-~

DEPARTMENT OF HEALTH AND H UKAN'S

Public Health Service ™
Food and Drug Administration

FROM 21

" APPLICATION FOR A V
LASER LIGHT SHOW, DISPLAY,  [soccerinses

Farm Approved: OMB No. 0910-0025
Expiration Date: November 30 2003 A
C) FOR A See Pagé 4 for OME’ Statement

CFR 10401

ORDEVICE

con e

application in accordance’ mth 21 CFR 1010.4.

requested information. L R
2. Submit anoriginal and four (4) copies. . .4,

NOTE: No laser luglft show pro;ec’uon system or dewce mey‘vary from compllance W|th 2‘l C?R 1040 'l(c) in desngn or use wuthout the approval of thls

o INSTRucTIONé : ,
1. Check all applicablé boxes and type or pnnt the ‘ . .- . 3 Mailyour apphca loﬁ t@th? Dockg!s Maggéemeg Brénri (Hl—%-sos) Food and

Drug Adrfinistration, Rm 1 061, 5630 Fishers Laneé, Rockville, MD20852.
Enter docket nu if e et e

i b BBl S L S e
7. NAME OF COMPANY o
Whatergy, inc.

2. ADDRESS OF COMPANY (Include ZIP Code)(lf P O Box is used «Vl ol

3624 Market Street, 3-South, Phlladelphla PA19104

a

Rt e et N B T el

3. NANEE AND TITLE OF RESPONSIBLE PERSON
Kenneth S. Flnk 3

” grgagode)‘ S DATE OF SUBMlSSlONA -

4. TELEPHONE NO. (inci.
|1 /28/2003

21 5 382—4280

a. LIST NAME AND/OR MODEL NUMBER(S) FOR|

ok,

ERLIGHT SHOW(S) AND PROJECTOR(S)
Show: Whatergy LaserScience - Projector: ClubCat HP Projecior

b. PRODUCT FOR WHICH A VARIANGE lS REQUESTED .

[ A laser display device )

1 A projector for & laser light show ™~

Xl A taser light show

O Other (Specify) -
¢. [J PROJECTORS ARE INTENDED FOK ¢

OTHER LASER LIGAT SHOW PRODUCERS
d. PRODUCT IS INTENDED FOR USE IN'K'

O Planetarium or other dome projection structure

X Theater

[x] Hotel/motel ballroom or meetlng room

X Store displays

] Trade show or convention

] Discotheque or night club

Xl Pavilion

7 Indoor arena

{0 Outdoor arena

Museum

[J Outdoor unenclosed area

[OJ other (Specify)
e. PRODUCT 1S INTENDED TG’Bé’“i‘Js’lsb

[ Atonly one (Fixed) location’ ™

X At a variety of (Tour) locatlons

f. PRODUCT [E) INTENDED TO BE USED AT ANY ONE LOCATION
7 More than 15 days
[ More than 5 but not more than 15 days’
X Less than 5 days
g. TOUR IS INTENDED TO' RUN FOR
X More than 6 months :
O 1-6months =~
[J Less than one month
[J Not applicable (Not a tour)
[ Other (Specify)_
h. PRODUCT UTILIZES THE’ FOLLOWIN& LASER EFFECTS
XI Front screen projections -
[ Rear screen projections
[J Holographic displays
X Multiple reflection/diffraction effects ~
] Audience scannmg {Also’ mcludes scann/ng any access:ble
uncontrolled areas)’
X Reflections from stationary mlrrors or mrrrored V
surfaces (Beam Matrices)
[ stationary irradiation of rotatmg mlrror balls etc
[ Scanning madtatuon of rotatlng mlrror balls ete.
[ Fiber optic pm]ectaons
X Fog, smoke, or other scattering enhancement effects

L v %

oy f

OOter(Speoit)_ . . D) Other (Specty)_
8 e i S 25 gt b 0 it 20 O R S O B ) mgﬂ ER i lAﬁMON LEVELS . o :w\;»n B s 7t s S
LASER MEDIUM (Ar, He-Ne, eétc) WAVE LENGTHS (hm) - PEAK'POWER (watts)

YA 532nm 100mW - Class lllb

St Sy RS by . Sz e i tabids ToineTout o G e oo

9. IF ANY LASER RADIATION 1S PULSED OR SCA

Scanned CW 0-2kHz, amplitide +- 40 degre S

2(@ O3 /-6
10. REASON FOR REQUESTING VARIANCE

X Compliance with the limits 6f 21 CFR’ 1040.11(c) would | restrict the.
limit the output power to tHg exteiit that t the deslred” eﬁ'ects would

[ Other or additional explanatlon (Spec:fy) -

o
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T MANNER IN WHICH T 18 PROPOSED 10 1

X Itis proposed to devrate from the pre R 1040.1- (‘ atthe
accessible emissior limits’ specrﬁed in 21 CFR 1’64“0 11?c) L

LB et iz

L] Itis proposed to deviate from the provisions of 21 CFR‘ 1040.11 (cl as fcllcw T

12. ADVANTAGES TO BE DERIVED FROM SUCH DEVIATION e

Xl Laser light shows and dlsplays are accepted popular medra rn entertamment and the

Use of power levels in excess h
of the limits imposed by 21 CFR 1040" 11(c)is necessary to achreve the required el'f‘

in these media.

T

[ Other or additional advahtages (describe and explarn)

S bt £ L3 ot LA e

13. EXPLAIN THE ALTERNATE MEANS Ol-‘ RAD(AT!ON F’ROTECTION;T E PROVID (Check as many bcx .as apply. In otem 14 ’Remarks "
justify any boxes not checked, using additional sheets z as necessaly State any other means of radlat/on profection that will be used.) ‘

a. X All laser products, systems, shows, and pro;ectors will be certrf ed to‘ccrnpfy wrth 21 CFR 1040.10 and the ccndltror;@s& c} thrs vanance and wrll
be reported as required by 21 CFR 1002.10 AND 100211 uslng the' repcrtmg gurdes provrded for such purpcse “These actions will be
accomplished prior to any introduction into commeiree. .

b. [X] Effects not specifically indicated in this vanance apphcatron will'not b
variance has been obtained and the réquired reports or s

¢. Xl Scanning, projection, or reflection of laser and co adw on (Lrght shcw radratron) into audience or r aocessrble unccntrolled areas
will not be permitted except for diffuse reﬁectrons produced by the atmosphere added atmosphenc scatt ng medra a

d. X Laser radiation levelsin excess of the limits of Class 1 will not’ rmtted atany pomt less than 3
‘persons other than operators, performers, or employees are permitted to’ stand or 2.5 mete mB ateral separatron from any place
where stich persons dre permitted to be. Operators, performers and employees will'p no é requrred or allowed to view radiation above the
limits of Class | or be'exposed to radiation above the fimiits ‘specified in' 21 CFR 1 030 i(c).

e. Xl Any product which relies on scannirg fo meet‘a/cess exposure o p'roduct class lrmr i cc‘“r'ﬁ”&at‘e““é”séaﬁriiﬁg safeguard system which
drrectly senses scanner motion and whrch wnll r enough to preclude ceeding fheﬁPR!iE%R!%@t: e o S

(3) immediately terminate the emission of lrght ‘show radratrcn in the eventfcf any unsafe condltlon or,
by any air traffic control officials. ) . e e

h. K] The projection system (i.e., the pro;ector and aﬂ ather components used to produce t‘ X
immobilized to prevent unmtended movément or mrsalrgnment Beam maskmg wilf* be p
prevent overfilling of screens, ‘beam stops targets, efc.

i. i Laser projectors will not be delivered to any other party “under’ an g nt of sale, lease or loan unless and un prent demonstrates
that they have a variance in effect at the time of delivery that permits them t produce Iaserllg@ht shows’ rncorporatmg such projector(s)

j- K] In addition to the requirements of 21 CFR 10 OTh) the manufacturewrz of laser ;rOJectcm;systems wrll provrde to parties who purchase Iease
or borrow the equipment, adequate users tructlons for safe installation and’ operation whrch explam the respohs»brlsty of the recipient as an
independent light 'show manufacturer to 'submit the required reports and apply for and“ obt"arn a variance frcm, CDRH pncr to mtroductron lnto

coramerce of any lasér light shows.

o o P Y R R TACHE B
k. I The requirements of 21 CFR 1002, 30(a)(1) and (2) il be accomplrshed through the us procedures for setup, alrgnment testing,
and performance of each show. These procedures will be in sufficient détail to ensure’ compl'ance with 21 Cfﬁ“‘l ﬁ 10, the conditions of this
variance, and the control of access to radiation areas using the procedures’ described inthe ANSIZ136.1 standard 1 for the safe use of lasers
(American Natronar Bita dards Institute, 1430 'Broadway, New York, NY 10018) or any other equivalent user consensus standard and, where
applicable, state or local requrrements Laser radiation areas which can contain radiation Tevels 6ve the limits specrf‘ ed in 21 CFR 1040.11(c)
will be clearly idéntified by the posting of warning signs and/or rest'”ctmg actess through physrcal mearis (stch 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 retarn the records of these procedures and the results of afl tests as required by 21 CFR 1002.31. A
copy of the variance apﬁ’lrcatlon the approval letter “current procedures ‘and records relatmg ‘to each’ partrcular sf;row will be with the operator
or other responsible individiial and will be made avallable t"or lnspechcn by F DA and other responsible authontres
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. [X] Advance written notification will b& made as eari
dates and locations clearly and completely identi

power output infended. Such notifications will be made, but not

(1) The Center for Devices and Radiological Healt
initial and closing dates for fixed installations and the itinerary
reported and saccession numbers clearly referenced, each nofice
be performed in sufficient detail to confirm compliance with th

(2) The Federal Aviation Admiristration (FAAJ tc
performances, etc

any projectio
adhered to. If these conditions cannot be met, the ob

y gfstbz")‘éisiﬁief;d‘a“ppropriafé
fied, and a basic description 6

necessarily b

, Office 6 Compliance (H 4 3 G
for mobile shows. In addition,
‘regulations
bh sty
inistr ons into open airspace
c.). If the FAA objects to any laser effects, the objections will bé re
jéctionable effects will

riate federal, state, andlocal authorifies providing show itinerary with

“of the proposed effects including a statement of the maximum
e limited, to:

2096 G Rockville,

425, aither Road, MD 20850, providing the

bile shows. In addition, unless all aspecis of each show have been
will incliide detailed descriptions of each show

a

nd a listing of all effects to

E L ey

_any time (i.e,, including set up; alignment, rehearsals,
soived and any conditions requested by FAA will be
be deleted from the show

S et e

W

rspace

(3) State and local radiation control offices/agencies for all shows
law will be satisfied and any objections raised by local authorities

14. REMARKS

available from the Ceniter for Devices and Radiological Health up:

lie‘zp'eﬁffor‘mg;thf@n their jurisdictions. All' requirements of state and local
will be resolved or the effects deleted. (A fist of federal and state offices is
on request.) .

e G e s 48 Sy Erw
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I CERTIFY that all of the above information and statements are true, com

material way. | have submitted and wil

further understand that T may be required by regulation or by the Director,
information as may be necessary to evallate and act on'this application,

et

BT o

: ! plete, and correct
my variance application may be denied or my variance may be revoked if this applicafic

will submit all reports required by 21" CFR 1002.10 and

‘}Q;,tﬂg bist of my knowiedge and acknowledge that

15. SIGNATURE —

'E_.:I\I/A"MEW( Type or Print)

is found to be false, misleading or incorrect in any

R 1002.10 and 1002.11 on the laser equipment and show(s). |

Center for Devices and Radiological H8aith, to supply such other
T17. TILE

President, Whatergy, Inc.




Public reporting burden for this collecti
* for reviewing in: tructlons,
reviewing the collection of i m ormatmn

information, including suggestions for re u

Food and Drug Admxmstratlon L
CDRH (HFZ-3425" " ™

2094 Gaither Road
Rockville, MD 20850

An agency may not conduct or sponsor, and a

a currently valid OMB control number.”

FORM FDA 3147 (12/00)

searchmg ex1stmg data sources, gathermg and

n@ comments regardmg this burden es

T

amtammg the data needed' Aand completing
timate or any other aspect of this collection of

person/ts‘ not requzred to resp~ nd fo, a collectwn of mformatzon unless zt dzsplays




