
DEPARTMENV OF WEALTH AND HUMAN SERVICES 
a Food and Drug AdminiatraHon 

9, .- 

30TE: No laser light show, projection system, or device may vary from compliance with 2f CFR IO&I.? l(c) in designor use,w&hout the approval of this 
imlication in accordance with 21 CFR 1010.4. ,_l” 1 : 

Check all %pp&ble boxes and type or print th% 
requested information. 

!, Submit an original and four (4) aopies. 

tNslRucfloNs ’ _ * 
3. Mall your application ta the Oackels Management Branch (HFA-JW), Food and 

Drug Adrninistre~ion, Rm 2 081, 5S35 Fishers Lane, Rockv#e, MD 20852. 
4. Enter do&et numb%r if assigned. 

I. NAME OF COMPANY 
LASER 3MsSbF 9RsDucnoW ZEJC - _- _ 

E. ADDRESS OF COMPANY (hctude ZIP Code)(f P. 0. Box is us&, include e&at &et address also.) 
2372 S, ASHLEY DC, GR~W=ELD, rd 46/40 

L. NAME AND T4TLE OF RESPONSIBLE PERSON i 4 TELE HONE NO. (tnctude wea code] 
/(3/7j698-6308 

5. DATE OF SU 4SSlON 
7FuS& 

i. THE~APPLIC~T REQUESTS THE VAR4ANCE TO BE IN EFFECT FOR A PERfOD OF YEARS FROM THE DATE OF ISSUE. 
[In general, the Agency wilt epptwe a veriencs far onty two yeers -ah, If a longer period is requeate , eju nkation must r3e etteched es pwt of the application.) 

7. PR&QUCT DES04 ---. 

Y&g 
sia 

SiY&E Yb+.----------c-.-- pRo~O~S-tffsae 116M-.~ 
,. PRODUCT FOR WHICH A VARJANCE IS REQUESTED 

a A Iwsf display device 
@A projeator for %  laser light show 

Ef A 4aser light show 
0 Other Ppeciry 

;. a PROJECTORS ARE INTENDED FOR SALE, LEASE, OR LOAN TO 
OTHER LASER UGHT SHOW PROOUCERS 

1. PRODUCT R iNTENDED FOR USE IN A 
or other dome projection structure 

WoteUmote4 ballroom or meeting mom 

Dkotheque or night club 

8. PRODUCT IS fNTENDED TO BE USED 
P-At only one (Fixed] locat4on 

PTtON AND USE ---.- ----L__--___---.~ 
‘(S) AND PROJECTOR(S) 

3L3- PWDEL 4% L gqn3~ I #wil LIP- 753 --- .- “-..-. -- l_l___ --_- 
f. PRODUCT IS INTENDED TO BE USED AT ANY ONE LOCATiON 

Ff More than 15 days 

9 

More than 5 but not more than 15 days 
Lessthan5daye 

g. TOUR IS INTENDED TO RUN FOR 
pb More than 6 months 
IJ I-6 months 
a te5s than one month 
D Not applicable (Nat d tour) 
U otfier ISmW 

h. PROWCT UYltlZES THE FOLtOWtNG LASER EFFECTS 
H Front screen projections 

Jd RetK screen projedons 
cf Hbtographic dispkfys 

Af Multiple reflection/diffrection effects 
0 Audience scanning (Also incktes scanning any accassrbi% 

lps 

uncontrolled areas) 
ReRections fmm etat4onary mirrors of mirrored swf%ces @em 

sf 

ha8trb%3) 
Stationary irradiation of rotating mirror balls, etc. 
Scanning irradiat4on of rotating minor baRs, etc. 

0 Fiber optic projections 
HFog, smoke, or other scattering enhancement effects p6A’ e variety of (Tour) locations 

cl other fSpecirv) Cl Other (Specifj$ 

LASER RADtATtON LEVEL% - - --.------ --- -_---- --- ___L___I_ -._- 
LASER MEDIUM (Af, !+e-hle,etc.j 

-/_- __________,. WAVELENGTWSo------’ 
-j----.-.-.---.- ---y -- - PEAK PC%UER (wafts) --_---__l_ -...-..-. -- .----- 

B. IF ANY USER RADIATION IS PULSED OR SCANNED, GIVE THE PULSE DURATION AND RATE AND SCANNfNG FREQUENCY AND AMPLITUDE 

10. REASON FOR REQU&ST;THNG VARIANCE 

$I Compliance with the limits of 21 CFR lOa. 1 (c) would restrict the intended use of the prOdUct b%c%u%% compliencs Would limit the output power to the 
extent that the des4red effects woukl not be suftk4ently visible 

0 Other or additional explanatictn (Spec#yj 



1 I. MANNER IN WHlCH lT tS PROPOSED TO DEVIATE FROM THE REQUIREMENTS OF THE APPLICABLE STANDARD 1 
M  It is propos8d to deviate from the provisions of 21 CFR 1040.11 (c) in that the accesatbk emission level would exceed the 

I ‘accessible emisalon limits specified in 21 CFR 1040.1 l(c). 
0 It ia proposed to deviate from the provisions of 21 CFR 1040.11 (c) as follows: 

12. ADVANTAGES TQ BE DERIVED FROM SUCH DEVIATION 

H 
Laser light showa and diapiaya are accepted popular media in entertainment and the arts. Uaa oi power lev& in exceaa 
of the limita imposed by 21 CFR 1040.11 (c) L necessary to achieve the required effacta in theae media. 

D Other or additional adwmtages @esc&e and explainJ 

13. EXPLAIN THE ALTERNATE MEANS OF RADlATiON PROTECTION TO BE PROVIDED. (CheGk 8s many boxes 8s appfy. In ifem 14 “f?emarks, ’ 
,iusti3/ any boxes not checked, using additional sheets as neceseery. Stafe any other means ofradiation profection that will be wsed) 

a. All laser produots, systems, ahowa, and projectors will be c8Rified to oomply with 21 CFR 1i)JO.l 0 8#d the conditions of this variance end tin be 
reported 8s required by 21 CFR 4002.10 AND i 002.1 I using the reporting goldes provided for such purpose. These dons v&l! be accom@ih& 
prior to any introdudin into commerce. 

b. bf Effeota not ap8cifiC8lly indicated in this variance appiication will not be performed. No other effects v&l be added wrfil an amendment to the 
varlanoe has been obtained and th8 raquired r8porta or eupptementa, aa appiicabte, have been submitted. 

c. pd Scanning, projectjon, or reflection of Iaser and callateral radii&n (tight show radiatiwr) into audience or other acceeeibie uncontrolled ereea will 
not be permitaed except for diffuse reflections produced by the atmosphere, added atmospheric scattering medie, and target acreens. 

d. M  Laser radiation levels in excess of the limits of Class I wilt not be permitted at any point leaa than 3.0 meters above any surface upon which 
persons other than operators, performers, or employees are permitted to atend or 2.5 meters below or in lateral separation from any place where 
such persona are permitted to be. Operators, performers, and employees will not be required of ailowed to view radiation above the limits of Class 
I or b8 exposed to redietion above 38 limits specified In 21 CFR 1040.2 l(c). 

y product which r&iiss on scanning to meet access, exposure, or product cdaas limits wirl incorporate e scanning aafeguard syatsm which 
ire&y senses scanner motion and which will react fast enough to preclude exceeding the appliiable limit. 

f. ti Atl laser light shows ahall be under the diiect and personsl control of trained, competent operator(s). The operator(s) till: 

(1) ES8 an employee of the variance holder who will be responsible for tha training and the conduct of the operator; 

(2; Be located where 811 beam paths can be directly observed at all times; and 

(3) Immediately ternk8te the emission of &ht show radiation in th8 event of any unsafe condition; or, for outdoor shows, upon request by any air 
traffic conk01 off&ala. 

cl. p4 The maximum laa8r projector output power till not exceed the kvel required to obtain the intended effects. 

The projection ayatsm (i.e., fh6 prowor and all other componenfs used to produce the lighting effkcts) will be securely mounted or immobil ized to 
prevent unintended movement or misalignment. Beam masking will be provided aa an inherent part of the system dealgn to prevent owerfilling of 
screens* beam stops, targets, etc. 

I aser projectors will not be delivered to any other party under an agreement of sale, lease, or loan unless and until th5 recipient demonstrates that 
ey have a varisnce in effect arthe time of delivery that permita them to produce laser light showa incorporating such projector(s). 

J in addition to the requirements of 21 CFR 1040.1 O(h), the manufacturer of lam projectorakystema wilt provide to parties who purchase, lease, or 
borrow me equipment, adequate us8rs’ instructions for safe installation and operetio# which explain tbs responsibility of the recipient 88 8n 
independent light show manufacturer to submit the required reports and apply for and obtain s varianca from CDRH prior to introduction into 
commerce of any laser light shows. 

The requirements of 21 CFR ‘lOO23O(a)(?) end (2) will be accomplished through the use of written procedures for setup, alignment, tasting, and 
performance of eech show. These procedures wiil be in sufficient detail to ensure compliance with 21 CFR 4040.10, the conditione of thie 
variance, and the con&oi of access to radiation areas using the procedures described i# the ANSIZ136.t standerd for the aefe us8 of lesers 
(American National Standards Institute, 14.30 Broedwey, New York, NY lUOl8J or any other equivalent user consensus atandard and, where 
applicable, state or local requirements. Laser radiation sreaa whioh can contain radiion levels above the limita specified in 21 CFR 1040.1 l(c) 
will be cfeaffy identifii by the posting of warn@ signs and/lx r&rkting eccesa through physical means (s&9? as pres&m swkhm, photo ca!is, 
bathers, gutis, etc. J. These requirements apply to temporary areas (such 8s during set up and alignment prooedums) and to final or permanent 
areas. The variance holder will ret&# the records of theaa procedures and the rewka of ail tests sa required by 21 CFR 1002.3 4 . A copy of the 
vsriance application, the approval letter, current procedures, and recorda re!ating to each particular ahow wiil be with the operetof or other 
responsible indivklual and will be mad8 aveitabie for inspection by FDA and other rasponsibte authorities. 
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I. )&AdVanCe WritterI notRcatlon will be made as early as possible to appropriate federal, state, and local authorities providfng show i 
a@ locations &arty and completely identiied, and a basic description of the proposed effects including a statement of the maA 

4 _- output intended, Such notificatiins will be made but not necessarily be limited, to: 

(I) The Center for Devices and Radiological Health, Office of Compliance (!-K&342), 2096 Gaither Road, RockvRe, MD 20850, providing the 
initial and ciodng dates for fixed installations and the itinerary for mobile shows. In addition. unless all aspects of each show have been 
reported and accesslon numbers clearly referenced, each notice wil include detailed descriptions of each show and a listing of afl effects to 
be performed in sufficient detail to confirm compliance with the regulations and this variance. 

(2) The Federal Avlatlon Administration (FAA) for any prOjediOn8 into open airspace at any time (i.e., induding setup, elignment, reheersak, 
performances, etc.). If the FAA objecte to any laser effects, the objections will be resolved and any condibone requested by FAA will be 
adhered to. If theee conditions cannot be met, the objectionable effects will be deleted from the show 

(3) State and local radiation control offlc&agencies for aif shows to be performed wkhin their jurisdfctions. All requirements of state and focal 
law will be satfsfled and any objections raised by looal authorities will be refdwd or the effects deleted. (A list of f&era! end state offkes is 
available irom the Ceder for Devices and Retctio/o&el Health upon request.) 

-- 
CERIWCAIWN ._-_____--- ---_- ---- ..__- - ._-_ -,---___--._--__---~--_--__ -..-. . . .._ - --.--- ---_l-_-..----- 

I CERTIFY that all of the above information and statements are true, complete, and corred 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 ail reports required by 26 CFR IOO2.10 and 1002.21 on the laser equipment and showfs). I further rJnderetand that I may be 
required by regulation or by the Director, Center for Devices and Radiological Heatth, to supply such other information as may be necessary to evaluate and 
act ~0 thus application. 

_-- _____- 
15. SIGNATURE --T? 8. RAh4E (Type or Print) ---- 

--__-- __-____ -.-__. 
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