APPLICATION FOR A VARIANCE Forn et w28
DEPARATMENT OF HEALTH AND HUMAN SERVICES FROM 21 CFR 1040.11(c) FOR A Epuiravive Daie: Migunt 31 | 998

PUBLIC HEALTH SERVICE v
FOOD AND DRUG ADMINISTRATION LASER LIGHT SHOW, DISPLAY, DOCKET NUMBER
OR DEVICE

NOTE: No laser light show, projection system, or device may vary from compliance with 21 CFR 1040.11(c) in design or use without the approval of this
application in accordance with 21 CFR 1010.4.

INSTRUCTIONS
I. Cheek all applicable boses and type or print 1the requested 3. Mail your application 1o the Dockets Manugement Branch (HFA-305), Food and
inlormation, Drug Administration, Room 4-62, 5600 Fishers Lane, Rochville, ND 20857,
2. Submit an original and lour (4) copics. : 4. Enter Document Number i awsigned.

" 56&‘{‘}\0)3{{’ f M S U ‘-PJM (.'?LAJ‘;LLM

2. ADDRESS OF COMPANY (Juctnde Z1P CODEY (8 P.0. Bos is ined, mcluely wctual strevs adidrese alse.)

1501 State  Steeet, Morshall MN S¢as¥

3. NAME AND TITLE OF RESPONSIBLE PERSON . 4. TELEPHONE NO. {lidlude yrvw ende) 5. DATE OF SUBMISSION
LY
Ken m,mgbf ! Ploneforivm bmedm" S0T-537-6473 3/1/05"
6. The applicant requests the \@rial to be in effect for a period of years {rom the date of issue. i

{In generdl, the Agency will apprene o varignve for ondv tvo veaes. If o longer peetad s regiested, o gustitivaiion sisist v atioched as part of 1he upplication.y

7. ' PRODUCT DESCRIPTION AND USE
a. LIST NAME ANDIOR MODEL NUMBEF(S) FOR ASER LIGHT SHOW(S) AND PROJECTORIS)
LS AY % Al
L Omarscin ser  Projechws Systen. Moded Booo Serfes
5 - f rd
. PRODUCT FOR WHICH A VARIANGE /S REQUESTED f lﬁuum IS INTENDED TO BE USED AT ANY ONE LOCATION
[0 A LasER DISPLAY DEVICE MORE THAN 15 DAYS
] A PROJECTOR FOR A LASER LIGHT SHOW [ MORE THAN 5 BUT NOT MORE THAN 15 DAYS
B 4 Laser LIGHT SHow 3 Less THAN 5 DAYS
1 oTHER (Specu) '
9. TOUR IS INTENDED TO RUN FOR
c. [J PROJECTORS ARE INTENDED FOR SALE, LEASE, OR LOAN TO OTHER [T] MORE THAN 6 MONTHS
LASER LIGHT SHOW PRODUCERS
[0 16monTHS
d. ﬁgwcr 1S INTENDED FOR USE IN A [} LESS THAN § MONTH
PLANETARIUM OR OTHER DOME PROJECTION STRUGTURE 'g[ NOT APPLICABLE (ot « foue)
{1 rtHeaTER 3 orHER (Speewsy —
1 HOTELMOTEL BALLROOM OR MEETING ROOM
] sTome DiSPLAYS h. PRODUCT UTILIZES THE FOLLOWING LASER EFFECTS:
1 TRADE SHOW OR CONVENTION ‘ FRONT SCREEN PROJECTIONS
[} oisCcOTHEQUE OR NIGHT CLUB lg] REAR SCREEN PROJECTIONS
D PAVILION g N HOLOGRAPHIC DISPLAYS
[ INDOOR ARENA C t O MULTIPLE REFLECTION/DIFFRACTION EFFECTS
D OUTDOOR ARENA AUDIENCE SCANNING L4/ invindes sconning une socossible wnventrotled areos )
o~ [0 museum m REFLECTIONS FROM STATIONARY MIRRORS OR MIRRORED SURFACES
\ B Muatrives,
I outbooR UNENCLOSED AREA MAR 8 Weutn Mutrices.)
D1 OTHER (Specit) . : STATIONARY IRRADIATION OF ROTATING MIRROR BALLS, ETC.
(SPeCitNY e
, SCANNING IRAADIATION OF ROTATING MIRROR BALLS, ETC.
e. PH?DUCT IS INTENOED TO BE USED RE CEIVED FIBER OPTIC PROJECTIONS
AT ONLY ONE {fved) LOCATION y "R FOG, SMOKE, OR OTHER SCATTERING ENHANCEMENT EFFECTS
[3 AT A VARIETY OF (o) LOCATIONS : 0 oTHER (Speeer) .
3 oTHER (speeits)

8. : LASER RADIATION LEVELS
LASER MEDIUM (Ar, He-Ne. el i WAVE LENGTHS (nm) PEAK POWER fli'attss

He -Ne 63% AV
YA 6 S 32- G )

9. IF ANY LASER RADIATION IS PULSED OR SCANNED, GIVE THE PULSE DURATION -AND RATE AND SCANNING FREQUENCY AND AMPLITUDE

Please reter 40 A&M—LM“*5

10. REﬁSON FOR REQUESTING VARIANCE

COMPLIANCE WITH THE LIMITS OF 21 CFR 1040.11(¢c) WOULD RESTRICT THE INTENDED USE OF THE PROOUCT BECAUSE COMPLIANCE WOULD LIMIT THE OUTPUT
N POWER YO THE EXTENT THAT THE DESIRED EFFECTS WOULD NOT BE SUFFICIENTLY VISIBLE

) OTHER OR ADDITIONAL EXPLANATION ¢Spevifss

2005 V~0117/ VAK/

FORM FDA 3147 (3187)
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© 11. MANNER IN WHICH IT IS PROPOSED TO, DEV‘ATE FROM THE REQUIREMENTS OF THE APPLICABLE STANDARD -

B o 1S PROPOSED TO DEVIATE FROM THE FROVISIONS OF 21 CFR 1940 ‘H(c) IN THAT THE ACCESSIBLE EMIBSION LEVEL WOULD EXCEED THE
ACCESSIBLE EMISSION LIMITS SPECIFIED IN 21 CFR 1040.1%c).

D IT IS PROPOSED TO DEVIATE FROM THE PROVISFON OF 21 CFR 1040.1 1{c) AS FOLLOWS:

12. ADVANTAGES TO BE DERIVED FROM SUCH DEVIATION

&1 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 1040.11(c) IS NECESSARY TO ACHIEVE THE REQUIRED EFFECTS IN THESE MEDIA.
7 oTHER OR ADDITIONAL ADVANTAGES (describa and explain}

13. EXPLAIN THE ALTERNATE MEANS OF RADIATION PROTECTION TO BE PHOVIDED. {Check sy many boxes nappty in ftem 14 “Remarks,” b.mify any boxes
' nmmcked.udmndﬁlm:mmnnnm smmnmcmmmbnmm“mnwimwi

a. (X ALL LASER PRODUCTS, SYSTEMS, SHOWS, AND PROJECTORS WILL BE CERTIFIED TO COMPLY WITH 21 GFR 1040,10 AND THE CONDI-
TIONS OF THIS VARIANCE AND WILL. BE REPORTED AS REQUIRED 8Y 21 CFR 100210 AND 100212 USING THE REPORTING GUIDES PRO-
A VIDED FOR SUCH PURPOSE. THESE ACTIONS WILL BE ACCOMPU&HED PRIOR TO. ANY INTRODUCTION INTO COMMERCE.

b. (3 EFFECTS KOT SPECIFICALLY INDICATED (N THIS VARIANCE APPLICATION WILL NOT BE PERFORMED, NO OTHER EFFECTS WILL BE

ADDED UNTIL. AN AMENDMENT TO THE VAR!ANCE HAS BEEN OBTAINED AND THE REQUIRED REPORTS OR SUPPLEMENTS, AS
APPLICABLE, HAVE BEEN SUBMITTED.

c. [ SCANNING, PROJECTION, OR REFLECTION OF LASER AND COLLATERAL RADIATION (LIGHT SHOW nAmAﬂoN) INTO AUDIENGE OR OTHER

ACCESSIBLE UNCONTROLLED AREAS WILL NOT BE PERMITTED EXCEPT FOR DiFFUSE REFLECTIONS PRODUCED BY THE ATMOSPHERE.
ADDED ATMOSPHERIC SCATI’EHlNG MEDIA, AND TAﬂGET SCREENS.

d. [ LASER RADIATION LEVELS IN EXGESS OF THE LIMITS OF GLASS | WiLL NOT BE PERMITTED AT ANY POINT LESS THAN 3.0 MET EHS ABOVE
ANY SBURFACE UPON WHICH PERSONS OTHER THAN: OPERATORS, PERFORMERS, OR EMPLOYEES ARE PERMIT’TED TQ STANDOR 2.5
METERS BELOW OR IN LATERAL SEFARA‘HON FROM ANY PLACE WHERE SUCH PERSONS ARE PERMITTED YO BE, OPERATORS,
PERFOAMERS, AND EMPLOYEES WiLL NOT BE REQUIRED OR ALLOWED TO VIEW RADIATION ABOVE THE LIMITS OF CLASS | OR BE
EXPOSED TO'RADIATION ABOVE THE LIMITS SPECIFIED IN 21 CFR 1040.1(c).

e. [ 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 WHIG‘H WILL REACT FAST ENOUGH TO PRECLUDE EXCEEDING
THE APPLICABLE LIMIT.

t. [ ALL LASER LIGHT SHOWS SHM.L BE UNDER THE DIBECT AND PERSONAL CONTROL OF TRAINED, COMPETENT OPERATOR(S). THE
OPERATORS) WILL:

(1) IMMEDIATELY TEAMINATE THE EMMISSION OF LIGHT SHOW RADIATION IN THE EVENT OF ANY UNSAFE CONDITION;
~~ (2) BE LOCATED WHERE ALL SEAM PATHS CAN BE DIRECTLY OBSERVED AT ALL TIMES; AND

(3) BE AN EMPLOYEE OF THE VARIANCE HOLDER WHO WiLL BE RESPONSIBLE FOR THE TRAINING AND CONDUCT OF THE OPERATOR.
THE MAXIMUM LASER PROJECTOR QUTPUT POWEH WILL NOT EXCEED THE LEVEL REQUIRED TO OBTAIN THE INTENDED EFFECTS.

%
. El THE PROJECTION SYSTEM {LE., THE PROJECTOR AND ALL OTHER COMPONENTS USED TO PRODUCE THE LIGHTING EFFECTS) WILL BE
SECURELY MOUNTED OF IMMOBILIZED TO PREVENT UNINTENDED MOVEMENT OR MISAUIGNMENT. BEAM LIMITERS WILL BE PROVIDED
AS AN INHERENT PART OF THE SYSTEM DESIGN TO PREVENT OVERFILLING OF SCREENS, BEAM STOPS, TARGETS, ETC.

.. Kl 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 VARIANGE IN EFFECT AT THE TIME OF DELIVERY THAT PEAMITS THEM TO
PRODUCE LASER LIGHT SHOWS INCORPORATING SUCH PROJECTOR.

j. X! M ADDITION TO THE REQUIREMENTS OF 21 CFR 1040,10(h), THE MANUFACTURER OF LASER PROJECTOASISYSTEMS WILL PROVIDE TO
PARTIES WHO PURCHASE, LEASE, OR BORROW THE EQUIPMENT, ADEQUATE USER'S INSTRUCTIONS FOR SAFE INSTALLATION AND
OPERATION AND WHICH EXPLAIN THE RESPONSIBILITY OF THE RECIFIENT AS AN INDEPENDENT LIGHT SHOW MANUFACTURER TO

SUBMIT THE REQUIRED REPORTS AND APPLY FOR AND OBTAIN A VARIANCE FROM CORH PRIOR TO INTRODUCTION INTO COMMERCE OF
ANY LASER LIGHT SHOWS.

\

Ll

THE REQUIREMENTS OF 21 CFR 1002.30fa){1) 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 COM.
PLIANCE WITH 21 CFR 1040.10, THE CONDITIONS OF THIS VARIANCE, AND THE CONTROL OF ACCESS TO RADIATION AREAS USING THE
PROCEDURES OESCRIBED IN THE ANSH Z136.1 STANDARD FOR THE SAFE USE OF LASERS (kMEHK;AN NATIONAL STANOARDS INSTITUTE.
1430 BROADWAY, NEW YORK, NY 10018) OR ANY OTHER EQUIVALENT USER CONSENSUS STANDARD AND, WHERE APPLICABLE, STATE OR
LOCAL REQUIREMENTS. LASER RADIATION AREAS WHICH CAN GONTAIN RADIATION LEYELS ABOVE THE LIMITS SPECIFIED IN 21 CFR
1040.11{c), WILL BE CLEARLY IDENTIFIED B8Y THE POSTING OF WARNING SIGNS ANDIOA RESTRICTING ACCESS THROUGH PHYSICAL
MEANS (SUCH AS PRESSURE SWITCHES. PHOTOCELLS, BARRIERS, GUARDS. ETC.). THESE REGUIREMENTS APPLY TO TEMPORARY AREAS
(SUCH AS DURING SET-UP AND ALIGNMENT PROCEDURES}) AND TO FINAL OR PERMANENT AREAS, THE VARIANGE HOLDER WILL RETAIN
THE RECORDS OF THESE PROCEDUAES AND THE AESULTS OF ALL TESTS AS REQUIRED BY 21 CFR 100231, A COPY OF THE VARIANCE
APPLICATION, THE APPROVAL 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 RESPONSI-
BLE AUTHORITIES.

FORM FOA 3147 (3/87)
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B3 ADVANCE WRITTEN NOTIFICATION WiLL BE MADE AS EAFALY 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

PROPOSED EFFECTS INCLUDING A STATEMENT OF THE MAXIMUM POWER QUTPUT INTENDED. SLCH NOT!FIOA“ONS WILL BE MADE, 8UT
NOT NECESSARILY BE LIMITED, TO:

{1) THE CENTER FOR BEVIGES AND BADIOLQGICAL HEALTH OFFICE OF COMPLIANCE (HFZ-312), 8757 GEORGIA AVE,, SILVER SPRING, MD
20810, PROVIDING THE INITIAL AND CLOSING DATES FOR FIXED INSTALLATIONS AND THE ITINERARY FOR MOBILE SHOWS. IN AODI-
TION, UNLESS ALL ASPECTS OF EACH SHOW HAVE BEEN REPORTED AND THE ACCESSION NUMBERS CLEARLY REFERENCED, EACH

NOTICE WILL INCLUDE DETAILED DESCHIFﬂONS OF EACH SHOW AND A LISTING OF ALL EFFECTS TO'BE PERFORMED IN SUFFICIENT
DETAIL TO CONFIRM COMPLIANGE WITH THE REGULATIONS ANO THIS VARIANCE,

(2) THE FEDERAL AVIATION ADMINISTRATION (Fm FOR ANY PROJECTIONS INTO OPEN AIRSPM;E AT ANY TIME (L.E., !NCLUDING SET-UP,
ALIGNMENT, REHEARSALS, PERFORMANCES, ETC.), IF THE FAA OBJECTS TO ANY LASER EFFECTS, THE OBJECTIONS WILL BE RE.

SOLVED AND ANY CONDITIONS REQUESTED BY FAA WILL BE ADHERED TO. IF THESE CONDITIONS CAN NOT BE MET THE OBJEC.
TIONABLE EFFECTS WILL BE DELETED FROM THE SHOW

{3) STATE AND LOCAL RADIATION CONTROL OFF!OESIAGENClES FOR ALL SHOWS TO BE PERFORMED WITHIN THEIR JURISDICTIONS. ALL
REQUIAEMENTS OF STATE AND LOCAL LAW WILL BE SATISFIED AND ANY 'OBJECTIONS RAISED BY LOCAL AUTHORITIES WILL BE RE-

SOLVED OR THE EFFECTS DELETED. LISTS OF F;:Dml. AND STATE OFFICES ARE AVAILABLE FROM THE CENTER FOR DEVICES AND
RADIOLOGICAL HEALTH UFON REQUEST)

L\

14. REMARKS

Please refer to attachments H - K

CERTIFICATION

1 CERTIFY that all of the ahove information and statements are trua, compilele, and correct 1o ths best of my knowledge and acknowiedga that my
variance application may be deniad or my vanance may be ravoked if this apptication Is found to be lalse. misieading, or Incorrect in any material vay.
1 have submitied and will submit: all reporis tequirad by 21 CFR 1002.10 and 1002.12 on the laser gguIpment anc showess. 1t funher understand that !

may be required by regulation or by the Director, Center for Devicas and Radioiogical Heaith, 10 supply sucnh omer inforation as may be necessary to
avaluate and act on this appllclman.

18, NAME {Typa ar Prin 7. TITLE -
Jﬂe.mm. auxf : /V\&ma,m? BH‘&%{‘
Form rda 1147 Qrer) * US. GOVERNMENT PRINTING OFFICE:1987-185-695/69119 O “m
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IMAGINEERING UHTH LASERS

March 1, 2005

Manuel Karos

Center for Devices and Radiological Health
CDRH - HF 7300 ‘

2098 Gaither Road

Rockville, MD 20850

Dear Manuel,

permanent laser system for the Southwest MSU (Minnesota State University)
Planetarium, 1501 State Street, Marshall, Minnesota 56258.

8440 Tradeport Drive, Suite 109
Orlando, FL 32827

Phone: 407.859.8166
Fax: 407.859.8254

ww.a@agineeﬁng.com
Pee)

-
s
2
This letter is to officially notify you that Audio Visual Imagineering, Inc. is installing a =
—-0
™
pac}

For this permanent installation, we will be using an Omniscan Laser Projection System

Model 2040 of the Model 2000 series. The laser presentation will be in compliance with
the format and conditions specified in our application (June 12, 1997) and supplement for
a Variance from 21 CFR 1040.11© for a laser light show device. We have also prepared

a Variance application for who will own and operate the Omniscan projection system.

We invite CDRH inspectors to examine our laser product during operation to assure
compliance with federal safety standards. Please let us know when you plan to inspect
this installation so that we may make necessary arrangements with the facility staff.

If you have any questions, please do not hesitate to call.

MAR 8 2005

aan/annfh
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