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Food  a n d  D r ug  Admin is t ra t i on  L A S E R  L IG H T  S H O W , D IS P L A Y , 
see  P a g e  4  for O M B  S tatemsnt.  

-  D O C K E T  N U M B E R  
O R , D E V ICE  

N O T E :  N o  laser .  l ight  show,  p ro jec t i on  system, o r  dev i ce  m a y  va ry  f r om comp f f an~e  wfth 2 1  CFR  1040 .1  l (c)  i n  de i i gn  o r  u se  wi thout  the app rovn f  af th is 
app l i ca t i on  i n  a t iancs wi th2 l  CFR  lOtg.4.  

INSTRUCT IONS  
1. Check  a l l  app l i cab l e  boxes  a n d  type o r  pr in t  the 3. Ma i l  yoo r’appf ica t lon  to the Dockets  M e n a g e m e m  B r a n c h  (RFA - 3@ ), F o od  a n d  

Lase r  M a g ic P r oduc tio n s  
2. A D D R E S S  O F  C Q M  P A N Y  (@ d u d e  Z IP  Code) ( i f  P .O . B o x  Is used ,  i n d ude  actua l  street add r ess  a iso. )  
$ 0 1  C a m p d e ll S t. P l aya  d e 1  Rev , C A  9 0 2 9 3  
5  N A M E A N D  T ITLE  O F  R E S P G N S IB L E  P E R S G N  4. T E L E P H O N E  N O . ( I ndude  a r e a  coda )  5. D A T E  O F  S U B M IS S IO N  

Ba r n e y  K a e l in  P r es i den t 3 ,lO  8 2 3 - 4 3 1 5  S e p t - 1 1 , 2 0 0 3  
3. T H E  A P P U C A N T  R E Q U E S T S  T H E  V A R i A N G E  T O  B E  IN E F F E C T  F O R  A  P E R IO D  O F  

gene ra l ,  t h eAgency  wi l l  a p p m v e  8  m & w  for on l y  h h u  y e a m  lf a ’knge r  p e d o d  Is r epueded ,  a l us  

P R O D U C T  D E S C R f P T t O N  A N D  U S E  
:: L I S T N A M E  A N D / O R  M O D E L  N U M B E R ( S )  F O R  T H E  L A S E R L I G H T  S H O W ( S )  A N D  P R O J E C T O R ( S )  
Jta r  G raph ics  Lase r  S i a n  II 

Y E A R S  F R O M  T H E  D A T E  O F  IS S U E . (In 
a f tached 3s  par t  d  the a ppkd lm )  

h  
> , P R O D U C T  F O R  W H ICH A  V A R IA N C E  IS  R E G U E S T E D  f. P R O D U C T  IS  I N T E N D E D  T O  B E  U S E D  A T  A N Y  O N E  L O C A T I O N  

8 7  A  l ase r  d i sp lay  dev i -  fl M o r e  than  1 5  days  
a &  p r O j & O f  for 8  k S S W  l ight S h O W  @  M o r e  than  5  but  not  m o r e  than  1 5  days  
RA l ase r  l ight  s how  R  Less  than  5  days  
C l  O ther  ( S p ec@ y) g. T O D R  IS  I N T E N D E D  T O  R U N  F O R  

:. 0  P R O J E C T O R S  A R E  I N T E N D E D  F O R  S A L E , L E A S E , O R  L O A N  T O  a  M o r e  than  6  mon ths  
O T H E R  L A S E R  L IGHT  S H O W  P R O D U C E R S  

3 p  l -6  mon ths  
i. P R O D U C T  l S l i + T E M % D % %  U S E  IN A  g - q  Less t henonemon th  

0  P l ane t a r i um  o r  o the r  & m e  p ro jec t ion  s t rudu re  c] Not  appf icab te  (Not  8  tour )  
6 p  Thea te r  C l  O ther  ( S m )  
&Hote l /mote l  b a l l r o om  o r  mee t i ng  r o o m  h. P R O D U C T  UTIL IZES  T H E  F O L L O W I N G L A S E R  E F F E C T S  
0  S tore d isp lays  x! Front  sc reen  p ro jec t ions  
0  T r ade  s how  o r  conven t i on  fl Rea r  sc reen  p r o j &ons  
c] D isco theque  o r  n igh t  d u b  0  Ro i og r aphk  d isptays 

P I Pav i l i o n  0  Mu l f i p l e  ret tecUon/d i f f ractkm effects 

$  
c  i n doo r  a r e ne  C l  Aud i encx i  scann i ng  (A l so  i nc l udes  scann l ngany  a c c ess&&  

IJ O u tdoo r  a r e na  uncon t rd fed  a r eas )  
• j  M u s e u m  0  Ref iect ions f r om stat ionary m i r r o rs  o r  m i r r o r ed  
0  O u tdoo r  unenc l osed  a r e a  su r faces ( B e a m  h43 t r i iW 

0  o ~ e r m = @ ~  0  S fati i ry i r red iat i  of ro tat ing m i r r o r  ba l ls .  etc. 
3. P R O D U C T  IS  I N T E N D E D  T O  B E  U S E D  0  Scann i n g  had ia t l on  of ro tat ing m i r r o r  ba i ls ,  etc. 

p 3  A t on l y  o n e  (F ixed )  locat ion  c] F i be r  opt ic  p ro jec t ions  
& A t a  var ie ty of (Tou r )  l ocat ions 0  Fog,  smoke ,  o r  o the r  scat ter ing e nhancemen t  effects 

C l  o t h w o ? m m 4  0  *r b % W f) 

3. L A S E R  RAD tAT fON  L E V E L S  
L A S E R  M E D IUM (Ar ,  He -Ne ,  etc.) W A V E  L E N G T H S  (n rn )  P E A K  P O W E R  (watfs) 

S o l id  S ta te  8 0 8  n m  1  W a tt 

g. lF A N Y  L A S E R  RA I ) l AT tON IS  P U L S E D  O R  S C A N N E D ,  G IV E  T H E  P U L S E  D U R A T I O N  A N D  R A T E  A N D  S C A N N I N G  F R E Q U E N C Y  A N D  A M P L ITUDE 

D C  to  1 0 0  H Z  a t 2 i S  d e g r e e s  o p tica l  
10.  R E A S O N  F O R  R E Q U E S T ING V A R tA N C E  

J@ -l 
&mp l i a n cze  wi th  the t iknlts of 2 1  CFR  6040 .11  (c )  wou l d  restr ict the i n t ended  use  O f the p roduc t  b ecause  c o m p k a n C e  wou l d  
imk  the output  p owe r  to the extent  that the des i r ed  effects wou fd  not  b e  suffk lent iy v is ib le  

IJ O ther  o r  add i t i ona l  exp lana t i on  ( S W & I. 



11. MANNER IN WHICH lT IS PROPOSED TO DEVIATE FROM THE REQUIREMENTS OF THE ~ppt.ic~~~~ STANDARD 
& It i5 proposed to deviate from the provlsbns of 21 CFR 1 a40.11 (c) in that the sccesstbk emission ig~evel would exoeed the 

accessible emi88ton timita ape&ad ln 21 CFR 1040.1 l(c). 

tl it is proposed to devtatir born the provisfona of 21 CFR 1040.11 (c) as fottows: 

12. ADVANTAGES TO BE DERIVED FROM SUCH DEVIATION 
@ LWW tight shows and displays are accepted popular mad& in entertainment and the &s. Uaeof power tevel~. ln excess 

of the limits knposed by 21 CFR 1040.11(c) ls necessary to achieve the requtred effects in these medta. 

x Other or gdditlonal advantages (describe and exp/s@ 

For Additional information see our Laser Light Show Report 

13. EXPL4lN THE ALTERNATE MEANS OF RAQlATlON PROTECTION TO BE PRGVIDEQ {Check asmany boxes as app&. l&tern l+ “&ma&g; 
jusfi@ any&oxes not checked, using additional shaeta as necessary. Stata any other #cans of cad&W prakrctku, that witl &a use&) 

a. @ Atl laser products, systems, shows, and projectors will ba cerbfied to compty wlth 21 CFR 104g.10 and tha oonditions ofthis vadanoe and will 
be reported as required by 21 CFR 1002.10 AND 1002.11 using the reporting gutdes provkted for auoh purpose. These actions wgt be 
accomplished prior to any inlroductlon into commeroe. P. 

b. @ Effects not specifically indicated in this variance application will not be performed. No other effects wilt be added unlil tan amen&& &J t&~ 
variance ha8 been obtained and the required reports or supplements, as applicable, have been 8ubmttted. 

c*g 
‘Scanning. projection, or r&&on of ilaser and cotlateral radiation (L&ht show mr.f&f&i~ Into audience or other eccaasib& unfed ames 
will not be permltted except for diffuse retleclions produced by the atmosphere, added atmospheric scattering m&a, and target soreens. 

ct. @ Laser radiation levels In exceso of the limits of Class I wNl no1 be permitted et any point less than 3.0 meters above any s@ac;supon whf& 
personaother~$Beratom, petfomm, or employees are permitted to stand or 2.5 meters @T&W or, in lateral separatbn from any place 
v&W s~M~%k permitted to be. Operator% perfofmef8. and employees will not be requked or altowed to view radiagon above the 
limits of Class I or be exposed to radtation above the limit8 8pecJfted in 21 CFR ~04U.ll(c). 

e. @ Any product which relies on Scanning to meet access, exposure, or product ciass limit8 will ‘&orporate a aoannlng safeguard system whf& 
directly sen8es scanner motion and which will react fast enough to preclude exceeding the applicable limit. 

f. w A5 @set light shows shall be under thle direct and personal control of trained, competent operator(s). The operator(s) will: 
(1) Be an employee of the vadanca holder who wilt be responstble forth6 training and the conduct of the operator; 
(2) Be located where all beam paths can be directly observed at ail times; and 

(3) Immediataly terminate tha emission of liiht show radiation in the event of any unsafe condition; or. for outdoor showa, upon request 
by any air trafgc control offkials. 

g. p The maximum laser projector output power will not exceed the level requtred to obtain ths intended effects. 

h. fl The projection system (i.e., the prvjecfor andalf other cmpon6nt.s usedto pmduca the liohting effects) will be securely mounted or 
immobilii to prevent unintended movement or misalignment. Beam masking will bs provided as an inherent part of the system design to 
prevent ovefilling of screens, beam sl.ops, targets, etc. 

i. @laser projectors will not be delivered to any other party under an agreement of sale. lease, or loan unless and until the reotpfent demonstrates 
that they hsve a variance in effect at the time of delivery that permits them to produce laser tight 8hows incorpomttng such projector(s). 

j. gin addition to the requirement8 of 21 CFR 1040.10(h), the manufacturer of laser Projectora!8ystem8 will provide to parties who purchasa, Iaaw, 
or borrow the equipment, adequate users’ trwtrudion8 for safe installation and operatt0nwhtCh explain the r-thy ottha recipient a8 an 
independent light show manufacturer to submit the required reports and apply for and obtain a varlanoe from CDRH priir to introduction inlo 
commerce of eny laser light shows‘ 

k requirements of 21 CFR 1002.30(a)(l) and (2) will be acconplished through the use of written procedures for setup, alignment, testing, 
performance of each show. These procedures will be in sufficient detatt to ensure compttance wtth 21 CFR loSO.lO#e cond&ns of this 

variance, and the control of access lo radiation areas udng the procedures described in the ANStX3B.I atbndard for the 8afe use of tasers 
(An&can Nationat Standards instituta, 1430 Bmadway, New York, NY lOOl8) of any other equlvatent user cOnSenSu8 stahdadand, where 
applicable, state or local requirements. Laser radiation areas which can contain radiation levetsabove the timifs speotfti In 21 CFR 1040.1 l(c) 
wilt be clearly identifwd by the posting of warning signs and/or rest&kg aCCa88through physkal maans (sudt 88 preasuresw#hee~ photo 
beus, &tiers, guretis~ ek.J. These requirements apply to temporary areas (S&J as dudng Set up af?d 8lt@ment pmadure$)md to foal or 
permanent areas; The variance hotder will retatn the reo%d8 of these procedures and the rasuits d all tests as required by21 CFR 1002.31. A 
copy of me variance application, the approval leter. current procedures, and records retatlng to each particular show will be wiNi tha opemtor 
or other responsible lndiiual and wtll be made available for lnspectii by FDA and other respoosibte authorities. 
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‘. R Advance written notification will be made as early as possible to appropriate federal, state, and local authorities providing show itinerary with 
dates and locations clearly and completely identified, and a basic description of the proposed effects including a statement of the max imum 
power output intended. Such notifications will be made, but not necessarily be limited, to: 

(I) The Center for Devices and RadioPogical Health, Oft& of Compliance (HFZ-342). 2098 Gaither Road, Rockville, MD  20850, providing the 
initial and closing dates for fixed installations and the itinerary for mobile shows. In addition, unless all aspects of each show have been 
reported and accession numbers clearly referenced, each notice will include detailed descriptions of each show and a listing of all effects to 
be performed in sufficient detail to confirm compliance with the regulations and this variance. 

(2) The Federal Aviation Administration (FAA) for any projections into open airspace at any t ime (i.e., including set up, alignment, rehearsais, 
performances, etc.). If the FAA  objects to any laser effects, the objections will be resolved and any conditions requested by FAA  will be 
adhered to. If these conditions cannot be met, the objectionable effects will be deleted from the show 

(3) State and local radiation control offices/agencies for all shows to be performed within their jurisdictions. Al l  requirements of state and local 
law will be satisfied and any objections raised by local authorities will be resolved or the effects deleted. (A list of federal andstate offices is 
available from fhe Center for Devices ant Radiological Health upon request) 

I 4. REMARKS  

CERTIFICATION 

I CERTIFY that all of the above information and statements are true, complete, and correct to the best of my  knowledge and acknowledge that 
my  variance application may be denied or my  variance may be revoked if this application is found to be false, misleading or incorrect in any 
material way. I have submitted and will submit all reports required by 21 CFR 1002.10 and 1002.11 on the laser equipment and show(s). I 
further understand that I may be required by regulation or by the Director, Center for Devices and Radiolxical Health, to supply such other 
information as may be necessary to evaluate iand act on this application. 
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