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E P A R T M E N T  O F  H E A L T H  A N D  H U M A N  S E R V l C E S  
Pub l i c  Hea l th  Se rv i ce  

Food  a n d  D r ug  Admin is t ra t i on  

A P P L ICAT ION F O R  A  V A R IA N C E  F o r m  App r oved :  O M B  No.  0 9 1  O - 0 0 2 5  

F R O M  2 1  C F R  1 0 4 0 .1 1  (c) F O R  A  Exp i ra t i on  Date:  N o v e m b e r  30,  2 0 0 3  

L A S E R  L IG H T  S H O W , D IS P L A Y , 
S e e  P a g e  4  for O M B  S tatement.  
D O C K E T  N U M B E R  

O R  D E V ICE  
IO T E : N o  l ase r  l ight  show,  p ro jec t i on  system, o r  dev i ce  m a y  va ry  f r om comp l i a nce  wi th 2 1  CFR  1940 .1  i (c)  i n  d ,es/gn o r  u se  wi thout  the app rova l  of th is 

app l i ca t i on  i n  acco r dance  wi th 2 1  CFR  1010.4 .  
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  you r  app l i ca t i on  to the Dockets  M a n a g e m e n t  B r a n c h  (HFA-305 ) ,  F o od  a n d  
r eques ted  in fo rmat ion.  D r ug  Admin is t ra t i on ,  R m  1061 ,  5 6 3 0  F ishe rs  Lane ,  Rockv i l le ,  M D  20852 .  

2. Subm i t  a n  o r i g i na l  a n d  four  (4 )  cop ies.  4. En te r  docket  n u m b e r  if ass igned .  

I. A D D R E S S  O F  C O M P A N Y  ( Inc lude  Z IP  C  

gene ra l ,  the A g e ncy  wi l l  a pp r ove  a  va r i ance  for on/y  two years,  If a  l o nge r  pe r i od  is requested ,  a  just i f icat ion mus t  b e  a t tached as  par t  of the app l icat ion. )  

P R O D U C T  D E S C R I P T I O N  A N D  U S E  
I: L IST  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 IGHT  S H O W ( S )  A N D  P R O J E C T O R ( S )  

r. P R O D U C T  F O R  W H ICH A  V A R IA N C E  IS  R E Q 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  
q  A  lase r  d i sp lay  dev i ce  0  M o r e  than  1 5  days  
0  A  p ro jec to r  for a  l ase r  l ight  s how  0  M o r e  than  5  but  not  m o r e  than  1 5  days  
@  A  l ase r  l ight  s how  a  Less  than  5  days  
0  O ther  (Spec i fy )  g. T O U 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  0  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  0  1 - 6  mon ths  

I. P R O D U C T  IS  I N T E N D E D  F O R  U S E  IN A  c] Less  than  o n e  mon t h  

I2 

P l ane t a r i um  o r  o the r  d o m e  p ro jec t ion  st ructure @  Not  app l i cab l e  (Not  a  tour )  
Thea te r  q  O ther  (Spec i fy )  

L$I  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 ING L A S E R  E F F E C T S  
q  S tore d isp lays  @  Front  sc reen  p ro jec t ions  

b  T r ade  s how  o r  conven t i on  B  Rea r  sc reen  p ro jec t ions  

it 
D i sco theque  o r  n igh t  c l ub  c] Ho l og r aph i c  d isp lays  
Pav i l i o n  p  Mu l t i p l e  ref lect ion/d i f f ract ion effects 

$I I ndoo r  a r e na  0  Aud i e n c e  scann i ng  (A l so  i nc l udes  scann i ng  any  access ib l e  

: 

O u tdoo r  a r e na  uncon t ro l l ed  a r eas )  
M u s e u m  

P  
Ref lect 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  Mat r i ces )  
0  O ther  ( Speo iw )  0  S tat ionary i r rad ia t ion  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  q  Scann i n g  i r rad ia t ion  of ro tat ing m i r r o r  ba l ls ,  etc. 
0  A t on l y  o n e  [f ixed) locat ion  0  F i be r  opt ic  p ro jec t ions  
fl A t a  var ie ty of (Tou r )  l ocat ions @  Fog,  smoke ,  o r  o the r  scat ter ing e nhancemen t  effects 
0  O ther  (Spec iw )  IJ O ther  (Spec i fy )  

> . L A S E R  RAD IAT ION  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  ( nm )  P E A K  P O W E R  (wafts) 

I - -WV\  T u Y )  yl ig-  S IL l nw l  S ~ Q M h l W m K  
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& N E  6 3 2  arv\ 1 0 0  Ml r t  rmI (  
3. IF A N Y  L A S E R  RAD IAT ION  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 

ak’h  2 %  m a y  v1c fo r  5 6 Q ylv lC A  ;w9 l  
10.  R E A S O N  F O R  R E Q U E S T ING V A R IA N C E  

i$  Comp l i a n ce  wi th the l imi ts of 2 1  CFR  1040 .11  (c )  wou l d  restr ict the i n t ended  use  of the p roduc t  b ecause  Comp l i a n ce  wou l d  
l imrt  the output  p owe r  to the extent  that the des i r ed  effects wou l d  not  b e  suff ic ient ly v is ib le  

0  O ther  o r  add i t i ona l  exp lana t i on  [S p e c i Q )  

F O R M  F D A  3 1 4 7  ( 1 2 / 0 0 )  P R E V IO U S  EDIT ION IS  O B S V L t I t 



11. MANNER IN WHICH IT IS PROPOSED TO DEVIATE FROM THE REQUIREMENTS OF THE APPLICABLE STANDARD 

v 
It is proposed to deviate from the provisions of 21 CFR 1040.1 l(c) in that the accessible emission level would exceed the 
acc66sible emission limits specified in 21 CFR 1040.11 (c). 

q It is proposed to deviate from the provisions of 21 CFR 1040.11 (c) as follows: 

12. ADVANTAGES TO BE DERIVED FROM SUCH DEVIATION 

w 
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 to achieve the required effects in these media. 

0 Other or additional advantages (describe and explan). 

13. EXPLAIN THE ALTERNATE MEANS OF RADIATION PROTECTION TO 0E PROVIDED. (Check as many boxes as apply. In ifem 14 “Remarks, ” 
justi@ any boxes not checked, using additional sheets as necessary. State any other means of radiation protection that will be used.) 

a. 
P 

All laser products, systems, shows, and projectors will be certified to comply with 21 CFR 1040.10 and the conditions of this variance and will 
be reported as required by 21 CFR 1002.10 AND 1002.11 using the reporting guides provided for such purpose. These actions will be 
accomplished prior to any introduction into commerce. 

b. 
P 

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. 

C. 
P 

Scanning, projection, or reflection of laser and collateral radiation (Light show radiation) into audience or other accessible uncontrolled areas 
will not be permitted except for diffuse reflections produced by the atmosphere, added atmospheric scattering media, and target screens. 

d.p L aser radiation levels in excess of the limits of Class I will not be permitted at any point less than 3.0 meters above any surface upon which 
persons other than operators, performers, or employees are permitted to stand or 2.5 meters below or in lateral separation from any place 
where such persons are permitted to be. Operators, performers, and employees will not be required or allowed to view radiation above the 
limits of Class I or be exposed to radiation above the limits specified in 21 CFR 1040.1 l(c). 

e. 
P 

Any product which relies on scanning to meet access, exposure, or product class limits will incorporate a scanning safeguard system which 
directly senses scanner motion and which will react fast enough to preclude exceeding the applicable limit. 

f. $ All lase r 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 holderwho will be responsible for the training and the conduct of the operator; 

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

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

9.’ 
$I 

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

h. 
P 

The projection system (i.e., the projector andall other components used to produce the lighting effects) will be securely mounted or 
immobil ized to prevent unintended movement or misalignment. Beam masking will be provided as an inherent part of the system design to 
prevent overfilling of screens, beam stops, targets, etc. 

i. 
PQ  

Laser projectors will not be delivered to any other party under an agreement of sale, lease, or loan unless and until the recipient demonstrates 
that they have a variance in effect at the time of delivery that permits them to produce laser light shows incorporating such projector(s). 

j. 
v  

In addition to the requirements of 21 CFR 1040.10(h), the manufacturer of laser projectors/systems will provide to parties who purchase, lease, 
or borrow the equipment, adequate users’ instructions for safe installation and operation which explain the responsibil ity of the recipient as an 
independent light show manufacturer to submit the required reports and apply for and obtain a variance from CDRH prior to introduction into 
commerce of any laser light shows. 

k. 
P 

The requirements of 21 CFR 1002.30(a)(l) and (2) will be accomplished through the use of written procedures for setup, alignment, testing, 
and performance of each show. These procedures will be in sufficient detail to ensure compliance with 21 CFR 1040.10, the conditions of this 
variance, and the control of access to radiation areas using the procedures described in the ANSIZ136.1 standard for the safe use of lasers 
(American National Standards Instifute, 7430 Broadway, New York, NY f0078) or any other equivalent user consensus standard and, where 
applicable, state or local requirements. Laser radiation areas which can contain radiation levels above the limits specified in 21 CFR 1040.1 l(c) 
will be clearly identified by the posting of warning signs and/or restricting access through physical means (such as pressure switches, photo 
cells, barriers, guards, etc.). These requirements apply to temporary areas (such as during set up and alignment procedures) and to final or 
permanent areas. The variance holder will retain the records of these procedures and the results of all tests as required by 21 CFR 1002.31. A 
copy of the variance application, the approvat letter, current procedures, and records relating to each particular show will 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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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 maximum 
power output intended. Such notifications will be made, but not necessarily be limited, to: 

(1) The Center for Devices and Radiological Health, Office 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 sutTicient detail to confirm compliance with the regulations and this variance. 

(2) The Federal Aviation Administration (FAA) for any projections into open airspace at any time (Le., including set up, alignment, rehearsals 
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. All 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 andsfafe offices is 
available from the Center for Devices and Radiological Health upon request) 

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 Radiological Health, to supply such other 
information as may be necessary to evaluate and act on this application. 

FORM FDA 3147 (12/00) PAGE 3 OF 4 PAGES 


