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RADIATION SAFETY INFRASTRUCTURE APPRAISAL (RaS1A)

/ AND SECURITY RELATED PUBLICATIONS
IAEA SAFETY STANDARDS

Undar the terms of Article I of its Statute, the JAEA is authorized to establtsh safety standards of
rotection against ionizing radiation of people, wmhﬁs patients, members of the publtc and
thc envamnrzwnt and to provide forﬂ'w application of these standards to peaceful nuclear activities.

The regulatmy related pubhcatzons by means of which the IAEA estabhshes =safety standmds and;
measures are mﬁued in the IAEA Safety Standards Serm Thts ‘series covers nuclear ssfety,
radiation safety, transport safety and waste safety, and also general safety (that i of rele intwo

or more of the four areas), and the categories within it are Safety F:gld mentals, Safety
Requirmem:s_ a,nd Safety Guides: S

Safety théamentals (blue lettenng) present basic objectives, concepts and

--_'_ncxpies of safety
and pmteettmi in the development and applxcatwn of nuclear energy far pcace. X

1 purpeses

| Safety chmmmenm (red lettering) establish the requirements that must be met to ensure safety.
These requirements, which are expressed as ‘shall’ statements, are gmfeme:d by the ahjettwas md-
prmmples presented in thc Safety Fundamentals. _ T

E

Safetv Guides (green lettering) recommend actions, conditions or procedures for meeting safety
rirements. Recommendations in Safety Guides are expressed as ‘should” statements, with. the- |
implication that it is necessary to take the measures rccammmded or cquwalent alternative
mmums to mmply with the requirements. o

The IAEA’s safety standards are not legally binding on Member States but may be adopted b}' g; 1, o

at their own discretion, for use in national regulations in respect of their own activities, The standard
‘are binding on the IAEA in relation to 1ts own operations and on States in retatmn to a"_ ﬁ _ m
assisted by the IAEA -

Informatm on the IAEA’s safety standards programme (including. edltlons in| languages other than
'Enghsh) is awailable at the IAEA Internet site: T |

Or on request to the Safety and Security Coordmatwn Section, I.AE.A P 0. Box 100, A—l4GD anna,:
Austria. |

TYREL ATED PUBLICATIONS

Under the terms of Articles III and VIILC of its Statute, the IAEA makes available ana fﬁsters the
exahmge mfmnatlon relating’ to pear.:eful nuclear acnwttes and SErves as an intermediary aﬂg’
its Mem. yer States for this purpose.

_Re s on safety and protection in nuclear activities are issued in other series, in particular the IAEA
Safety Ke Senes, as informational publications. Safety Reports may describe good pmctmﬁ and -

ot establish mqmrements or make recommendatmns

EA series that mclude safey relaed publicatons ae the Technical Reports Series, the

tical examples and detailed methods that can-be used to meet safety !fe‘qmrements Th&}' dﬂj._'i_@"“. Sk
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RADIATION SAFETY INFRASTRUCTURE APPRAISAL (RaSLA)

Manusls. The JAEA also issues reports on radiological accidents and other special publications.

ADDITIONAL SAFETY AND SECURITY RELATED REFERENCES

The IAEA has developed a comp_xjejhensive Nuclear Security Action Plan, W’h!rth was appmved by the
Board of Governors in March 2002 (GOV/2002/10). This plan includes activities for the prevention,
detection and response to acts of terrorism involving nuclear or other radioactive material in use,

storage or transport, whether for nuclear or non-nuclear purposes. It recognizes the need for a

comprehensive approach, leaving no gaps or vulnerabilities that can be exploited by terrorists or

criminals.

Nuc-le.ar,s;gcurity is first and foremost the responsibility of the State. The Agcncy has taken a multi-

track approach by promoting awareness building for nuclear security, by providing security guidelines

and by providing direct assistance to the States.

In aéditlon,thc 1AEA re#iée& the Code of Conduct on the Safety and Security of Radioactive Sowrces
to strengthen its security provisions. The text of the revised code was approved by the IAEA Board of
Governors in September 2003, and in resolution GC(47YRES/7, the IAEA General Conference

endorsed the objectives and principles set out in the code, while recognizing that the code is not a -

legally binding instrument.

To support the implementation of the code, the JAEA also provided interim guidance on the secunity
of radioactive sources in TECDOC-1355, and integrated radioactive sources in the scope of the draft - -

guidance of the definition of a design basis threat. Ultimately, these documents will be published as
part of a dedicated suite of nuclear security documents. - S e

. INTERNATIONAL ATOMIC ENERGY AGENCY
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RADIATION SAFETY INFRASTRUCTURE APPRAISAL (RaSIA)
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| En-rrom.AL NOTE

Altkaeugk great care has been taken to mainiain the accuracy of infor
or its Member States assume any responsibility for consequences, which may aris

-:desigmriw of countries or territories does nof imply any judgmm by the pubmmr. _

couniries or. territories, of their authorities and Emﬁm@u g cy‘” the a?dmtaﬂm

of s :fc mmadms or products (whether or not indi
f PM norskwfd it be construed a:anmdmme
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RADIATION SAFETY INFRASTRUCTURE APPRAISAL (RaSIA)
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fety Standa GS-R-I on Legal & Gﬁvemmental Infrastmctufc -' iclear, Radiat

Radioactive § _ t Safety (GS-R.1). In su'_f o
. ;p 0 _jvméjf, mcluded pr&;mts m rts Tﬂﬁm&ﬂ Co sperati m 5"__7;__ 0,
str .f"amng thmr regulawry prosrmmes for radzatmn saf'ety Sub. iently, on

September 1998, the IAEA’s General Conierence adopted. ! resolution (GC(42)/RES/12),
‘which enc ;;mgad all govenments to; “fake steps to ensure. the _mtewe within thexr-

B ternmnes of effective mt;ma! systgms aof control for ensuring 1
- sources am'? ﬂtﬁ” security of radioactive. materials”. More than
Agency s assxstance through national and rcgmnal Techmcal Cna

a agr is, Teg ”_}arané éxtra-badgetm'y pm rammes. |

S5, R,,l), the Code of Conduct on the Safety and Securit adioactive Sourcs
eting the objectives of the General Confermca resolutm .of 25 September

ety af 'r___ff;f mm -

Consequémly, a document (IAEA-TECDOC-1217) was developed to pﬁmde ""a""mmﬂ;f-k,gy.

by which the status of the infrastructure for a rcgulatory programm fibr md:atma saf ot
be assessed. Appraisal also identifies areas where improvements are necessary O
Imu_ally, ap ]ralsals (originally called Peer Reviews) were provide thmugh IAEA
Safety

et cauld

R.egulatary Infrastructure’ (RSRI) missions. By the en of 2002 sume' .55 Peer' .

Reviews based on TECDOC-1217 methodology had been completed and expenence gained

has been invaluable in developing the Radiation Safety, and Secu
Inﬁ-ag_ ___’:cture appraisal Protocol (RaSSIA).

The IAEA revised the Code af Conduct on the Safety and Securi
strengthm its secunty provisions. The text of the revised code was ag
Board of Governors in September 2003, and in resolution GC(47)/RES

Conference welcomed the Board's approval and endorsed the objedtives : ciples se
in the code, while recognizing that the code is not a legally binding 1nstrummt ‘The Gen

of Radmactzve Saurces to

ty of Radmac:twe Sm:trces '-

‘Conference urged each State to; “write to the Director General| that it fully .mppaﬂs cmd |
endorses the Agency's efforts to enhance the safety and security) qf' radioactive sources, is
warkmg toward following the guidance contained in the Codle and encourages other

countries to do the same”. Many countries have done this. The IAEA also dcvcieped
additional, more detailed guidance on the import and export contrals on radioactive sources

in support: of the Code of Conduct and prowded more intenm gurdame on tht: sccunty of

_ radmactwe sources In TECDOC-1355.

In 2004 . the Board of Governors and the General Conference in GOV/2004/52-GC(48)/15
endorsed a policy on Promoting Effective and Sustainable National Regulatory Inﬁ*asmutcture

! There is some variation in the terminology used by States. However, in the context of t this document “law" is taken to mean
the primary legislation (Act, Statute, Decree, etc) which establishes both the regulatory body and the principles by which

workers, the public and the environment are to be protected against the hazards of jonizing radiation, as wi! as thz- |

rrgufaﬁms' Fm the purpum of thc RnSSlA legislation and rcguiat:ons are awms:d separattiy

JTER) _amw&awmm mnmf AGENCY | |
v«n’mm Smsc 5, PO on m, A-lm Vierma, Austria
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RADIATION SAFETY INFRASTRUCTURE APPRAISAL (RaSIA)

~ IAEA RADLATION SAFETY
' APPRAISAL IN B RAZI

The I.nte;rnatmnal A.tamm Energy Agency (IAEA) is resp@nsxble fcar the: dmrelapment d
"..af mtematwnal protect th, envire: d

andards for the safety and protection
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RADIATION SAFETY INFRASTRUCTURE APPRAISAL (RaS1A)

} AND RECOM ENDA;!;I-NS
of M Te&m s findings appears. in a later section of this
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_in Brz _:i.'.'f'-"_j::'::llShEd andf fully eperauanal as a result f the avazl:_____ _';:_:_f_jig ux‘_' se
- with _' N the pref&s51enal campetcnce ef 1ts staff and thc resources made

the mgulatary s em for the control ve installations and sources
ls waﬂ estabhshed and fully aperatmnal 1ts effwttvmess ?.nd eﬁclmcy cm}d ba* .

4 118, 2'}'th August 1962,
7D "”-f:'if"'*?:be,r 19? and Law N° 7781, ___2?"'_ L

Ccmduct), in parﬂcular it does not include : an exhmisti __ lis
fi }_;-i__'j{tmns to fully empower CNEN to operate a regu programn
Ie;';s' .f_f;';twn scems ta wariap wath Dacree 3 029 16&' 9, ,' h

» CNEN mtemal rulcs do not seem fully mnsastent with Decree 5.667, 10“1.
] anu,.. ry 2006, estabhsmng the organizational structure of CNEN. TH 1ese rules ass)
radzatwn safety regulatory functions to two entiti¢s, one of] which is identified a
o research unit in charge excluswaly of research and devek gpment -activities by
s&c " This unit is operating high activity sources (eig. Secomn ary Stands
Iaslmetr}f Laburatary) sub_] ect to regulatm'y cantmls andﬁ carrying out inspecti

. 3 Y leglslatmn Wlth the objechve to strcngthen thi efcctwams g
indepenc f ' g _; atary bady in lf_;;a mth the_ yemational
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~may formahse many of the regulatory funcuons cur.rcntly camed out by CNEN
thout a clearly identified'lepa faaﬁ&n o

~__This may also stren en the eﬂ'actwmess aaﬂ X - e
tatwn safet.v re.gulatary programme as wg] flective independen he
radlatmn safety regalatary body

am IVE

1x)  RaSIA is des:gned to provide the JAEA and the State 1@ question with means for

evaluanng status of progress in establishing and/or mplcm¢nt1ng a natmnal mgulatm-y
~ infrastructure for radlatmn safcty and secum}r o{ di

_ aactwé sources.
Missm aims and objectives ' '

-x) ' The aim of any RaSIA rmsswn 1§ ta assist the wquestmg State in assessmg and, if

- needed, improving its ;regulatory infrastructure for r ':_ﬁ_'_f_ﬁ_j_'_atlpn safety and the secunty of '
- radmactwe sources by -

. ,__-:éemﬁucung an appralsal of the current status ﬂf the natwnal regulatory inf -;astructure
- for radiation safety and security of radioactive sources thh regard to international
o :;._smndards, the Code of Conduct Jor the Safety and Se¢ rity of Rﬂdfaactwe S@chs
B ]atzd othar IAEA pubhmﬂns (m partxcular those hsted Appendix 7);

' -_pmv;dmg an actwn plan for lmprevmg the na,nnnal ragulatory mfrastructure in (. ._
~ accordance with standards and thc Code of Cmduct - _ f

| * - zdﬁntlfymg and shanng g,ood practlce
Swpe af appraasal

xi) A R.aSIA covers the requestlng State’s mfrastructure for radlatmn safety. However, -

o _'thls apprazsal dnes net cover the dlagmstzc X—ray practlce 'I‘he scope of thc aﬁpralsal-
-fm' Brazﬂ was

. ta appralse Braz:l s natmnal rcgulatory 1nﬁ-astmcture fetr mdiajtiun -_ sa-.ifety with
'eular rcference tothe: - : - B

legislatwe and stattrtory framewnrk 1e ' - *
legislatzon -

regulations and guxdance
regulatory body establishment and independence;
_ _re_gu,latory. body staffing and training;

-T———

% The scape af the RaSlA mission excludes the rcgulatory u:nntrol ot‘ rachamn sourcas in diaﬁna.st-i: and interventional
mm%hmmeﬂedhymhﬁ:mryﬁfﬂuim T o | | Y

' 4 .
RaSIA Brazil, 13-17 November 2006 | | o
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xiv) A detafﬂed dayﬁ-by-éay work schedule was devetﬂped _; y the

RADIATION SAFETY INFRASTRUCTURE APPRAISAL (RaSIA)

regulatory ba&y fl.mﬂin?g; '
- coordination and cmpemuon at the national level;
mtematmna! cct' '_ti_ofn.

he r:gu.latory bocly

o :,actwmes nf

ional register of ra

enforcement;
mformatmn management;

o _-_-'_:_;quahtym_._ﬁg_'...;_f--:_;ﬁm“mr'* '

. to prepare an "appra-isal _report
' rmommendatwns fcr strcnghm the nation: .

° .tci" develc-p, Or updg 1C a3, ﬂ{__.ngPﬂatﬁa the relevant IAEA Radmnmz and Wa.s'!e Safety
- Infrastructure Profi le (RaWaSt)

* o This Appraisal does not address the security of rqdlaactwc sources_ _m terms of
prevention and detection of, and response. to ;rr;ghcmgs acts mvalﬁ_é -;5-;adloacuve
materials. It does not also address the’ regulﬁm}*f controls o1 radiali

dxagnostlc and mte.rvmu onal radiolo gy

' To assist the counterpart in the pre ﬁar thc missmn the IAEA,PI?wded a pre-
o "-appmsal quesmnnmre cavenng the Ch_ Terent elements of a national ;#gulatmy

the counterpart pnor to mmmencement of the rmssmn (4 pp >nd

_Appraisai Team

Xv) The R SIA Team cmslsted ef B. Djermaum (IAEA), B Mrez (Can&da), iM Sonck
(Belgmm) M.L. Perrin (France) and C. Murith (Swnzcrland} .

Conduct of the appralsal

x_v-z) The appralsal process mcludes o

* apreparatory meeting of the appraisal Team;
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Apprasa retaand bjeives
Adeqmre fegulanon is the hy to bemg Py ————

B Eﬁé€rfv€ aperaflofl Of a _ -:*_:.= P s et .:. LT %~— -.::-1“‘;: ;:r 11;;,"""' f;:.”?”;ff, m' iﬂ : e IE% i f

prehmma.ry ﬁndmgs of the R.a.SIA Team wem

Introduction

Th]}f report documents RaSIA findings a,g:‘sl.mst each e}cment of thc agr:_-.g__;. e
with an overview and the basis for any findings. Appendix 1 of ﬂhs ot R
plan ansxng frem the RﬂSIA ndix FEpOTt presents an-

This Eecnnn premnts - fu]l ” " Team- s ﬁldm ]
R&S y canc
mad& 1n acmrdance WIth the > -**-'- Gf thﬁ i"ﬂ_"i 188l ag: gs -

. Legishﬁﬂn (act law decree
| the BSS, GS-R-1 and the Cede”f__ﬁ”.-{ -onduc

ppraisal | o evaluate relevant information in orde
| the State has achieved the above cntm |
existing national legislation governing mil tﬁ

| radmactwc sources and especlally the esser iti 11 ﬂ‘ff”_' b i ot
| such as the allocation of respor sibilities, and the establishment of
o cffechvely mdependcnt and resomc::d m_ 13;; . ﬂ body

1. 1 The Law Ne 4 118, P August 1962, med:ﬁed and am o Foace N
16. Dacm};er 19?4 and the Law N"' 7. 73] 27th June 1939 eﬁf

" The reiwant scctmnsfparagraphs nf the JAEA documents providing the 'bm--'ifﬁr thg. appratml mtma are qmzad m:.. "

Appendlx I RaSl A action plan for Brazil.

RaSIA Brazil, 13-17 November 2605
H‘JTERNATlONAL ATOMIC ENERGY AGENCY
Sm:c 5, PG an lﬁﬂ &Jém ?' Ay

nos, Austr;a s
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1.2.

- authorize and Inspect

Addmonally, the Presidential Decre
organizational structure of the CNEN to 1mplmmm the above

RADIATION SAFETY INFRASTRUCTURE APPRAISAL (RaSIA)

1ssue spec1 ﬁc regulaucms for radmlogxcal protectmn and nuclear safe.ty

ests bhsh regulatwns and spaqdafds of raﬂlolaglcal protectwn rslated to tha use of
nuclear installations m materials, puck ndling,
_.am:l dz&cge of radioactive waste, buildir

: _speczfy mstallatmns to be cansxdcred as nuclear,

mﬁtenai ransport

authorize the use of mhmsat s for research and use m medwme agncul:turc and

mdustry, e
tive mstallatwns

_ mu.ldmg and operation @f radipac

functmns as’ ass;._”

law and lts amended varszons

'- g ;__.f_'_f:z,atwnal stmcture 1dent1ﬁes one spamﬁc entlty m rel_atlon o radxatzw safat}', _thﬁ

:_:-

, fi 'tmns af the DRS ara to plan co-ordmate regulate and supq:rwse. N

5 .g_ plan, argamze: and control the 1rn~pleman !

As it ceuld be m:;ted  ' O _ j al Lecre:
~assign any W-f’“fuactfmm bilities relatin,
to mmmans actmt:es e T T 5

(as mmtwned in 1. 1) ‘the Presidential Decres N° 3029, 16" A "n11 19 estf Iz
> regulatory body empowered to regulate, control and inspec L

the execution of the actav:tles of hccn
' mstallatlons

¢ ﬁ_gthe mspactxon of tulcral mdustnes,

__;__nuclear safety;,
radiological pmtgqtim; .
e nuclear and radioactive emergency;
'managemen’t :cs_f radioactive waste and transport;
sanguaIﬂs N -

physmal pmtectlon

B

| wntrol of nuclear matenals and matenals of nuc}ear mteresi

-- cemﬁcatmn of quahﬁcanons of pmfcssmmls in these ﬁelé#j. |

STRINY m fpmjﬁ%s'

In addltwn to the pnmary lﬁgl_.:.__._f..,... ,_,tmg to mdm

- wmw-wmvmzuﬁa
- ATOMIC =y AGENCY

w:mm5':wm'tm'a- Mana, ma
1

ee N° 5667, 10" January 2006, cmbhms the

tion pf nucluar and radwactwe_




Regulatkms and gmdance

| radiation saf e:y and secumy af radi mact: ve sources.
| App rm‘m! cmermn

1N anskierhﬁ&lth.

- The primary | n (as mentioned in 1. I) dws not caver adequattly, mrer aim the
fﬂllmvmg aspects S . G

141 tadeﬁnetheobjecuvcsfmthelegaslanan R _
1.4.2  to define the scope of the legislation; A

1 4 3 to clearly establish an effective independe
of promatlonal activities and gwwamn 31‘ services);

t :

_ 1.'4_.'9 | to asmgn rolcs and responsibilities for a rapid 1
- radioactive sources or for regaining control of 105! ’

1411 to address appeals against regulatory declswns ' e ﬁ R
However 1t has to ba nated that most of these sub :

The respons:bllmes and functions asmgned te CNEN | ANVIS;
bﬂdles are hkely to overlap in the field of medical practaces (e g var med

APPmmll crztermandabjem«m S | ¢

Pre.s‘c'f*:prwe and performance based regulations are regu red mprmqﬁe an appropriate level of | -

| A s}’stem of natwnal regu}a s ;m aﬂd gli ' ce E#iﬂted to radiatlan' |
safety and security | of radmactive smm: 3 ;I as begn __ _._-_;
o ineluﬁs ative Soohn b o

]
' Fl
al
. e . - K . ) . . . T - e ' i S TR s - ] ;ﬁ. - ) . I
- H o . T i . 1 g L AT . . bl i B ' e o [
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RADIATION SAFETY INFRASTRUCTURE APPRAISAL (RaS14)

 Appraisal f -umgs

. The direcnve CNEN—-NN 3.01 Diretrizes Bdsicas de Protegdo Radioldgica, _
;; , 13 basad closely on the BS@ am:l covers most of the principal elements
- ffactive rai regime. Ha ﬁ._;ever, thls directive.does not allow

1 7 The cla551ﬁcat10n of mdmwtwc msta}latwm as deﬁcn'bm in CNEN- and
being used for the risk-based approach is not fully censmtent thh the mtemaiwna! stan lard
(RS-G-I 9) - R DA B

1.8. Spct:.lﬁc regulations have been pubhshed in the followmg arcas telethempy, )
brach-j_fﬁ: _'_eraPy, nuclear medicine, industrnial r__f_-f,___fomhy, . rmmng, ‘radi -

management and TENOM These specific regulations, which have beer publish

'2"5 Far' Sllbj ccts lxke mdustnal lrradxator blood lrmdxater, wellild

m a' general guide.
1.9, There are also specific reglﬂ‘atmns that address transpurt of r&dmacuve matenals

“NEN-N ii.j*;i;-jf..s 1) and waste mmagemcnt (o NE-G 05)

tl almtarm tmd o:ﬁyecﬂm .

An -'7,'-'5”::-"5;'__'mwdy mdfpemfenr regufarary body is key to bemg ab!e {0 implﬁnem and maintain the |
| préctical provisions (e.g. regulations) necessary to achieve appmprmte levels of r f,_;:'_‘tmn sc;fefy_
mm‘ .s'ecurzry of radioactive sources -

¢ An ely independent regulatory bada has bem esta '_ shed and

lis tdequately empowered by legisl ;éll, W“ﬁ fﬁ*
communicate directly with higherlevel governmentsal aut
Where more than one effectively: indemdmt regula'}i
been estab!ished appropriate formal arrangem

| to ‘ensure that responsibliities and fumc iéns are ctuﬂy
- properly coordinated and not dup!icated .

To determine the extent to' wh:ch the tc' has achxcved thc abwc-__

appraisal criterion. This includes evaluating | 1T g
| to the functions and responsibilities of the mgulamry bady and Itsf N
| relationship and interaction thh atht:r nhtwnai sdies mmlved m L
e - fmdmmsafatyand secmty . e

. Apprmsal f‘ udmgs o
- 1.10  The Law N° 4.118, 27"‘ Au gust 1962 modified and amended by the Law N° 6. 139

1 6‘_“. "-? ;bm 1974 and the Law N° 7.781, 2‘79' June 1989, assigns to the CNEN regulator |
B i c@ ;5 ‘well as pramotmn of the use of nuclc:ar energy amd oparanon uf mmn j_ 4
;_ﬂactwe mstallatmns _ . R

1_.31'.1 Presently, the regulatory functlons rclated to thc control of sources and installations, as
A3S1ENe by tha wa law. to ( CNEN, are bemg camed wt by thc General C: ';i::‘.ardmatmn nf
2 ~ Indus m) ami IRD for mspectlm in the field, bot ent: %Sarﬁ within DRS. However,
1 N - "thls daes not seem to be consistent w:th the spcclﬁc statu;s given to IRD bythe Pmsxé

Ob_zectwe of ﬁppmiml |

<. T R . :. ."-_u._ -_:_-.-' o . ot - . o . .
::...d"."-lirﬁ-:-{" AT "L '.".:L.!'r\-"'\- i :.:-." - "-p': oot Lo th f": s Tl PR - . : - - ’ " )
B T R o T S e e
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RADIATION SAFETY INFRASTRUCTURE APPRAISAL (RaS1A)

Decree N° 5667, 10™ Jan ' '
uary 2000, establishing the or g;m
ganizational th
f:;;bﬁ?a:mm‘s are carrying out mspectmn activities wﬁh ture f . :,;CNEN. __ In_

Regulatory bOﬂY Stafﬁng and' 'tra_inin'gl

- Ap mem“? E;e’f“ and _ijgéfives o

' ;"‘"’“" "m a sound ow -. dge of practi
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i ng lﬁtﬁ ECCount thﬂi the
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ki ants are » not uwl to und
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e "m:e budgez‘; fz’ﬁi:f}:ﬂ :;Hbemin ! :’ie fﬂ;’;} u:i;r s obkganans wm'er the Ieg&lmwn .
pravzded :hmugh the authanmtian Pmceig g | funding not :’mked {o ﬂre mmme that mig}zt be
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RADIATION SAFETY INFRASTRUCTURE APPRAISAL (RaSIA)

l 18 In acwrdancc w1
 requests which go 1o the State budget.

1. 19 ‘The current bmldmg, office famhtms and mspectmn equ:pmmt are adequat

extent and nature of the regulatory activities.

1.20 The support facilities available
hbrary, laberatnry testmg and mstrummt cahbratlon, app&ar to mccu

Cmrdma;_f_n and eaaperaﬁan at the national level

teric amf abjectwes

.....

intervening organizations, castoms, ’!aw

) "'and functions. -

| security of radioactive sources in order to det
the State has achicved the above appralsal

App rmsaf ﬁndmgs
There are formal arrangements in place with ANV ISA,

do Mma -
Camércm Extenc}r) SINAER (S1stema Nacional de Avcnguaqio

inistry of Labour to cooperate in relation to the lmpl, _

2

Conperation and coordinatian at the natienal level have been
| formally ‘established and are maintained wit _authorities,
enforcement, profes fessional |
| societies, universities and technical services, as appropriate. 1k is
| includes the formal and clear dmiﬁona! respective responsibili

to CNEN headqlm‘ters antl IRD/DRS site, such as

ths currcnt naﬁds

trmm e s == s mmm e e s [P

il uatc rt]evant mforrnatmn relatc:d to nade with other
| national bodies and orgamzatmns involved  in r

I T ey :

Ambiente e dos Recursos Renovéveis), SISC.MEKL (Ststcma Intg,- ‘ :

ogramime. However, the Team was informed that regular tabt'l i3 h o

relevant orgamzatlons

It has t.a bﬁ noted that the system established for the control of

_ Internatianm -cao'peratian

Appmtmf criterm and ob}ectrves

| Appraisal criterion
T ._other regulatery authontles in tha regt

| international orgnnizaﬂons.

ijecﬁveaf ﬁpﬁmiscﬂ » Tc cvaluatc relevant information f‘ela‘ltd 0

| RISIA Brlzll, 13*1? mvmrher 2006
WTER.NAmﬂﬁL ATOMIC EHERGY AGENCY

Wtw'tr Strasse 5, PO Box 100, A-1400 Vienna, Austria

Necessary cooperatm is . fermally estabh qd and maintained with |
n and with ame.i_iate ._

ing countries and mtemammal m-gammtmus _
ne the extent to which the State has achieved the al:mre appre

£l

Ihe lmpm't and export of

15 ve:ry eﬂ’ectwe and efﬂcwnt andf mulﬂ be usad asa madal

anangaments made with |

in arém' t0  : |
isal |
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ON ONS (Legislative and Stamtary Framewerk)

1.25 Thc primary legnslatmn regulaung the radmactwe mstallatwns a.nd sources provided

. 62, modified.ax __ Law N° 6.189, 16"
cemnber 1974 and the Law N° 7 781 27% June 1989, establlshmg the CNEN is not entirely

de of. Cmduct, whmh wm zssued at a

thraugh Law N° 4.118, 27" A

in lme with the present International standards and C
later date |

sems to over apmththePreszdentmlDecrecN 3.029, 16" April 1999,

contml n nwd;cal pracuce:s

1 23 The direcnve CNEN-NN 3.01 Dzremzes Baszca,s de Pmm F" R&dwlagzm estabhshed
in 2“5 is. basad closely on the BSS and covers most of the pnncmal elements necmsazy for a

to implement the pnmary
bem*een these two laga]__

- regulatory programme. ‘This directive is providing provision
legm!atmn as mentmned in 1 1 however merc 8 an. z-
‘instruments. -

:__:llﬁlt K

_ 1 29 The a.deptmn of a different classification of radioactive ms;allatmns a sources with
hiness nsk-ba%d approach.

- respect to the mternatwnal catcgunsatwn ‘might aﬁect the usa
R bemg used |

130 Sgwcxﬁc regulatmns fm' dlffemnt practtces which have beem pubhshed between 1990
and 1996, may not be consistent with the above directive. Haww ! the Team was mfonned'

that these d&cumems are being reviewed. . |ﬂ

1 31 The pwmmxanal activity of nuclear energy as well as t "ee operation of nuclear and
. raduaeﬁw facilities and the provision of services by some en das of CNEN (e. g. isotope
production, provision of dosimetry and cahbratmn services etc. ,rmxﬂlt aﬂ’ect thc effec’cwe
lndepcndanee of its regulatory functions. r

1.32 The internal rules of CNEN, being used and not yet app ;oved by the Mnnstry of

- Science and Technology, seem to introduce some evcrlap with rcg%rd 1‘9 the fune tmns camed
out. by CGMI and IRD pamculaﬂy those related to 1nspectwn | -

lities
gt CNEN!CGMI and IRD

be sufficient to carry out its regulatory functions over the 3383 fa
1.34 The lack of a formal staffing plan and training prograr

- may lead 10 a sub~0911mal use of human resources and. ”cau"l' affcct the effic cwncy and

_ -_effacnvﬂncss of the regulatory programme.

12
RaSIA Brazil, 13-17 November 2006

~ INTERNATIONAL ATOMIC ENERGY AGENCY

Wam Etmsse 5 FO Bﬁx ’}w A-fm Vienna, Austria/

Bolma, Chﬂe and Um-: }_;’i_;_ay, as wcll as

-
L]

¥ I

.
L

33 ¢ _e human resources provided by CNEN to DRS through FGMI and IRD seemnotto
c .
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" RADIATION SAFETY INFRASTRUCTURE APPRAISAL (RaSIA) -

1.35 The formal arrangements in place between CNEN and other national agencles involved
in the regulatory process enlmncc its cffectweness and cfﬁc:ency in opcratmg thc naut:mal
- regulawry programme (e.g. CISCOMEX system) -

_ REC.MB:-_, '--? j;_NDATI.NS (Legislatwe and Statnwry Framewnrk)

1 35 Thc pnmm'y leglslatwn regulatm g the radmactwe mstallanons and sources, provided
through | » Law N° 4.118, 27" August 1962, modified and amended by the Law N° 6.189, 16"
‘December 1974 and the Law N° 7.781, 270y June 1989, estabﬁls‘hmg the CNEN, should be

iewed and revised in mﬂm’ to ensure 1ts cansiste;ncy wlth the BSS GS—-R-I and thc Codc c'af

In -partlcular 1t shauld exphc:tl}r
. . dcﬁne objsc:twes for the leglslatlon B

. _define scope of the leglslatwn N o L
. cstablzsh an effectively mdependant regulatory body, |

. address justification and opulmsauon of practices;
K prowdc for mfcrcmt of regulatory requirements; |
. empowcr the regulatory body to devclop safety prmclpleé and cntena
. _-place the primary msmnsxblhty on the authanzed person; _
. ower the - b bmdy to mvesngate allc gat :cms ralawd to radmmm safety,
gulamry bedy to maintain a national r&glstar of radlatlon sources;

mqmre the

asszgn roles and responmbllmes for rapid respnn;c_ to loss of contml af radioactive
- sources or for regaining control of lost, stolen or orphan sohrces '

)CESsSs;

- '_ 3119“’ for the public and other bodies to be involved in the rcgulatery vr

pmwde for appeal agamst regulatory decisions.

1 37 Directive CNEN-N. J-3. 01 should be reviewed to ensure conmstency w_lth_ the new
' leglslatmn when issued. In addltwn the speclf ic re*_

aumls sheultl Be rcwewed f ';""".'.:”dmgl y.

~ 1.38 Pending the review and revision of the pnmary laglslatmq and its puhhmhan, CNEN

" slwuld consider reviewing its internal orgamzatwn and structure, in pamcular those related to
the r&g_f’_fj_lamry functions in radiation safety, in order to enhance its effmtweness and
fficiency:and further optimise its existing resources. r |

: _;_;,_N should develcp a stafﬁng plan and training programm6 in accordance with the
ssigned functions and responsibilities. This plan should identify | hnt ﬁi‘kly the mﬁnhcr of staff
__'_.raqmr@d hut also their areas of expertise. - r '

1.40 CNEN should consider extending formal arrangements mth other relevant national -
authentles such as the enforcemcnt authonties (polzce and Jusnm dcﬁaﬂ:mm:xtﬁi‘}ir n relatwn to L
its regulamry functmns - -- .

. RaSIA Brnzii 13—11 Nwember 2006 | - o
Wlptl‘ml' Strasse 5 PO Box IW A-lm V1m Au trin L
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| The reglster and iﬁ?entwies are k.___' ___t u
_ -veriﬂtd by the rega ry _j dy,

elevant information related to the esponsiilte

., and guxclance for mtzicmm, es. n;_:: ry
maintaining a national register, m: rder to

| the State has achieves the above 8 opraisal cri

1 41 Pmently CNEN is operatmg and ma:f,ntaunng _a register of radioactive installations and
Swrc??, ._m_ accor ' _.-ce wrth thc law. T}ns reglster d ' mt cove X-ray dcvmes fmr nwdmal S

| pe wm e st o ppiaion

l 43 The authmzatmn proceSS 1S bemg mplﬁlnen {1 establishe [ 1
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1.45 Thc extent of control exercised by CNEN in ali as;aects of thehccnsmg is: bascel rm ngk 1

In accordance with the classification of radmantwe mstallatmns (C; NEN-NE-6.02). |

RaSIA Brazil, 13-17 Noyember 2006 . - SRR
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: :.f":-Jf":__ﬂi__"?:-f"if'_fffnally, the nsk-bascd lmcnsmg of cemplcx famhnes 1$ perfonned thmugh a mult:—stage '

- approach.
' 1.46  Guidance has b

~ assessm ment of licence arm.

"_147

R | '.'fi'."mraphcatlﬂns

RADIATION SAFETY INFRASTRUCTURE APPRAISAL (RaSIA)

r

apphcanans The written p

m prepared for hcensces on tht cantcnt and famlat of hcmc

'f ancl used for

__ e criteria used by DRS!CNEN in reachmg s daclsmns have hem defined a.nd made
- :avatl_:_ﬁ,_,__:_ﬂlﬂ to hcensees These criteria have not yet been fonnahsed. '

148 Thc review of the facilities hstcd below, revealed the lic

- H .--'
. . . " s i
T ' p - . LS
[ S e g . ! \

consistent although there are written procedures but not fmmally appmved by' CN
‘staff involved in the licensing process provided descrip process, which i

faila.. '__;ng steps

phca,tmn 1s acknewledg:d by thc Head of CGMI
Ty de farwards the apphcatzcm toa hcensmg specmllst

;1canon 18 _revrewcd for campletencss accardmg to the mqumments for =

e The techmcal content of the apphcauon 1S asscsse«d Th;s y ssment inch.

A :_
Rt PR o
= e -caé\. .

. ) :programme andemergency procedures

‘o A pre-licensing mmctlon is undertaken to check, in

.....

radiation safety officer), radiation q“

£ acave maimals facility layout, qualification of thql personnel (¢.g. supervising

partmular, the fac:th -related

mfmmatmn prewded in the application and supportmg decmnematmn here are

.' .#' ' _'Once the mfarmatwn provnded 1s satlsfactory, __a hceﬁc& 18 STaﬂtﬁd authmmng the

R __'-i_fm thts Izcence Anv fith

each licence.

|grar "ted canstitutm ccindmtms

the licence. The mvcntcry of authonzed radzatmn sources 'and eqm f:i-j_ }'

e :-CNEN requires licences before radioactive sources carn be lmportcd mto or cxpmted .

There are two separate password-pr tected ¢
sy ;_;_tmns contain glmtmmc versions of -

RﬂSM Bmﬂ 13473%\%1“&:!' 2006 |
_ BY AGENCY |,
Waeagramer Strasse S, ?E}an m A-l Vlma, Aq:str:a‘

. INTERNATIONAL ATOMIC ENE

oM __utensedf
artial lﬂformat' cm extracwd frﬁm l:canc@

_ _;fmm thc country or transferred betwcen manufactures and users.

atabase systemns. Those twa




o _ - RADIATION SAFETY INFRASTRUCTURE APPRAISAL (RaSIA)

{

- .Sarae members of the MEA Team reviewed the licensing files of the facilities listed in the

. Y - INCA/R] 111513” : Radmfhmm’

~ Instituto Nac10nal de Canver— INCA/RJ 11626 Nucluar Med:cmc
T‘-"Pche:ck Contmle da Qual:dadc L'I'DA 1 3 439 ' .,

s af“ and secunty of radmactwe sources |

Appm:-'_? s m't'fzrfa amf abjecuves

| A ppmism' a'itarwn :

The natificanan anthoﬁzatian, inspection, enfarcemmt md mﬁmml
' maintain an appmpriate lwel
radlanctive sources

.. Pﬂd sacunty of radleactwc |
thc Stm has achieved

H T, : -

staraga of o han sources They also have accc:ss to ﬁqmpmcnt f han
of these sources. - ¥

1 49 IRS"CNEN has access to and controls 3 waste dispesal f.a'f iliti c.s,.. which are used for €

1.50 There are reqmrements covering the safety o_f | radmactlm sourccs mgtinely stored m
-"vehmlesoraiﬁeldmes | o A

1 51 There are spmlal arra.ngements for stonng radmacuve mumm at ports, mrperts or
borders pendmg unporUBXpart Thcse arrangements are be:mg vahd_a,tcd by CNEN “

mnlg equipment for dete-ctmg

I:n_lsprectian ‘ - _ 5 - [

Appraisal criteria :mzd objectives

ﬂfﬁmﬂﬂﬂ : The inspection and review system is ﬁllly dpr:ratienal, imluding R

« meeting inspection procédures and‘ fnequencies established in{
relevant inspection programmes; . -

| - » reviewing information, from aperatmg ;expenence, s_ubm__itted by!
l operators in accordance with reparting rules estub!_i b}' the | ‘:.
regulatory body; e | f

, ¢ reviewing reports on acmdents, mtidents and nthar uausual

events submitted by operators in accarﬂhnce with: repartiﬁg mlm
established by the regulatory body: o

 requiring and controlling the 1mplemeniatmn of follow-up amans -
for accidents, inmdents and Bther um: al events inﬁiu J

'RaSIA Brazil, 13-17 November 2006 S P
ERNATIONAL ATOMIC ENERGY AGENCY | | | S

| thsmms P'Bﬁrlm;ﬁwlm\%ma,husm




1 53 In accerdance with the mtemal rules of CNEN the ﬁ.mctmn of mspectim ceuld be
carried out by CGMI and by IRD. However, their respective roles and "'-.j'ns:bﬁmes seem
not to be clear with respect to mspectxons |

1.54 The Team was informed that several types of Ins 8 _ 1
routmﬁ mmunoed routine unannéunced and in responsc m abnarmal evcnts

the authanzatmn pmcess. ‘On the other hand, IRD is implemcntl  regulato
programme for CNEN, which is being cc-ardmated by CGMIL. . -
1.56 There is a planned systematic pmgrmnme in placc for mspectmns pctfume_d by'5 RD, in

accoriam:e wnh wntten pmcedures issued by the IRD dlrectar. jThbsc pmcff;_f jf:__f:__hava not yet ',

nsp ﬂﬂn Hawever the Tcam was mfanmd that the regulatory contral Gf 811 CNEN
. fhciiﬁies is bemg carried out presently. o - o

1 58 The Taam net&d that the scope of inspections carnied. out i Ehd

large part, ciur 1 qf-._f} t}’ control measurements Whmh .uld not be regarded as an . -
orderly a radiation safety inspector. R
_1 59 T |

--___'ﬁ_ Taam was mf. .;ed that the frequency of mspectmna is linked te the patent:al
magnitude and pature of the hazard, and the licensee’s past performanee. However, this -
' frequancy dacs not appea: to bc hnked to the duratlon nf the llcclﬁr:c (c g dura_]}:_;;_ _ﬁf llccnw

Netwetn 3 ind S years).

__j:.f_?:__: mSpectors preparc written reports followmg mspéctinns. Once ﬁnahsed thzm
ports are submitted within 10 days m CGMI for appmval and "__sgrit hy thc H d ¢ af this entit;

l 61 The fallaw-up actions related to the lmplementatmn by C
actions and recommendations resulting from inspections are bmng camed nut by C'. ;;;{." \
necess_j_‘--_,_'_-; proce.dures are being formalised.

1.62 The appralsal Team accompanied IRD/CNEN mspectors aﬂ the facilities for whxch
llcensmg files above have been reviewed. The observed inspectwns revealed that the o
insSpectors worked in a professional and organized manner, ¢5mg procedurcs uicluj_’__'-':
inspection checklists and making appropriate use of beam dtpslmetry and radiatmq Survey
.equ1pment The inspections included: - o

’ ar ﬁntry meﬁtlng on amV&l at the lic-ensee’ S premiscs; |

. RaSlA Brmi 13-:?‘ November |
mmxrmm. ATOMICENERGY &BENC? %
anrmm Strasse:§, POBM m ﬁm!m%'wm, tpstnp'
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1¢ duration of the licence and the Inspection fmqum

m accordance with

each other and therefore

e gwen tn devclepmg prabhcal
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'RADIATION SAFETY INFRASTRUCTURE APPRAISAL (RaSIA)

1.84 CNEN should establish and implement formal procedures for ‘collecting and
_ d:lssemmatmg mformatmn related to rad: at:cm safcty to the pubhc profcssmnal assamamn
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