemborr?iry%tbas (such as doring sat up and a/ignment pbcedures) and to final or 
permanent areas. The ,va,nance holder will retain the records of these procedures and the.resulk of all tests ,as~iequirec! by 21 CFR 1062.31. A w”-i* -*.*rr”lc 0 ,*>.-*+.%a,, 
copy of the variance applkabon, the approvajt%$‘~i%n~~&%ureS, and records relating to e&h particular show wilt,be with the operator 
or other responsible individual and wilt be made available for inspection by FDA and other responsible authorities. .“, ..L,__ ,*.*a .,S”..” ~,,, ). ^. I 



(1) The Center for Devii and Radiii Healttr, Office of Complii (HR-342), 2098 Gaii R?ad, Rod4le, MD .mq, providing’the 
initial and cbsing dates f&$&%stallations and the. ]Ji+Wy for mobile shows. In” agit$n, uirless all aspects of each show have been 
reported and acce+n numt+ra,erty referenc&. each notice wit indudede@@d i@@ptb& of each show and a listing of all effects to 
be perfbrined iii &@cient d,@il, $0 confkr$k6mplii with the regulatio& &xi this var@ce, -a,*, A _.,.,, _.~ 

(2) The Federal Aviatii A@i~is~tion (FAA) for any projections into open airspace at any time fl.e., in&ding set up, abgnment, reheafsak, 
performances, etc.). If the Ftio;iijj;ihs to any taser effects, the objections will be resolved arid ally kndit’ijns r&queSted by FAA will be 
adhered to. If these cc@tbns ca~~npt,&:,met. @? objectbnable effects will be #$ed from ,@ shpnv 

(3) State and local radiitiin ~t+%ces/agencies for all shows to be performed within their jurisdiilons. All requirements of state and local 
law will be &ii@ and.$y objediin~ raised by localauthoritk WiNb resolved or the ..,., effects deleted. IA list offadya/ andstatq of@,ts 
available from the Center tbr ~evic& and f@d@b&gicat Haatth upon request.) 

I ,. j\ 

further unders 



Public reporting burden for this coUe&q ot_i,nfonoation is estimated to average .5 hxu~ per r@onse, including the time .T/._,/\.. l,.lj “e”c’“,“i:,’ _r^.;~.e~ “. _ .,, 
for reviewing ins&&ions, searclhg &isting data sound, gathermg and mamtahmg ti dati heede& and completing ~ ‘_,_J. _ / ,, , I 
reviewing the cdG.$oxt of infonpation~ S+-dV cobiments~ regard& this’b~&~ esiim”ate or at~y other aspect of this coll@ion of 
inf’ormation, including suggestions for reducing& &&6to: 

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

An agency may not conduct or sponsor. and D person is not required to respond to, a collection ofinformation unles it displays 
B  currently valid O M B  COntml hinber., 

- . . , ,i . __ I ,,. ,” .,, ,_i ,^ , ., .) _ ) 


