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11. MANNER IN wriCH T IS PROPOSED TO DEVIATE FROM THE REQUIREMENTS OF THE APPUCABLE STANDARD
IT iS PROPOSED TO DEVIATE FROM THE PROVISIONS OF 21 CFR 1040.17(c) iN THAT THE ACCESSIBLE EMISSION LEVEL WOULD EXCEED ThE
ACCESSIBLE EMISSION LIMITS SPECIFIED 1N 21 CFR 1060.17(C).
£ 1T s PROPOSED TO DEVIATE FROM THE PROVISION OF 21 CFR 1040.17(c) AS FOLLOWS:

12. ADVANTAGES 7O BE DERIVED FROM SUCrH DEVIATION
& LASER LIGHT SHOWS AND DISPLAYS ARE ACCERTED POPULAR MEDIA IN ENTERTAINMENT AND THE ARTS. USE OF POWER I.EVELS N
EXCESS OF THE LiMmiTS IMPOSED BY 21 CFR 1040.11(c) 1S NECESSARY TO ACHIEVE THE REQUIRED EFFECTS IN THESE mMEDIA.
{J OTHER PR ADBITIONAL ADVANTAGES (qesenbs and azplam)

13. EXPLAIN THE ALTERNATE MEANS OF RADIATION PROTECTION TO BE PROVIDED. {(Cneck as many boaes us 4pbly. In [tam 14 "Remarks ™~ sty 8ny boxas
nav cheched, u3ing AdANONEl SHEeLs 35 Necessdary. SWIE ANy owfer MAans of radiuon prowchion thal wdi be used.)

a. [ auL L ASER PRODUCTS, SYSTEMS, SHOWS, AND PROIECTORS wiLL 8E CERTIFIED TO COMPLY WiTh 21 CFR 1040 10 AND THE CONDI-
TIanS OF THIS VARIANCE AND WILL BE REPORTED aS REQUIRED BY 21 CFR 1002.10 aAND 100212 USING THE REPORTING GUIDES PRC-
VIDED FOR SUCH PURPQSE. TRESE ACTIONS wiLL B8E ACCOMPUSHED PRIOA TO ANY INTRODUCTION INTO COMMERCE.

a.  [X EFFECTS NOT SPECIFICALLY INDICATED IN Tr1S VARIANCE APPLICATION wil.l NOT BE FERFOAMED. NO BTHER CFFECTS wiLL BE
ADDED UNTIL AN AMENDMENT TQ THE VARIANCE HaS BEEN OBTAINED AND THE REQUIRED REPORTS OR SUPPLEMENTS, AS
APPLICABLE, HAVE BEEN SUBMITTED

c. E SCANNING, PROJECTION, OR REFLECTION OF LASER AND COLLATERAL RADIATION (LIGHT SHQw RADIATION) INTO AUDIENCE OR OTHER
ACCESSIBLE UNCQONTROLLED AREAS wiLL NOT BE PERMITTED EXCEPT FOR DIFFUSE REFLECTIONS PRODUCED BY THE ATMOSPHERE,
AQDED ATMOSPHERIC SCATTERING MEDIAa AND TARGET SCREENS.

a. B LASER RADIATION LEVELS IN EXCESS OF THE LIMITS OF CLASS | wiLL NOT BE PERMITTED AT ANY POINT LESS THAN 3.0 METERS ABOVE
ANY SURFACE UPON WPICH PERSONS OTHER TrnanN OPERATORS, PERFORMERS. OR EMPLOYEES ARE PEAMITTED TO STAND QR 25
METERS BELOW OR IN LATERAL SEPARATION FROM ANY PLACE WHERE SUCH PERSONS ARE PERMITTED TQ BE. OPERATQRS,
PERFORMERS, AND EMPLOYEES wil.L NOT BE REQUIRED OR ALLOWED TO VIEW RADIATION ABOVE THE L|MITS OF CLASS | OR BE
EXPOSED TO RADIATION ABOVE THE LIMITS SPECIFIED IN 23 CFR 1040.11(c).

e S anv PRODUCT WHICH RELIES ON SCANNING TO MEET ACCESS, EXPOSURE, OR PRODUCT CLASS LIMITS WiLL INCORPORATE & SCANNING
SAFEGUARD SYSTEM wHICH DIRECTLY SENSES SCANNER MOTION AND WHICH WILL REACT FAST ENOUGH TO PRECLUDE EXCEEDING
THE APPLICABLE LiMIT.

r. AR AL LASER LIGHT SHOWS SMALL BE UNDER THE DIRECT AND PERSONAL CONTROL OF TRAINED, COMPETENT OPERATOR(S). THE
OPERATOR(S) WiLL: .

(T} IMMEDIATELY TERMINATE THE EMMISSION OF UGHT SHQW RADIATION IN THE EVENT OF ANY UNSaFE CONDITION;
@) BE LOCATED WHERE ALL BEamM PATHS CAN BE DIRECTLY OBSERVED AT ALL TIMES; aND
(3) BE AN EMPLOYEE OF THE YARIANCE HOLDER WHO wiLL BE RESPONSIBLE FOR THE TRAINING AND CONDUCT OF THE BGPERATOR.

q- E THE MAXIMUM LASER PROJECTOR OUTPUT POWER wiLL NOT EXCEED THE LEVEL REQUIRED TO OBTAIN TnE INTENDED EFFECTS,

n. P TNE PROJECTION SYSTEM (.E. THE PROJECTOR AND ALL OTHER COMPGNENTS USED TO PRODUCE THE LIGHTING EFFECTS) WiLL BE
SECURELY MOUNTED OR IMMOBILIZED TO PREVENT UNINTENDED MOVEMENT OR MISALUGNMENT. BEaM LIMITERS WiLL BE PRQVIDED
AS AN INMERENT PART OF THE SYSTEM DESIGN TO PREVENT OVERFILLING OF SCREENS, BEAM STOPS. TARGETS, ETC.

. g LASER PRQIECTORS witl. 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 1N EFFECT AT THE TIME OF DELIVERY THAT PERMITS THEM TO
PRODUCE LASER LIGHT SHOWS INCORPORATING SUCH PROJECTQR.

I xlN ADDITION TO THE REQUIREMENTS OF 21 CFR 1040.10(h), THE MANUFACTURER OF LASER PROJECTORS/ISTSTEMS WLt PROVIDE TO
PARTIES WO PURCHASE, LEASE, OR BORROW THE EQUIPMENT, ADEQUATE USER'S INSTRUCTIONS FOR SAFE INSTALLATION AND
OPERATION AND WKICH EXPLAIN THE RESPONSIBILITY OF THE RECIPIENT AS AN iNDEPENDENT LIGHT SHOW MANUFACTURER TO
SUBMIT THE REQUIAED REPORTS ARD APPLY FOR AND OBTAIN a VARIANCE FROM CDRH PRIOR TO INTRODUCTION INTO COMMERCE OF
ANY LASER LIGHT SHOWS.

K. KYHE REQUIREMENTS OF 21 CFR 1002.30{a)1) AND (2) WIil4i. BE ACCOMPUISHED THROUGH THE USE OF wRITTEN PROCEDURES FOR SETUP,
ALGNMENT, TESTING, AND PERFORMANCE OF EACH SHOW. TRESE PROCEDURES WiLL BE (N SUFFICIENT DETAIL TO ENSURE COM-
PLIANCE WITH 27 CFR 1040.10, TNE CONDITIONS OF THIS VARIANCE, aND THE CONTROL OF ACCESS TQ RADIATION AREAS USING THE
PROCEQURES DESCRIBED 1N THE ANSI 2136.1 STANDARD FOR THE SAFE USE OF LASERS (AMERICAN NATIONAL STANDARDS INSTITUTE,
1430 BROAPWAY, NEW YORK, NY 10018) OR ANY OTHER EQUIVALENT USER CONSENSUS STANDARD AND, WHERE APPLICABLE, STATE OR
LOCAl REQUIREMENTS. LASER RADIATION AREAS WKICH CAN CONTAIN RADIATIONMN LEVELS ABOVE THE LIMITS SPECIFIER IN 21 CFR
1040.1}{c), WL BE CLEARLY 1IDENTIFIED BY THE POSTING OF WARNING SIGNS AND/OR RESTRICTING ACCESS THROUGH PrYSICAL
MEANS (SUCH AS PRESSURE SWITCHES, PROTOCHE . LS, BARRIERS, GUARDS, ETCy THESE REQUIREMENTS APFLY TO TEMPORARY AREAS
(SUCH AS DURING SET-UP aND ALIGNMENT PROCEDURES) AND TO FINAL OR PERMANENT AREAS. THE VARIANCE HOLDER WILL RETAIN
THE RECORADS OF THESE PROCEDURES anND THE RESULTS OF ALL TESTS AS REQUIRED BY 27 CFR 100231. A COPY OF THE VARIANCE
APPLICATION, THE APPROQvAL LETTER, CURRENT PROCEDURES, AND RECORDS RELATING TO EACH PARTICULAR SHOW will, AF wiTH
THE QPERATOR OR OTHER RESPONSIBLE INDIVIDUAL AND WILL BE MADE AVAILABLE FOR INSPECTION BY FDA AND OTHER RESPONS-
BLE AUTHORITIES, R
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jB,ADVANCE WRITTEN NOTIFICATION WILL BE MADE AS FARLY AS POSSIBLE TO AFPROPRIATE FEDERAL, STATE, AND LOCAL AUTHORITIES _
PROVIDING SMOW ITINERARY WiTh DATES AND LOCATIONS CLEARLY AND COMPLETELY IDENTIFIED, AND A BASIC DESCRIPTION OF
RROPQSED EFFECTS INCLUDING A STATEMENT OF THE MAXIMUM POWER OUTPUT INTENDED. SuCr NOTIFICATIONS WiILL BE MADE. BUT —

NOT NECESSARILY BE LIMITED, TO: o
f (1) TME CENTER FOR DEVICES AND RADIOLQGICAL MEALTH, OFFICE OF COMPLIANCE (HF2-312), 8757 GEORGIA aVE,, SILVER SPRING, MD
20910, PROVIDING THE INITIAL AND CLOSING DATES FOR FIAED INSTALLATIONS AND THE ITINFRARTY FOR MOBILE SHOWS. IN aDDf
TION, UNLESS ALL ASPECTS OF EACH SHOW HAVE BEEN REPORTED AND THE ACCESSION NUMBERS CLEARLY REFERENCED, EACH
NOTICE WiLL INCLUDE DETAILED DESCRIPTIONS OF EACHM SHOW AND A LISTING OF ALL EFFECTS TO BE PERFORMED IN SUFFICIENT
DETAIL TO CONFIRM COMPLIANCE WiTH THE REGULATIONS AND THIS VARIANCE.
! (2) THE FEDERAL AVIATION ADMINISTRATION (FAR) FOR aNY PROJECTIONS INTQ OPEN AIRSPACE AT ANY TIME (LE. INCLUDING SETUP,

ALIGNMENT. REAEARSALS, PERFORMANCES, ETC.). IF THE FAA OBJECTS TQO ANY LASER EFFECTS. THE OBJECTIONS WILL BE RE-
SOLVED AND ANY CONDITIONS REQUESTED BY FAA WILL BE aDHERED TO. IF THESE CONDITIONS CAN NQT BE MET, THE OBJEC-

TIONABLE EFFECTS will BE DELETED FROM THE SHOW.
{3) STaTE AND LOCAL RADIATION CONTROL OFFICES/AGENCIES FQR aLL SHOWS TO BE PERFORMED WITHIN THEIR JURISDICTIQNS. ALL

REQUIREMENTS OF STATE aND LOCAL LAW WiLL BE SATISFIED aND AnNY OBJECTIONS RAISED BY LOCAL AUTHORITIES WiLL BE RE-
SOLVED OR THE EFFECTS DELFETED. (LiISTS OF FEDERAL AND STATE OFFICES ARE AVAILABLE FROM THE CENTER FOR DEVICES aND

RADIQLOGICAL MEALTH UPON REQUEST,)
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FDA/CDRH OFFICE OF COMPLIANCE

DIVISION OF ENFORCEMENT il
2098 CAITHER ROAD; ROCRVILLE, MD 20850
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“THIS DOCUMENT IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTAIN
INFORMATION THAT 1S PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE UNDER APPLICABLE LAW.
IF YOU ARE NOT THE ADDRESSEE, OR A PERSON AUTHORIZED TO DELIVER THE DOCUMENT TO THE ADDRESSEE,
YOU ARE HEREBY NOTIFIER THAT ANY REVIEW, DISCLOSURE, DISSEMINATION, COPYING, OR OTHER ACTION BASED
ON THE CONTENT OF THIS COMMUNICATION IS NOT AUTHORIZED, IF YOU HAVE RECEIVED THIS DOCUMENT IN
ERROR, PLEASE IMMEDIATELY NOTIFY US BY TELEPHONE AND RETURN IT TO US AT THE ABOVE ADDRESS BY
MAIL. THANK YOU.



