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Dear Mr. Liverman: \ WL e

This lerter le in response Eo yours oé Darembar 29, 1977, to che Direcrkor,
Burcay of Badieclegleal Healch, Food ard Drug Admimistracion, Tegquesting an
exemprion frow che FDA radiation safesy performance scdndard for laser
producrs (21 CFR 1050,10 and 1040.11).
i ]

Undnr the avrharicy delegated re the ¢nm=issiunnr of Faod and Drugs by che
Assistant Seeretary fer llealrh, Depazémenc of lealch, Educarion, and Welfare
(Z1 CFR S.1), pursuant to Sections 358 and 3B0R(b) of the Public liealch
Service Ant, as amended by the Radiacien Control for jleaith and Safecy Act
of 1968 (42 U.S5.C. 5§ 263%f and 263j) #nd redelegated to the Ditector and
Deputy Director, Durcau of lodiolepictl flaaleh (21 CFR 5.87), I hersby
exempt from cthe provisions of 21 CFR *0&0.10 pnd 104011, and frem the
provisions of 21 CFR Part 1002 (exeept § 1002,20), lager products af a
type thar meet the following eonpditiogs: (1) preducts used exclusively
ki, by the DPeparctment of Enmrgy or by tliel? confractors ac DOR deslgnated,

i poveroment—owvnad contrastar=eporated {GOCA) Zacilitles,.and that are used
) in unique tescarch applications or ‘aglesmponents in lprzer research and
devalapnent systems, and (2) prodvctsinot of o model usually manufacrured
as certified laser products, ' ’ .

! The Burzau of Radiolegical Healrh has censidered Che chclesure : submitted

i . by the Deparcusnt of Energy includivg; the standard haalth aod safecty elacsa
i intogral to all conkcacts and sub—cenbraccs; tha September 22, 1977, list

‘ of eontructor Facilitics; the list of: health and safaty program standards

: applicable to rhese contractor aperalisus, gated Mareh 26, LO7¥, and Lhe

| represontabive sampling of lascr safefy procedures ol warious GOCO

; faellivies. :

The exemption is peranted upon the Eulhuwing'condltlnua:

| . 1. The Depattment of Euergy shall provide and enforee ko the cxtent

z practichble, conzistent with tha vpsoavch objectivex withla each DL
or GORO fuciliry wuzing exumpted lager praduvers, Lhe American Haclanal
seandard for Snfe Use of Lawees (ANSL 2-136,1-19/76) and the Foederal
Standacd as seC forch in 21 CFR 104010, 1040.11 awd 1UOZ.
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2. The Department of Emerpy shall establish ponitering procedures to
assure that lager products procured o used by che DOE or its
-. coptractors pursumnc to the roquested| eXemption ghall be designed
expressly for use ar componenta in latrper research azd development
systems or in unique resaarch appli.ca}'ions. Tha DOE shall provide
wrircCen authorigation to manufaccurers te sell or eranefer to DOE or
% ita contracrsre each exempt laser profiuct. Such cuthorizatien shall
! include a rafarencs to the authoxicy provided by thiz lecter and,
for aach exemprfed produst, (a) an ldentification by make and medel;
(b) an overall demariprion of rhe product and (c) a dageription of

g *; the incorporated laser.

: . 3, The Daparctment aof Energy shall wain in a permanent recard af

e jdencity by maks aud model of &1l ex mpted lasex products,

1 I

?ﬂ% 4, Exempted producrs shall not be dispoged of through excess or

i surplus property channels without advance authorization by Ehe FDA.

§ i

v ] 5. The Department of Energy =hall pruui&e an anpusl Teport to FDA
smmavizigp the Internal vecorde spe¢ified in paragraph (3) above,

,fﬁ . on the exempted products, identifylog Eypes of lager products aod

= i manufacturera, :

ﬁé; 6. The Department of Energy prucuremen:}spacifinatlnnﬁ far such

I exzempted praducts shall include, to ther extent practicable, the
radintion safety provisions of the applicable Federal Standard

{21 CFR 1040.10 and 1040.11), Adequite alterpmative safety comtrols
are to be provided by the DOE where LE i not proctiesble, conclstent
with the ressarch objectivee, to adhere to tha Pederal standard.

Any mubscantive smendments to the ragiation safety proceduTes
enclosed with your letter of December 29, 1877, shall be submicred

co the FhA. i -

e 7

7. all exemptiod lager praoducts are to Ha claarly identified by = label
permanentl - affized to or imecribed on such product co 83 to T
legible ind readily acceesible o vilew when rhe product is fuliy
agsembled for eperation. The label shall epntaln the wording aec
forth below: )

CAUTT
This eletkromie product has heen exempted from FDA
laser tadlation safecry patfuzmanne stapdards prescribed
in the Oode of Fedaral Regulacions, Tirle 21, Chapter I, .
Subchapter J, pursuant to E::np:iun No. 7BEL~D1N0OE £ssued
on May 26, 1878. This product should not be used without
adequate protective devices br procadures nor dispozed
ef through &Xgess QT regula.ri surplus propercy chanmala, &
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commitacats, apd those addiflonal l:ul‘ll];l.tiun!i_uel. forth ia your fectcee of
..Pecember 29, 1977, are Eulfiillcd by tiw Depactment wf Epstyy and it

conLractarg, Thoe cgemptlon [mny be withdraun ot amended S0 dny of chosg

gorms are nol adhcred te, of iF othor KaformaLion bocomes available cthat

indicates that the public kealth aud safery dre not adequately protectod
_ from cleetronle product radiacion caitjcad by products exenpted pursuant
: to this authocizatblen. :

L |

This exempclon is firanted u;{:n the und%:r:::nndi.m; that all ef the abovg

1-is cxempcion shall be raferred to as Exemption Mo. 78EL-OIDOL issued

! on May 26, 1978, and any correspendence ceacerning its impicmencacion

b o= should be dirccred toe the Directar, Division of Compliance, Bureau of
Radinlagical llaalth. A eapy of your %mnber 29, 1977, lelter requesting
the exenption (with attachnmeénts) and this notliee of appraval will be Ciled

in the DA Public Records and Documeats Center, Roam &C-04, 50600 Fishers

i

" Lane, Rockville, Maryland. . -
|
!

| We appreeiate your cooperdfion in this matter. 3

i
Sincerely yours, 1

| ol
- n i
Jehn C. !\'illfnr:u
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Dirceros
(jurmau _c}.E Radiological Health
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