
DEPARTWNT OF HEALTM AND HUMAN sqvlcEs 
Food snd Drug Administrdiin 

t . C%eck all applicable boxes 28-d type or pftnt the Branch (HFA-306), Food and 
mquastad info~ation. , RockviIie, MD 20352. 

2. Submit an original and four (4) copies. 4. Entw do&at number if assigned. 
1, NAME OF COMPANY 

I’mfound Sound 
2. ADDRESS OF CUMPANY flnoluc& ZIP Code)(lf t? 0, Box is use4 in&u& actual s&et a&&B else.] 

715 20* St. SW, Waverly, IA 50677 
3. NAME AND T1Tf.E OF RE$PONSISLE PERSON 4. TELEPHONE NO. etch arzta code?} 5. DATE OF SUl3MfSSION 

Scott Rhoades (319) 352-2524 7/28/2005 

6. THE APPLICANT REQUESTS THE VARlANCE TO E@ IN EFFECT FOR A PERtO OF 2 YEARS FROM -6HE’ DAtE UF ISSUE. 
(hi grMeml, the Agency will approve 8 vsrimm for $nly two yetm If ta bnger period is t-aquestE;~kaHm must bs attached as patt of the application.) 

7. 
a. LIST NAME AND/CR MODEL NUMBER(S) FO@%tE LASER LfGHT SHOW(S) AND PROJECTOR(S) 

---_---_l_-- 

Big Dipper/Seven Stars 
b. PRODUCT FOR WHICH DED TO IkikED AT ANY ONE LOCATION 

r] A laser display device, tJ Mm3 than 15 days 
q A projecfor for a laser tight show IJ More than 5 but not muw+ than 15 days 
1x1 A laser light show giil ‘Leer3 than 5 days 
q other@mWl g. TOUR IS INTENDED TO RUN FOR 

c. 0 PROJECTQRS Aiiii-iiiNDED FOR SALE, LEAASE, OR LOAt TO Cl Map Uum 6 months 
OTHER LASER LIGHT SHOW PRODUCERS 

d. PRODUCT IS tNTENDED FOR USE IN A Less than one month 
0 Planetarium ur other dome projection strizture gj Nut Arabs (hk>f e hrurj 
0 Theater tza Otht3r @paci&, ~~~~~t IX use 
U Hotelfmotal ballroom or meeting mom h. PRODUCT UTILIZES THE FOLLOWING LASfZR EFFECTS 
0 Store displays 1zQ Front screen p~~~~ 
t! Trade show or ccwentiin fJ Rest screen pm~o~ 
U Discotheque or night club U HokwaPhic displays 
q Pavilion n burps ~~~~~~~n effe6te 
El Indoor arena 
Cl Outdoor arena 
U Musaum tiotwy minors or mirrored surf&ss (Beam 
@j Uutcluur unenclosed area 
u~~G%-eow S~ona~ irmc%tk%n of rotating mirror balls, etc. 

8. PRODUCT IS INTENDED TO BE USED n Scanning irradiaticin of mtating mirror balls, etc. 
n At only one (fixed) location U Fibw optii proirzctions 
IxI At a variety of (tow9 locatiotis m Fog, smoke, ar other scattering enhancement @eats 

LASER RADIATION LEVEM’S8. 
USER MEDfUM (Ar, PEAK POWER Iwa#sj 

He-Me 

IO. REASON FOR REQUESTfNG VARfANCE 
Ixf Compliance with the &nits of 21 CFR QI40.11 {G) would restriot the intandad use of the product because comptiancx would &nit the output power to tha 

extent that the desired affects wuuM not ba suffldantly visibla 

q Other or additional explanation @pec@4 



i 1. MANNER fN MICH iT IS PROPOSED TO DEVIATE FROM THE REQUIREMENT8 OF THE APPWW.E STANDARD 
q It is proposed to deviate from the provisions of 21 CFR 1040.%1(c) in that the acceaaibla emission Iav&.woukl exceed the 

accessible emission limits sped&d in 21 CFR 1 O?O.l 1 (c)- 
El it is proposed to d&ate from the prov@@x3 of 21 CFR t MO. 11 (c) 43s foRws: 

12. ADVANTAGES TO SE QERIVED FROM SUCH DEVIATION 
5 Laser light shows and displays are accepted popular media in sntertainment and the arts.. l&e af levels in exixss 

of the limits imposed by 21 CFR 1040.‘1 l(c) i$ necessary to achieva the required &&&I k thase media, 
D Other or additionai advantages (descnaca and ex#&) 

a. 5 AH faser pro&eta, systems, shows, and $ro)ectors witl be to cumply with 21 -CFR 1040.10 and th@ conditiorls of this variance and wili be 
repotfed as r&quired by 22 CFR 1002.10 AND 1002.~1 usi@ tha reporting guid$+s provided for auqh purpose. The%! actions will be accomplished 
prior to any intro&&ion into cwwtero8.~ 

b. So Effects not spe&fWiy indkzated in thii variance application wili not be petformed. No other w# be 
variance has been &aiiad and the required reports or supp&ments, as appliibla, have ba@n submiied. 

until an amendment to the 

c. l8 Scanning, projection, or reflsdion of laser and coli~al radiation (Liglitshow ~~t~n~~t~ audbncw or other ac$fmaibb. uncontrolkrd areas will 
not be permitted axcept for diffuse refle&ins produced by the atmospW%, added atmo$pheirc scat&&g media, and target screens. 

d. ciil Laser radiation leveis in excess of the iimii of Class t will not be pem3itted at any paint iess than 3.0 me&n3 abo*any s&ace-upon which 
parsons other than operators, performers, or empla&es aret permitted to stand ar 2.5 meters below br in lateral separation from any place where 
such persons are permitted to be. Operzltors, anWmplaJrees will not be mquired or ai ‘to view radiation above the #nits of Class 
f or be exposed to radietlon above the tiiits s 1 CFR 1040.~1@). 

e. 5 Any product which &ii on scanning to meet aixe$s, exposure, or product class limits will incorporate a scanning safaguard system which 
dir&Q senses scanner motion and whiah wilt react fast enough to pm&de ng the appkable Iii. 

f. tts All la$er light shows shall be under the ctirect and psrsonai c&ml of trained, corn opamtor(s). The operatot will: 
(1) Se an employee of the variance hofder v&a wiH be responriblra for the training and the conduct of the operato 
(2) Se located where all beam paths can ba directiy &served at all timas; and 
(3) Immediately terminate the emission of liiht show radiatiin in the ievent of any unaefe c-on&ion: or, fur outdoor shows, upon request by any air 

tfafflc control otwats. 

g. 5 The maximum laser projector output w will not exceed the teval required to obtaii the k&n&d 

h. 5 The projection system (i.e., the projectoand all o#Wcam@B?an& used to ptvdm that @Ming &fec&) wi# be secxlraiy mounted or immobiflxed to 
prevent unintended movement or misafiinment. @am ma8khrg wilt ba provided as art hrherent part oFthe system CWgn to prevent ov@fiJling of 
screens, beam stops, targets, etc. 

I 5 Laser projectors will not be delivered to any othar party under an agreement of sale, lease, or loan u&as and until the recipient demonstrates that 
they have a variance in eff@ at the time of dalivary that permtts them to produce 1-r tight ahaw$ ~~t~g such pro&&or(s). 

J a In addii to tha requirements of 29 CFR 1040.1-o(h), tha maturer of iasar pr~~~~ will pmv@e to par$es who purchase, lease+ or 
borrow the equipmant, adequate users’ iirstrW+ns for safe l&alla&n and operation which Bxp* the Will of the recipient as an 
independent light show manufacturer to submit the required @@ottsand apply far and obtain EI variance from CDRH prior to intrductiin into 
commefw of any laser iii showa. 

k. 69 The requirements of 21 CFR 100230(a)(1) and (2) wiJl be accompliihed through the u8e of written setup, aliinmant, testing, and 
peffbnnance of each show. These procedureg will be in suf$+?t detail toensure, catnpli@n~ with p, the cond#ons of this 
variance, and the control of acc885 to radjatiorf areas using the prt%edures de&bed in the AN~~~~.~‘~d~ far the safa use ob tesefs 
[American National stitndarrls institute, 1430 sroa$wzry, New York NY f&If 8) or any other ~~va~nt u&Br #ns~~~us standard and, where 
applicable, state or local requirements. t;aser radiation area&v+Wh can contain radiation ievela abav&ie Iimits specked in 21 CFR 1040.1 l(c) 
will be clear& identiied by the post&g of ‘warning signs and&r #-astrMng access through physical meana (WC/! as ~~WSWB awif&ea, phoa, cMs, 
ban&m, guat&, etc.) 
areas. The variancei h 
variance application;, t 
responsible individual 



and locetiins clearly and completely iden 
output intended. Such notMor~s will be made, but not n 

k MD 20850, providing the 
of each show have been 

mdaristingofaiimeito 

(2) The Federal Aviation Administratkm (FAA) for t&pmmt, tdxsmals, 
pwbtmances, efc.). If the FAA objects io any estedbyFAAwlllbe 
adhered to. If these conditions cannot be met, 

(3) State and local mdiatian cant All mcgkemwts of state and lixal 
law will be saMed arid any I {A ibfofmrai and state offices 1s 
availabfe from the center fix 



for 
the 
Qn, 

including suggestions fix reducing this burdak to: 

Food and Drug Admtiswati~n 
CIDRH fJ-R?z-342) 
2094 Gaither Road 
Roekville, MD 20850 


