
II applicable boxes and Qbe or print the 
^ 

2. ADDRESS. OF CC, ; ; ., ,...-.- --,-” 
3624 Market Street. ~-SO&: ,, “? i I.._:y. ,c”“& 

3. NAME AND TITLE OF RE 
Kenneth S.-f-ink - -‘7------‘- 

0 A laser display device 
q A projector for 5 l&.er light sl&’ ‘- 
& A laser light show 

@  Hotel/motel ballroom or tieeting room 
IXI Store displays 

. 

@  Trade show or convention 
0 Discotheque or night club 
q Pavilion 
0 Indoor arena 
Cl Outdoor arena 
q Museum 
q Outdoor unenclosed area 

q More than 15 days 
q More thin’!5 bbt r&t i&t-e tha’n ly&ys’ ’ 
Cite Less than 5.d$ys 

g. TO”R ,$ ,NTENoE~~~T~ ~~W’~~R , I .“1. “” . j : I-* , 
q More than 6 &&IS 
a 1-6mb$h$’ ’ -” ‘“’ 

i,’ 1 
_ ,’ ,. 

q Less than one month 
0 Not applicable (&i’a”foui) ’ j -+’ 

.. 

I. I , ,v ._., *_>. ,.: ,,.,.. ‘, 2. 

I8 Front screen proj&ions ’ 
q Rear screen projections 
0 Hologr’a$ic‘~di~play$ “ 

i z .” “, _I 

@  Multiple r6&le%$@ifir&&i6n eff&@ 1 ’ ’ 
q Audience scahning (ill.% %cii.&$ s$&i@g ~r$a&e&/e 

uncontrolled tireas). 
,. 

q Reflections frd” stationary mirror+ yf mirrored’ 
surfaces (Beam Jhtr&s) 

,: 

[ZI Stationary irradiation of rbtating m[i& b&,’ etc.’ 

0 Fie optic projedibns 
@  Fog, smoke, or &her scattering ehhibcemeni effeits 



edin ZJ CFR l,Ok4~,l~(c). 
iibie Gm%sfon ievel tioufd exceed “the 

.; I. 
< * .,,; ” I 

b. rizl Effects not specificaliy:indicated hihi variance has been obt~iied ~~~~~~ 

c. @  Scanning, Projection, or reflection of laser and 
will not be permitted except for diffuse 

=s,>_ >,a / ,; :~ f 1 Ir-,U4,,n.air.~C,ii,.“‘ .“$& * , ll.~ 2 r.‘:‘ r ..l. _lx ‘ ,^1” ,L... 
d. @  Laser radiation levels,in excess of the limits of Cr~~~.r’;Jiiii~not$i‘~errn~~~ at any point less ~tt&‘&me%??above any surfa”& ‘upon which 

,persons.:oth,er than operators, performers, or employees are perm@sd’to st%nd or?Z.~met%~%$or k?fatteral”sepaiation from any place a” 1___1 .>.a >,s.i( ‘s;. )“: . 2; h,~ :- ,, ~, where such persons ara permitted to be. Operators, performers; and employees will not be requrred or alTowed to view radiation above the 
limits of Class I or be.exposed to radiation ab&e’the ii6iit’~specirib”~n~21 CFR Id’$&;r;i(c): -’ 

,I& ,..;,’ :: : +*., &tit ,;: .&v .: 
g. q The maximum laser projector output power will not exceedthe revel required to obtain the~i,nten~d effects. 

: i‘:i” j_, .’ _. _’ ” 

.; ) 

j%l Laser projectors will not be deliveredto any other rj~~^;inaer”a~‘~~r~ement of sale, lease, or loan unless and until the reipient demonstrates “1 “, .,” ..=.,, ve4, that they have a variance in effect’at the time of delivery that permits themto ~~~~~~e”iase;i~~~~~~~~i~c~~~r~~~~g such pmj&toi(i): i 
:~e 

_ I‘ &,&*e+*, na*,r.,.d” .A?.“, %r\‘>wr >,.a, L “,,, *.,,p\ .#. ,+u”“‘” iki* &“‘ ‘-.~~:r:‘,.;*,~.;;, + ~h”-“yd y-~*y@’ : ““.r”“.f ‘*,; :, _ ,.& ,,,>h ..jx . I/ .c- “L .‘. 

j. 
.a, /.‘ q In addition to the requiremen,@ of 2~?~%R’!dg??%$1), the manufacturer of laser projerZtor&)s wtjf provide to pa&s &ho purchase, tease, 

or borrow the equipment, adequato u$e~$$@%ons for safe~inst&lation arid‘operation whicfi”exp~ain”tho’ resp&sibMy of the recipient as an 
independent light show manufacturer to~submrt th,e required reports ‘and apply *for an’dobt$$$arfance from CDRH prior to introduction into 
commerce of any “kSr”Itg~fi%(j;;;s: ’ ’ ,: 

*_ _, --,., , 2 ,:., / ,I ;. .;i. (, )/ ,, d 
-. “llli c :, 12 .A,, .i ; :&~~$> ,‘-lt4;-:,: :~,u:&*;.*&s : “_, ;+ ;I‘. r’.i*&>.j*; f.:: :*q I((< * ; ’ .-;.A s 

k. @  The requirements of 21 CFR 1002j?f(a)(i) and’@?%‘&” +&%mplished through~ the use of v+@iften procedures for setup alignment, tasting 
e\ ., 

and performance of each shoti.‘These procedures will be in sufficient detail’ to ensure’r&m&&e wjth”2f ~F~$$f&~ 0: the conditions of this 
variance, and the control of access to radiation areas using the pror%dures‘desoribed jn the AR$?f36”3 &and$“for the safe use of lasers 
(Ameiican ~~ti~~~~~~~~s,~~s~~ute, ‘?&.&%d%&y,” New York, NY l~~~~‘CcT’dr~~~y~~t~e~eri;j i;alent userconsensus standard and where 
applicable,’ +tate‘ orto,$a$r~quirements. Laserradiation areas which can contain radiation “revels above the-ii&t; $p&iffed’ in 21 eFR ‘i 046.1 i(c) 
will be clearly rdentrfied by the po&n~ “of warning signs and/or re~~~dng‘~~~~~~~iirou~~~~~~~~~~~a~~ (s&h a& p”res&-e-switches, photo 
cells, barrier$ gi.Iar&,- etc.). These requirements apply to’temporary ‘areas (&I& 2s during sei up and alignment ‘p&e&r&) and to final or 
permanent areasThe, xa$nce holder wifl’reGfnthe.records of these @&zedures acd the results of all tests as required by 21 CFR 1~0231. A 
Copy of the VartanCe app?icatibn, “~f-~~i;;~~~r:i~~~r~~urren! pro&+&i&, and re’cordsrelatfng’to eachparticular sho& will be,with the operator 
or other responsible iridkifduai arrd%tl be made avaiiabie f& inspection by FDA and other responsible authorities?- ’ ,1 ,, - .,, _ I. _ 

I._, ,,. -i ., \( _. i ; ,.‘, ‘/ ,~ 
., ^ ,,. ; 2. I(. . . “‘ ^ ,._ ,I 1 ,, ‘. ,,u. “, .,_ I .‘. 
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