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« Descriptive and prescriptive
Inspections

 |AEA-TECDOC-1526

 New IAEA TECDOC: Notification,
Authorization, Inspection and
Enforcement for the Safety and
Security of Radiation Sources in
Use and Storage and of
Associated Facilities

— Aform for inspecting nuclear
medicine
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Descriptive and prescriptive inspectins

Descriptive
List of detailed questions
Y/N answers

Easy to ask — some relevant
Information may not be
available if there is not a
suitable question

Difficult to apply graded
approach

Easy to repeat in a similar way

Prescriptive
Open questions (why?, what?)
and requests to describe
Understanding of the practice
to be inspected needed — an
Inspection form or a check list
supports the inspector

Easy to apply graded
approach

Inspection depended of the
Inspection skills of the
Inspector
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IAEA-TECDOC-1526

IAEA-TECDOC-1526

Inspection of Radiation Sources
and Regulatory Enforcement

{Supplement to IAEA Safely Standards Series No. GS-G-1.5) 10. EECEIFT AND TRANSFER OF RADILA

11. ARFA RADIATION SUBVEYS AND CONTARMMMNATION CONTROL
. | K Eerem: Soaso checks: g roiioe dve marerials;

required?
Records of caliraticns, confnsnation surveys, sic. mainmed?
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What is missing in the IAEA-TECDOC-15267?

IAEA Safety Standards

for protecting people and the environment

Radiation Protection and Ofticial JOUI'nal
Safety of Radiation Sources: |l of the European Union
International Basic

Safety Standards

Jointly sponsored by
C, FAQ, IAEA, ILO, OCECD/NEA, PAHO, U

Y
wea ¥ NEA . UNL

General Safety Requirements Part 3 . =
No. GSR Part 3

(&) 1AEA
w International Atomic Energy Ageney

SATEILYTURVAKESKUS
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Medical use of radiation:
-Medical exposure
-Occupational exposure
-Public exposure

Aspects of
patient
protection are
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Where are risks in the NM?

1. Medical exposure
— Comparison of doses to other imaging procedures

— NM therapy procedures — consequences if the dose is too low or too
high compared to the prescription

— Justification and optimization
— Carers and comforters
2. Occupational exposure
— Comparison to dose limits
3. Public exposure
— Comparison to dose limits
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A new IAEA form for NM inspection

« Comparison to the information given in the license application
« Special focus on the patient protection in this presentation

Inspection form for Nuclear Medicine

Basic Cate of inspaction:
informetion | Zcope of inspeciion:
somT nspecions
finspectian
Ligense halder’s nepresentatioes in inspection:
VERIFY FOLLOWING INFORMATION
1. ADMINISTRATIVE INFORMATION
Lioenoe Lamal person:
halder’s Address of Bend Ofice:
marmetion |“yame and Titie of Reprasentatice of Lazel Person:
Telzphane number:
E-mail:
Ligence mumber:
Camact heme of contect persom:
finformetion | Telephane number of contEc persan:
E-mail of contact persan:
Rediation O pimmnasic musesr madicine
practios
‘cpciotran far p tion of PET rediopharmecsuticals
O vee arey #ar production of FET radi
O zatinriamian tharmmy
Location of | Address:
fthe practics
2, TECHNICAL INFORMATION
2 UnALEE SRS
Unseaied Fadionucide | Maximum Adtivity | Form {iquid, others]
SOUncES {nBg)
= Rk awT saean i fllowse?
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dlding celculaficra e ad

*  miorm G Ermest srowmraiee fClesliits coy Sssseamimadee

- - - g
- Which standands doss thE devios comply wWith?

23 SEALED SOURCES
Semied | Radiony | Reterence | Reterence | Seris Mmmtscrurer | Application Dispass:
source | ciide metiity date rumber | f Suppiier {edibration | ofthe

an sounce *|
transmission
ather]

Z.7. MM TR NG BIAPKENT
4 Tockeicel iefoomaice soul moritoang oyspmen furey mcioy, cortamiratos moio, 1tack
{cRimecy) moeiton for cydo¥oea, i)

+ ok

*] Return ta the suppler/ mamutcburer, decey storage, et

amkz &l P morisarg vasT

2.4, Croomaon
Cyciotran Mamsscturer | bioded Seril rumber | Ensney iev] | Curnent (ma)

3. OCCUPATIONAL EXPOSURE

31 RADIATIONPRITECTION DEFICEA
HETE, SIS, TESICE aTE Smerees Sieus ival

37 CHALISIED BT
Mame, cuoatice, Tmeieg aed opoiceos, coeac Sl

33 Womas
HETI SILIR TS VESISE CTRRSSR fT3cM fzney Fan sl
*  chod

3.4 SAFETYASITISVENT OF POSHELE RACIATICN R FROM DOTUSATIONAL SISO
- mumatz esemE owsksn we claeest e pielal seea
- Rk Rat R oimaicd Soo
. Mmool of comamorce aed mageitodc of o ot
LI onla, i)

Radionuciide |C-11, F-15, 015, et Hcthity [producsd per ypesr (18]

cror
e
Auctnity Manufscturer and Model:

meter Serisl numbar:

Reference date ofs caliration cert

35 RADIATIONFROTECTION PROGRANME
- tmemcies ot owemaatocs galzm sdudeg mzstntlua ot s w'sy raseies
ettt macagomont aaion)
wlpmesterm e el nlm

*  chook (dooumen, e

2.5, DesPION OF FAQLITY

#  Leycu? inchofiey rudos moficies Scpefmon?, wiik dioragc sed aurourtig s (coeatucion

-k

& sty olclatse s myompiees case fwskdsas, g5

ol
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Patient protection 1/5

RESPONSIBILITIES
Check and verifiy:

— Clinical responsibility (name of the nuclear medicine specialist,
qualification of this person)

— Medical physicist / medical physics service (name)

« BSSD: The use of Medical physics expert shall be involved (or closely
involved)

« Art 83 2. Member States shall ensure that depending on the medical
radiological practice, the medical physics expert takes responsibility for
dosimetry, including physical measurements for evaluation of the dose
delivered to the patient and other individuals subject to medical
exposure, give advice on medical radiological equipment, and contribute
In particular to the following....
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Patient protection 2/5

JUSTIFICATION
« Are diagnostic examinations /treatments based on
prescription?
* Make a point check

« How the patient is verified that she Is not pregnant?

« Verify by asking the justification and documentation, check, signs,
brochure, procedures, etc...

« Justification for pregnant persons / children
» Check criteria, verify information

* Procedure for the patient identification (inc. QA)
« Ask and observe

« Arrangements to ensure justification (examinations and
treatments are based on prescriptions)
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Patient protection 3/5

OPTIMIZATION

* List of procedures for most common diagnostic
examinations and treatments
* Ask and observe documentation
« Pay attention to the dosage of the activity and therapy dose planning

« Patient records (radionuclide, radiopharmaceutical, activity,
type of examination/treatment)
« Make a point check

« Use of diagnostic reference levels (DRLS)
» Check information

EEEEEEEEE SKUS
u STRALSAKERHETSCENTRALEN
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Patient protection 4a/5

QUALITY ASSURANCE 1/2

« Technical Quality Control (QC)

* Check results from QC (point check)
1. Acceptance testing (responsibilities, criteria for tests)
2. Quality Control programme

Description of the periodical test:

Tools needed to perform the test

How to perform the test

Frequency of the test

Performing person / a responsible person
Action levels and actions to be taken
Recording of the test results

« Check results

3. Description of maintenance
4. Independent audit

SATEILYTURVAKESKUS
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Patient protection 4b/5

QUALITY ASSURANCE 2/2

Other Quality Assurance
* Reporting and learning systems
« Self-assessment

International Atomic Energy Agency

TOPICS ~ SERVICES v RESOURCES v NEWS & EVENTS~ ABOUT US ~

Home/ Resources/ Radiation Protection of Patients Resources/ Databases and Learning Systems

Radiation, Protect on
of Patlent’s[ PO, _]

Safety In Radlatlon Oncology (SAFRON)
e N 9. Wetel o &

Resources

Employment

Related resources



Patient protection 5/5

RELEASE OF PATIENTS AFTER RADIONUCLIDE THERAPY AND INSTRUCTIONS
FOR PATIENT

» Check information
PROCEDURES FOR COMFORTERS AND CAREERS
* Check information (brochure, etc...)
» Dose constraints
SPECIFIC PROCEDURES FOR PREGNANT AND BREAST FEEDING WOMEN
* Check information (brochure, etc...)
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Two approaches in the future

The TECDOC-1526 will be still available in the future

The new TECDOC is in the finalization at the IAEA
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