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Part 1

General provisions

Section 1

Scope and coverage

(1) This Act lays down provisions concerning the protection of people and, in so far as
concerns the long-term protection of human health, the environment against the harmful
effects of ionising radiation, in particular in:

1. planned exposure situations,
2. emergency exposure situations, and
3. existing exposure situations.

(2) This Act does not lay down provisions concerning

1. exposure of members of the public or workers, with the exception of air or space crew,
to cosmic radiation,

2. aboveground exposure to radionuclides naturally present in the undisturbed earth’s
crust,

3. exposure to radionuclides naturally present in the human body and via cosmic radiation
close to the ground.

(3) This Act and the statutory ordinances issued on the basis of this Act shall also ap-
ply, within the framework of the stipulations laid down in the United Nations Convention on
the Law of the Sea of 10 December 1982 (Federal Law Gazette [BGBI.] 1994 Part Il,
p. 1799), to Germany’s exclusive economic zone and continental shelf.

Section 2
Exposure; exposure situations; categories of exposure

(1) ‘Exposure’ means the action on the human body of ionising radiation from radiation
sources outside the body (external exposure) and within the body (internal exposure), or the
extent of such action.

(2) ‘Planned exposure situation’ means an exposure situation that arises from practices
in which exposure is or may be caused.

(3) ‘Emergency exposure situation’ means an exposure situation that arises as a result
of an emergency, provided that said situation does not fall within the scope of subsection (4).

(4) ‘Existing exposure situation’ means an exposure situation that already exists when
a decision on its control has to be taken.

(5) A distinction is drawn between the following categories of exposure
1. public exposure,

2. occupational exposure, and
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3. medical exposure.

(6) ‘Public exposure’ means exposure of individuals, with the exception of occupational
or medical exposure.

(7) ‘Occupational exposure’ means exposure of

1. a person who is in an employment relationship with a person who carries out a practice
in accordance with this Act, or who carries out such practice himself or herself,

2. air or space crew,

3. aperson who carries out a task in accordance with section 19 or section 20 of the Atom-
ic Energy Act (Atomgesetz — AtG) in accordance with section 172 or section 178,

4. a person who, in an existing exposure situation, is in an employment relationship with a
person carrying out an occupational activity, or who carries out said activity himself or
herself (workers), or

5. emergency workers during deployment in an emergency exposure situation or other
hazardous situation.

A training relationship or the voluntary or unsalaried performance of comparable activities
shall be deemed to be equivalent to an employment relationship.

(8) ‘Medical exposure’ means exposure of

1. a patient or asymptomatic individual on whom radioactive substances or ionising radia-
tion are applied as part of his or her medical or dental examination or treatment with the
intention of being beneficial to his or her health,

2. a person on whom radioactive substances or ionising radiation are applied, with his or
her consent or that of his or her legal or authorised representative, for the purposes of
medical research, or

3. a person who is capable of giving consent, or acting with the consent of his or her legal
or authorised representative, who knowingly and willingly incurs exposure to ionising ra-
diation by voluntarily, other than as part of his or her occupation, supporting and com-
forting persons on whom radioactive substances or ionising radiation are applied as part
of their medical or dental examination or treatment or in the course of medical research
(carers and comforters).

Section 3
The term ‘radioactive substances’

(1) For the purposes of this Act, ‘radioactive substances’ (nuclear fuels and other radi-
oactive materials) means all substances containing one or more radionuclides the activity or
specific activity of which precludes their being disregarded under the provisions contained in
this Act or in a statutory ordinance issued by the Federal Government with the consent of
the Bundesrat on the basis of this Act. ‘Nuclear fuels’ means highly-fissile substances in
forms of

1. plutonium 239 and plutonium 241,

2. uranium enriched in isotope 235 or 233,
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3. any substance containing one or more of the substances referred to in nos. 1 and 2
above,

4. substances which permit a self-sustaining chain reaction to be maintained in a suitable
installation and which are determined in a statutory ordinance issued by the Federal
Government with the consent of the Bundesrat.

The term ‘uranium enriched in isotope 235 or 233’ means uranium containing isotopes 235
or 233, or both, in such quantities that the sum total of the quantities of these two isotopes is
greater than the quantity of isotope 238 multiplied by the ratio of isotope 235 to isotope 238
occurring in nature.

(2) The activity or specific activity of a substance may be disregarded in accordance
with subsection (1), first sentence, above insofar as, in accordance with this Act or a statuto-
ry ordinance issued by the Federal Government on the basis of this Act with the consent of
the Bundesrat

1. it falls below specified exemption levels

2. if the substance concerned occurs within the context of a practice subject to licensing in
accordance with this Act, with the Atomic Energy Act or with a statutory ordinance is-
sued on the basis of either of said Acts, it falls below specified clearance levels, and
clearance has been given for the substance in question,

3. if the substance concerned is of natural origin, is not used as a nuclear fuel or to gener-
ate nuclear fuel because of its radioactivity, and is not subject to monitoring under the
provisions of the Atomic Energy Act, this Act or a statutory ordinance issued by the
Federal Government on the basis of this Act with the consent of the Bundesrat.

By way of derogation from the first sentence above, a statutory ordinance issued by the
Federal Government on the basis of this Act with the consent of the Bundesrat and concern-
ing the use of substances on people or the purposive addition of substances in the produc-
tion of medicinal products, medical devices, plant protection products, pesticides, substanc-
es in accordance with section 2, first sentence, nos. 1 to 8 of the German Fertiliser Act (Di-
ngegesetz), or consumer products or the activation thereof, may stipulate in what cases the
activity or specific activity of a substance may not be disregarded.

(3) For the application of licensing provisions in accordance with this Act or with the
statutory ordinances issued on the basis of this Act, substances in which the proportion of
isotopes uranium 233, uranium 235, plutonium 239 and plutonium 241 does not exceed
15 grams in total, or the concentration of the isotopes stated does not exceed 15 grams per
100 kilograms, are classified as ‘other radioactive substances’. The first sentence shall not
apply to solidified high-activity fission product solutions derived from the reprocessing of
nuclear fuel.

(4) Subsections (1)-(3) above shall not apply to substances that occur in connection
with existing exposure situations and emergency exposure situations.
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Section 4
Practices, types of practice
(1) ‘Practices’ means
handling in accordance with section 5 subsection (39),

the acquisition of artificially-produced radioactive substances and of naturally-occurring
radioactive substances that, as on the basis of their radioactivity, are used as a nuclear
fuel or to generate nuclear fuel, the transfer of such substances to others, their carriage
and their cross-border transportation,

the custody of nuclear fuels in accordance with section 5 of the Atomic Energy Act and
the holding of nuclear fuels in accordance with section 6 of the Atomic Energy Act,

the construction, operation, otherwise possession, decommissioning and safe enclosure
of an installation, as well as the dismantling of an installation or parts thereof in accord-
ance with section 7 of the Atomic Energy Act,

the treatment, processing and other utilisation of nuclear fuels in accordance with sec-
tion 9 of the Atomic Energy Act,

the construction, operation and decommissioning of installations of the Federation for
the safekeeping and disposal of radioactive waste in accordance with section 9b of the
Atomic Energy Act,

the construction and operation of installations for the generation of ionising radiation,

the operation and the verification, testing, maintenance or repair of X-ray equipment and
stray radiation emitters,

the addition of radioactive substances in the manufacture of consumer products, medic-
inal products within the meaning of the Medicinal Products Act (Arzneimittelgesetz), of
plant protection products within the meaning of the Plant Protection Act (Pflan-
zenschutzgesetz), of pesticides and substances in accordance with section 2, first sen-
tence, nos. 1-8 of the Fertiliser Act, as well as the activation of the aforementioned
products, and

activities that, whilst not falling within the scope of nos. 1-9, could increase exposure or
contamination in connection with naturally-occurring radioactivity

a) insofar as they are carried out in connection with exploration, extraction, genera-
tion, storage, treatment, processing and other use of materials,

b) insofar as they are carried out in connection with materials arising from operational
processes, to the extent that such activities do not already fall under (a) above,

c) insofar as they are carried out in connection with the recovery or disposal of mate-
rials occurring by virtue of activities in accordance with (a) or (b) above,

d) insofar as natural terrestrial sources of radiation have an impact as a result, with
the exception of exposure by radon emanating from the soil into the free atmos-
phere or emanating from the geogenic substratum and entering into recreation
rooms and insofar as such activities do not already fall under (a) to (c) above and
are not performed for a purpose referred to under (a) above, or
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11. the operation of air and spacecraft in connection with the performance of the occupa-
tional duties of air and space crew.

The practices in accordance with the first sentence, nos. 1-10, shall also include the de-
ployment of persons who perform such practices for third parties, as well as other activities
that could increase exposure or contamination in connection with such practices. The term
practice within the meaning of the first sentence, no. 10, shall not include agricultural, forest-
ry or construction-related processing of the surface of the earth insofar as such activities do
not take place for the purposes of decontamination in accordance with section 64 subsec-
tion (1).

(2) A ‘type of practice’ means the totality of practices that are to be assessed in essen-
tially the same manner in respect of the principle of justification.

Section 5
Other definitions

(1) ‘Waste’ means all substances and articles that constitute waste within the meaning
of section 3 subsection (1) of the Circular Economy Act (Kreislaufwirtschaftsgesetz), includ-
ing waste that is excepted from the scope of the Circular Economy Act in accordance with
section 2 subsection (2) nos. 1-4 or 7-15 of the Circular Economy Act. Residual material and
installation components that must be rendered harmless through recovery, or disposed of in
a controlled manner in accordance with section 9a subsection (1) of the Atomic Energy Act,
as well as other radioactive waste, residues and other radioactive substances that are sub-
ject to the provisions of the Repository Site Selection Act (Standortauswahlgesetz) or of the
Atomic Energy Act, shall not be regarded as waste within the meaning of this Act.

(2) ‘Installations for the generation of ionising radiation’ means equipment or devices
that are suitable for generating particle or photon radiation with a particle or photon cut-off
energy of at least five kiloelectron-volts, either intentionally or unintentionally, in particular
electron accelerators, ion accelerators and plasma installations. In connection with use on
people, ‘installation for the generation of ionising radiation’ shall also encompass application
devices, ancillary equipment and accessories, the necessary software and equipment to
monitor and evaluate the immediate results of the use of an application. X-ray equipment,
stray radiation emitters, nuclear installations and installations within the meaning of the sec-
ond half of the first sentence of section 9a subsection (3) of the Atomic Energy Act shall not
be deemed installations for the generation of ionising radiation.

(3) ‘Use of ionising radiation or radioactive substances on people’ means the technical
performance of

1. an examination using ionising radiation or radioactive substances and the analysis of
the findings of said examination, or

2. treatment using ionising radiation or radioactive substances and the immediate review
and evaluation of the outcome of said treatment.

(4) ‘Workplace’ means any place at which a worker is regularly or repeatedly present
during the performance of his or her occupational duties.

(5) ‘Recreation room’ means an indoor space intended for non-temporary occupation
by members of the public, for example in a school, hospital, kindergarten or residence.

(6) ‘Construction products’ means building materials, building kits, components and in-
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stallations that are manufactured for the purpose of being permanently installed in buildings
as the wall, floor or ceiling structures, including the coverings thereof, of recreation rooms.
Finished products used on a small scale and in small volumes, such as patching mortar and
grouting, shall not be deemed to constitute construction products.

(7) ‘Occupationally-exposed person means a person who, as a result of practices, may
incur occupational exposure which

1. exceeds an effective dose of 1 millisievert (mSv) in a given calendar year,

2. exceeds an equivalent dose for the lens of the eye of 15 mSv in a given calendar year,
or

3. exceeds an equivalent dose for the skin, averaged over any area of 1 cm?, regardless of
the area exposed, of 50 mSv in a given calendar year.

Occupational exposures resulting from emergency exposure situations shall not be taken
into account thereby. A person who receives occupational exposure exclusively in an emer-
gency exposure situation or other hazardous situation shall not be deemed to be an occupa-
tionally-exposed person.

(8) ‘lrradiation device’ means shielded device which contains sealed radioactive sub-
stances or is part of an installation used for the fission of nuclear fuels and which temporarily
emits ionising radiation when the shield is opened or when these radioactive substances are
deployed

1. which is used in connection with use on people or on animals in veterinary medicine, or

2. by which an effect is to be caused for other purposes on the objects to be irradiated, and
in which the activity of the radioactive substance exceeds 20 terabecquerels (TBq).

In connection with use on people, ‘irradiation device’ shall also encompass application
equipment, ancillary equipment and accessories, the necessary software and equipment to
analyse the findings of an examination, or to monitor and evaluate the outcome of a treat-
ment.

(9) ‘Operation of X-ray equipment’ means the autonomous use or ensuring the availa-
bility of X-ray equipment for the generation of X-rays. The generation of X-rays in connection
with the verification, testing, maintenance or repair of X-ray equipment for commercial pur-
poses shall not be deemed to form part of operation. X-ray equipment shall also not be
deemed to be operated where it is verified, tested, maintained, repaired or kept ready in
connection with Germany’s Federal Armed Forces (Bundeswehr), or with civil protection,
exclusively for the use of the latter.

(10) ‘Operation of a stray radiation emitter’ means the autonomous use or ensuring the
availability of a stray radiation emitter. The generation of X-rays in connection with the verifi-
cation, testing, maintenance or repair of the stray radiation emitter for commercial purposes
shall not be deemed to form part of operation. Stray radiation emitters shall also not be
deemed to be in operation insofar as they are verified, tested, maintained, repaired or its
availability is ensured in connection with Germany’s Federal Armed Forces, or with civil pro-
tection, exclusively for the use of the latter.

(11) ‘Effective dose’ means the weighted average of equivalent doses in order to allow
for the effects of radiation on various organs or tissues; the organs or tissues shall be taken
account of with the weighting factors laid down in the statutory ordinance in accordance with
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section 175 subsection (2) no. 2.

(12) ‘Facilities’ means buildings, parts of buildings, individual rooms or comparable de-
limited open spaces in which

1. radioactive substances are handled in accordance with section 5 or section 9 of the
Atomic Energy Act or in accordance with section 12 subsection (1) no. 3 of that Act, with
the exception of interim storage facilities within the meaning of section 2 subsection 3a
no. 1(c) of the Atomic Energy Act, or

2. an installation for the generation of ionising radiation in accordance with section 12 sub-
section (1) no. 1, or X-ray equipment in accordance with section 12 subsection (1) no. 4
or a stray radiation emitter in accordance with section 12 subsection (1) no. 5 is operat-
ed.

(13) ‘Emergency worker’ means any person having a defined task in an emergency or
in another hazardous situation who may be subject to exposure while being so deployed.

(14) ‘Member of the public’ means any person who is not subject to occupational or
medical exposure.

(15) ‘Exemption levels’ means values for the activity and specific activity of radioactive
substances as laid down in a statutory ordinance in accordance with section 24, first sen-
tence, no. 10, and for practices in connection with such radioactive substances as a meas-
ure of the need for monitoring in accordance with this Act and with the statutory ordinances
issued on the basis hereof.

(16) ‘Screening’ means the use of X-radiation or radioactive substances in connection
with medical exposure in order to examine persons who do not exhibit any symptoms of dis-
ease or any concrete suspicion of disease (asymptomatic individuals) in order to detect a
specific disease.

(17) ‘Indoor means enclosed, stationary spaces within and outside buildings which
may be occupied by people, including caves and mines.

(18) ‘Nuclear installation’ means a nuclear installation in accordance with section 2
subsection (3a) no. 1 of the Atomic Energy Act.

(19) ‘Body dose’ is an overarching term for the effective dose and the equivalent dose.

(20) ‘Consumer products’ means articles of daily use within the meaning of the Food
and Feed Code (Lebensmittel- und Futtermittelgesetzbuch) intended for end consumers, as
well as goods and articles for daily use for household and occupational purposes. Construc-
tion products and type-approved devices shall not be deemed to constitute consumer prod-
ucts where such construction products or devices contain other radioactive substances.

(21) ‘Contamination’ means pollution caused by substances that contain one or more
radionuclides.

(22) ‘Materials’ means substances that contain naturally-occurring radionuclides or are
contaminated by such substances. The following shall not be deemed to constitute ‘materi-
als’

1. substances containing naturally-occurring and artificial radionuclides that are or were
the subject of practices in accordance with section 4 subsection (1), first sentence,
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nos. 1-9 and 11,

2. substances containing naturally-occurring and artificial radionuclides arising from emer-
gencies, and

3. substances present in the environment that are contaminated as a result of nuclear
weapons tests.

(23) ‘Medical research’ means the advancement of medical examination methods,
treatment procedures or medical science. The use of radioactive substances or ionising ra-
diation exclusively for the examination or treatment of an individual shall not be deemed to
constitute medical research.

(24) ‘Medical physics expert’ means a person with a Master’s degree in medical phys-
ics, or with equivalent training in medical physics plus a higher education degree, who pos-
sesses in each case the requisite specialist knowledge in radiation protection.

(25) ‘Follow-up measures’ means monitoring, maintaining and restoring the effective-
ness of remedial measures or of other measures to prevent or reduce exposure in existing
exposure situations.

(26) ‘Emergency’ means an event in which ionising radiation could result in significant
deleterious effects on people, the environment or property. It shall not be regarded as an
emergency where it can be foreseen that an event that has occurred in connection with a
planned practice can be expected to be dealt with by the measures laid down for the
planned exposure situations.

1. ‘Supra-regional emergency’ means an emergency taking place within Germany the del-
eterious effects of which cannot be expected to be restricted to the Land in which it took
place, or an emergency taking place outside Germany which is expected to have not
only local deleterious effects within the scope of this Act.

2. ‘Regional emergency’ means an emergency taking place within Germany the deleteri-
ous effects of which can be expected to be substantially restricted to the Land in which
it took place.

3. ‘Local emergency’ means an emergency that can be expected to have substantially not
only local deleterious effects within the scope of this Act.

(27) ‘Equivalent dose’ means the result of the multiplication of the energy deposited in
an organ or tissue by ionising radiation, divided by the mass of the organ or tissue, by a
weighting factor laid down by statutory ordinance in accordance with section 175 subsec-
tion (2) no. 1 in order to allow for the effect for the type or energy of radiation, versus photon
and electron radiation. Where several types or energy of radiation are present, their contri-
butions shall be summed.

(28) ‘Radon’ means the radionuclide Rn-222 and its progeny.

(29) ‘Reference level’, in an existing exposure situation or emergency exposure situa-
tion, means a stipulated level that serves as a yardstick by means of which to assess the
appropriateness of measures. A reference level shall not constitute a limit.

(30) “X-ray equipment’ means equipment or a device

1. in which X-radiation with a cut-off energy of at least 5 kiloelectron-volts can be generat-
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ed using accelerated electrons, where the acceleration of the electrons is limited to an
energy of one megaelectron-volt, and

2. thatis operated for the purpose of generating X-radiation.

The term ‘X-ray equipment’ shall also encompass application equipment, ancillary equip-
ment and accessories, as well as the necessary software and equipment to analyse medical
findings.

(31) “X-ray tube assembly’ means an X-ray equipment component consisting of an X-
ray tube and the protective housing of said tube, as well as the high-voltage generator in the
case of a single-chamber device.

(32) ‘Residues’ means materials that are generated during the industrial and mining
processes referred to in Annex 1 and that meet the criteria referred to therein.

(33) ‘Remedial measures’ means measures that
1. serve to remove or reduce contamination, or

2. inhibit or reduce, on a long-term basis, the dispersion of radionuclides or ionising radia-
tion emitted by same.

(34) ‘Unsealed radioactive substances’ means all radioactive substances except
sealed radioactive substances.

(35) ‘Sealed radioactive substances’ means radioactive substances that are perma-
nently enclosed on all sides by an impervious, solid, inactive casing that cannot be opened
non-destructively or permanently incorporated into solid inactive substances such that, un-
der normal conditions of use, the emission of radioactive substances is definitively prevent-
ed; the radioactive substance must measure at least 0.2 centimetres in enclosed form.

(36) ‘High-activity radioactive sources’ means sealed radioactive substances the activi-
ty of which corresponds to or exceeds the levels laid down in a statutory ordinance in ac-
cordance with section 24, first sentence, no. 11. Fuel rods and solidified high-activity fission
product solutions derived from the reprocessing of nuclear fuels, as well as permanently-
impervious, solid transport or storage containers containing radioactive substances, shall not
be deemed to constitute high-activity radioactive sources.

(37) ‘Stray radiation emitter’ means a device or equipment in which X-radiation with a
cut-off energy of at least 5 kiloelectron-volts can be generated exclusively using accelerated
electrons, and in which the acceleration of the electrons is limited to an energy of
1 megaelectron-volt, without the device or equipment being operated for the purpose of
generating X-radiation. Stray radiation emitters include electron microscopes the X-radiation
from which is analysed by detectors.

(38) ‘Teleradiology’ means examination of a person using X-radiation under the re-
sponsibility of a doctor who possesses the requisite specialist knowledge in radiation protec-
tion and who is not present at the site where technical implementation takes place (teleradi-
ologist).
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(39) ‘Handling’ means
1. the extraction, generation, storage, treatment, processing, other use and disposal of
a) artificially-produced radioactive substances, and of

b) naturally-occurring radioactive substances due to their radioactivity, for use as a nu-
clear fuel or to generate nuclear fuels,

2. the operation of irradiation devices, and

3. exploration, extraction and treatment of radioactive mineral resources within the mean-
ing of the Federal Mining Act (Bundesberggesetz).

(40) ‘Addition of radioactive substances’ means the purposive addition of radionuclides
to substances in order to produce particular properties, where

1. the addition of artificially-produced radionuclides leads to their specific activity in the
product exceeding 500 microbecquerels per gram (uBg/g), or

2. the addition of naturally-occurring radionuclides leads to their specific activity in the
product exceeding one-fifth of the exemption levels laid down in a statutory ordinance in
accordance with section 24, first sentence, no. 10.

It is irrelevant whether the addition is effected due to radioactivity or due to other properties.

Part 2

Radiation protection in planned exposure situations

Chapter 1

General principles of radiation protection

Section 6
Justification of types of practice; empowerment to issue ordinances

(1) New types of practice which may result in the exposure of people and the environ-
ment must be justified, with their economic, social or other benefit being weighed up against
the potential health detriment caused. This justification shall take account of any occupa-
tional exposure, public exposure and medical exposure. Exposures resulting from use on
people shall be taken into account in accordance with section 83 subsection (2).

(2) Justification of existing types of practice may be reviewed as soon as there are sig-
nificant new findings on the benefits or effects of the practice or significant new information
regarding other processes or techniques.

(3) The Federal Government is herewith empowered to issue a statutory ordinance,
with the consent of the Bundesrat, establishing what types of practice are not justified.
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Section 7

Procedure to verify the justification of a type of practice; empowerment to issue ordi-
nances

(1) Should a competent authority find indications in the course of a licensing or notifica-
tion procedure in accordance with sections 10, 12, 17, 19 subsection (1), first sentence,
no. 1, or section 56 or 59, that raises doubts as to the justification of the practice within the
meaning of section 6 subsections (1) and (2), the authority shall pass on the documents
which present such indications to the Federal Ministry for the Environment, Nature Conser-
vation, Building and Nuclear Safety (in the case of Ldnder-level authorities, via the highest
authority competent for radiation protection in the Land in question). Should the indications
in question require further investigation, the Ministry shall have the Federal Office for Radia-
tion Protection carry out a review. In appropriate application of the second sentence, the
Federal Ministry for the Environment, Nature Conservation, Building and Nuclear Safety may
also arrange an investigation by the Federal Office for Radiation Protection beyond ongoing
licensing and notification procedures for types of practice insofar as radiation protection so
necessitates.

(2) The Federal Office for Radiation Protection shall examine the justification of the
type of practice within the meaning of section 6 subsections (1) and (2) within 12 months of
receiving the documents in question, and shall publish a scientific report. Trade and busi-
ness secrets as well as personal data shall be rendered unrecognisable in said report.

(3) The Federal Government is herewith empowered to issue a statutory ordinance,
with the consent of the Bundesrat, laying down

1. what documents must be submitted,
2. stipulations for the procedure to verify the justification of types of practice, and

3. rules governing how the Federal Office for Radiation Protection publishes its scientific
report into the justification of the type of practice.

Section 8
Prevention of unnecessary exposure and dose reduction

(1) Anyone who plans or carries out a practice, or has it carried out, shall be obliged to
avoid any unnecessary exposure or contamination of people and the environment.

(2) Anyone who plans or carries out a practice, or has it carried out, shall be obliged to
keep any exposure or contamination of people and the environment, even below the limits,
as low as possible. In addition, and taking into consideration all the circumstances of the
individual case, such a person must also

1. take note of the scientific and technical state-of-the-art, insofar as practices in accord-
ance with section 4 subsection (1), first sentence, nos. 1-7 and 9, are concerned;

2. take note of the technical state-of-the art, insofar as practices in accordance with sec-
tion 4 subsection (1), first sentence, nos. 8, 10 and 11, are concerned.
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Section 9
Dose limitation

Anyone who plans or carries out a practice, or has it carried out, shall be obliged to en-

sure that the dose limits laid down in this Act and in the statutory ordinances issued on the
basis of this Act are not exceeded.

Chapter 2

Prior verification in the case of radioactive substances or ionising radiation

Division 1

Construction of installations for the generation of ion-

ising radiation

Section 10

Construction requiring a licence of installations for the generation of ionising radia-

tion

Anyone constructing an installation for the generation of ionising radiation of one of the

following types shall require a licence

1.

an accelerator or plasma installation capable of generating more than 10" neutrons per
second,

an electron accelerator having a final electron energy of more than 10 megaelectron-
volts, insofar as the mean radiated power may exceed 1 kilowatt,

an electron accelerator having a final electron energy of more than 150 megaelectron-
volts,

an ion accelerator having a final ion energy of more than 10 megaelectron-volts per
nucleon, insofar as the mean radiated power may exceed 50 watts,

an ion accelerator having a final ion energy of more than 150 megaelectron-volts per
nucleon.
Section 11
Conditions for granting a licence; suspension of the licensing procedure

(1) The competent authority shall grant a licence for the construction of an installation

in accordance with section 10 where

1.

there are no facts giving rise to reservations regarding the reliability of the applicant, the
latter’s legal representative or, in the case of legal persons or associations of persons
without legal capacity, the party entitled by law, articles or memorandum of association
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to effect representation or to manage the business,

2. it is guaranteed that a radiation protection supervisor is appointed for the construction of
the installation who possesses the requisite specialist knowledge in radiation protection
and is capable of constructing the installation, or having it constructed, in accordance
with the licence; there may be no facts giving rise to reservations regarding the reliability
of the radiation protection supervisor,

3. it is guaranteed that the exposure of people as a result of the operation of the installa-
tion does not exceed the permissible limits for members of the public in generally-
accessible areas outside the operating site; in determining the exposure, the discharge
of radioactive substances into the air and water, as well as escaping and scattered radi-
ation, must be taken into account,

4. the statutory provisions governing environmental protection can be complied with both
during the operation of the installation as intended, and in the event of hazardous inci-
dents,

5. the requisite protection against disruptive action or other interference by third parties is
ensured, and

6. the practice in question is not an unjustified type of practice in accordance with a statu-
tory ordinance in accordance with section 6 subsection (3) or where, in consideration of
a report published in accordance with section 7 subsection (2), there are no serious
doubts as to the justification of the type of practice.

The first sentence, no. 2, shall not be applied where a person referred to in the first sen-
tence, no. 1, possesses the requisite specialist knowledge in radiation protection and is able
to construct the installation, or have it constructed, in accordance with the licence.

(2) Where the competent authority instigates a procedure to verify justification in ac-
cordance with section 7, it shall suspend the procedure to grant the licence for the duration
of the procedure to verify justification.
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Division 2

Operation of installations for the generation of ionis-
ing radiation; handling of radioactive substances; op-
eration of X-ray equipment or stray radiation emitters

Section 12

Practices requiring a licence

(1) Anyone carrying out the following practices shall require a licence

1. operating an installation for the generation of ionising radiation; this shall not apply to
installations for the operation of which notification in accordance with section 17 is suffi-
cient or which may be operated without needing a licence or natification in accordance
with the statutory ordinance in accordance with section 24, first sentence, no. 1,

2. using ionising radiation from an irradiation device that forms part of an installation for the
fission of nuclear fuels that is licensed in accordance with section 7 subsection (1) no. 1
of the Atomic Energy Act, in connection with use on people or with use on animals in
veterinary medicine,

3. handling other radioactive substances; this shall not apply to handling that does not re-
quire a licence in accordance with the statutory ordinance in accordance with sec-
tion 24, first sentence, no. 1,

4. operating X-ray equipment; this shall not apply to X-ray equipment for the operation of
which notification in accordance with section 19 subsection (1) is sufficient, the licence
requirement in accordance with section 19 subsection (2) having been taken into ac-
count,

5. operating a stray radiation emitter; this shall not apply to stray radiation emitters that
may be operated without a licence in accordance with the statutory ordinance in ac-
cordance with section 24, first sentence, no. 1.

(2) Anyone who significantly alters a practice requiring a licence referred to in the first
half of any of nos. 1-5 of subsection (1) above shall also require a licence.

(3) A licence in accordance with subsection (1) no. 1 above may extend to a handling
practice requiring a licence in accordance with subsection (1) no. 3.

(4) No licence in accordance with subsection (1) no. 3 above shall be required

1. where a licence in accordance with subsection (1) no. 1, a licence in accordance with
section 6, 7, 9 or 9b of the Atomic Energy Act, or a plan approval decision in accord-
ance with section 9b of the Atomic Energy Act obtains, which licence or decision also
extends in accordance with section 10a subsection (2) of the Atomic Energy Act to han-
dling other radioactive substances in accordance with subsection (1) no. 3 above, or

2. for the exploration, extraction or treatment of radioactive mineral resources, where this
is subject to an operating plan requirement in accordance with section 51 of the Federal
Mining Act.

(5) Two or more practices that are carried out contiguously for a common purpose may
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be covered by a single licence where
1. they satisfy two or more licensing criteria in accordance with subsection (1), and
2. the conditions for all licences are satisfied.

The first sentence shall apply mutatis mutandis to practices that require both a licence and
notification under this Act, where the documents to be submitted with notification are handed
over in the licensing procedure and there are no grounds for prohibiting the notifiable prac-
tice. The first and second sentences shall apply mutatis mutandis in the event of any signifi-
cant changes.

Section 13
General conditions for granting a licence; suspension of the licensing procedure

(1) The competent authority shall grant a licence for the practices in accordance with
section 12 subsection (1) where

1. there are no facts giving rise to reservations regarding the reliability of the applicant, the
latter’s legal representative or, in the case of legal persons or associations of persons
without legal capacity, the party entitled by law, articles or memorandum of association
to effect representation or to manage the business, and, where a radiation protection
supervisor is not necessary, one of said natural persons possesses the requisite spe-
cialist knowledge in radiation protection,

2. there are facts giving rise to reservations regarding the reliability of the radiation protec-
tion supervisors, and the latter possess the requisite specialist knowledge in radiation
protection,

3. the number of radiation protection supervisors necessary for the safe performance of
the practice has been appointed, and they have been granted the powers necessary to
perform their tasks,

4. it is guaranteed that the other persons involved in carrying out the practice possess the
necessary knowledge and skills in relation to the potential radiation hazard and the pro-
tective measures to be implemented,

5. there are no facts giving rise to reservations regarding whether the necessary personnel
are available for the safe execution of the practice,

6. it is guaranteed that such equipment is available and such measures have been imple-
mented

a) that are necessary in accordance with the scientific and technical state-of-the-art for
a practice in accordance with section 12 subsection (1) nos. 1-3 in order to ensure
that regulations governing protection are complied with, or

b) that are necessary in accordance with the technical state-of-the-art for a practice in
accordance with section 12 subsection (1) no. 4 or 5 in order to ensure that regula-
tions governing protection are complied with,

7. the practice in question is not an unjustified type of practice in accordance with a statu-
tory ordinance in accordance with section 6 subsection (3) or where, in consideration of
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a report published in accordance with section 7 subsection (2), there are no serious
doubts regarding the justification of the type of practice, and

8. this is not precluded by other provisions of public law.

(2) A licence for a practice in accordance with section 12 subsection (1) no. 1, 2 or 3
shall only be granted where the necessary financial provision has been made to satisfy stat-
utory liabilities for damages.

(3) Alicence for a practice in accordance with section 12 subsection (1) no. 1 or 3 shall
only be granted where the requisite protection against disruptive action or other interference
by third parties is ensured; in the case of a licence in accordance with section 12 subsec-
tion (1) no. 1, this shall only apply where the construction of the installation requires a li-
cence in accordance with section 10.

(4) A licence in accordance with section 12 subsection (1) no. 3 for handling high-
activity radioactive sources shall only be granted where procedures are in place for emer-
gencies and suitable communications connections.

(5) If only trial operation or trial handling is able to reveal whether the conditions in ac-
cordance with subsections (1) and (3) are met, the competent authority may issue a licence
for the practice in accordance with section 12 subsection (1) no. 1 or 3 on a time-limited ba-
sis. The radiation protection executive shall ensure that the provisions governing dose limits,
exclusion areas, controlled areas and the limitation of discharges of radioactive substances
are adhered to during the trial operation or trial handling. No use on people may take place
during the trial operation or trial handling.

(6) Where the competent authority instigates a procedure to verify the justification in
accordance with section 7, it shall suspend the procedure to grant a licence in accordance
with section 12 subsection (1) for the duration of the procedure to verify the justification.

(7) The competent authority may require the holder of a licence in accordance with
section 12 subsection (1) no. 3 to lodge a security for the disposal of radioactive material
resulting from handling. The first sentence shall not apply if the licence-holder is the Federa-
tion, one or several Ldnder, or a third party which is fully financed by the Federation, by one
or several Lénder, or by the Federation together with one or several Lénder.

Section 14
Special conditions for practices in connection with use on people

(1) A licence for a practice in accordance with section 12 subsection (1) no. 1, 2, 3 or 4
in connection with the use of ionising radiation or radioactive substances on people shall be
granted only where, in addition to the applicable conditions in accordance with section 13
being satisfied,

1. the applicant or the radiation protection supervisor appointed by the latter is qualified as
a medical doctor or dentist, or has been granted interim permission to practice medicine
or dentistry,

2. itis guaranteed that

a) for treatment with radioactive substances or ionising radiation based on an individ-
ual radiation treatment plan, a medical physics expert can be called in for close co-
operation in accordance with the statutory ordinance in accordance with section 86
subsection (2) no. 10,
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b) for treatment with radioactive substances or ionising radiation not based on an indi-
vidual radiation treatment plan (standardised treatment), and for examinations using
radioactive substances or ionising radiation that could be associated with significant
exposure of the examinee, a medical physics expert can be called in for coopera-
tion in accordance with the statutory ordinance under section 86 subsection (2)
no. 10,

c) for all other uses of ionising radiation or radioactive substances on people, a medi-
cal physics expert can be called in for consultation where the use in question so re-
quires.

it is guaranteed that

a) for treatment in accordance with no. 2(a), a sufficient number of medical physics
experts are appointed as additional radiation protection supervisors,

b) for treatment or examination in accordance with no. 2(b), a medical physics expert
is appointed as an additional radiation protection supervisor where organisational
or technical radiation protection reasons dictate that this is required.

it is guaranteed that the necessary personnel are available in sufficient numbers for the
safe execution of the practice,

it is guaranteed that such equipment is available and such measures have been imple-
mented as are necessary to ensure that the requisite quality for the use is achieved

a) with the minimum possible exposure in the case of examinations,
b) with the dose distribution necessary for the intended purposes in treatments.

(2) The licence for a practice in accordance with section 12 subsection (1) no. 4 for tel-

eradiology shall only be granted where, in addition to the applicable conditions under sec-
tion 13 subsection (1) being satisfied,

1.

2.

the availability of the teleradiologist during the examination is guaranteed,

it is guaranteed that the technical implementation is carried out by a person in posses-
sion of the requisite specialist knowledge in radiation protection who is authorised for
the technical performance of a teleradiology examination in accordance with the statuto-
ry ordinance in accordance with section 86 subsection (2) no. 6,

it is guaranteed that a medical doctor with the requisite knowledge of radiation protec-
tion is present at the site of technical implementation,

there is a master plan for teleradiological operations which

a) guarantees the necessary level of availability of the teleradiology system,

b) allows, where necessary in an individual case, for the teleradiologist to attend in
person at the site of technical implementation within a requisite time frame for
emergency care; where justified by particular cases, another medical doctor with
the requisite specialist knowledge in radiation protection may also attend in person,

c) guarantees the regular and close involvement of the teleradiologist in the clinical
operations of the radiation protection executive.
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The licence for the operation of X-ray equipment for teleradiology shall be restricted to ser-
vice during nights, weekends and public holidays. It may be granted for services over and
above such night, weekend and public holiday services where patient care so requires. A
licence in accordance with the third sentence shall be valid for no more than five years.

(3) The licence for a practice in accordance with section 12 subsection (1) nos. 3 and 4
in connection with screening shall be granted only where, in addition to the applicable condi-
tions in accordance with section 13 and in accordance with subsection (1) above being satis-
fied
1. screening is sanctioned in accordance with section 84 subsection (1) or (4), and
2. compliance is ensured with such measures as are necessary in consideration of the

requirements of medical science in order to achieve the requisite quality in screening

with the minimum possible exposure.

The licence shall be valid for no more than five years.

Section 15
Special conditions for practices in connection with use
A licence for a practice in accordance with section 12 subsection (1) no. 1, 2, 3 or 4 in
connection with use on animals in veterinary medicine shall only be granted where, in addi-
tion to the satisfaction of the respective conditions in accordance with section 13, the appli-
cant or the radiation protection supervisor appointed by the latter is qualified as a veterinari-

an, medical doctor or dentist, or has been granted interim permission to practice veterinary
medicine, medicine or dentistry.

Section 16
Required documents
A licence application for a practice in accordance with section 12 subsection (1) must

be accompanied by the necessary documents for verification, in particular the documents
specified in Annex 2.

Section 17

Notifiable operation of installations for the generation of ionising radiation

(1) Anyone who intends

1. to operate a plasma installation in the operation of which an ambient dose rate of
10 microsieverts (USv) per hour at a distance 0.1 m from the walls of the area is not ex-
ceeded, that cannot be accessed during its operation for electrotechnical reasons, or

2. to operate an ion accelerator in the operation of which an ambient dose rate of 10 ySv
per hour at a distance 0.1 m from the accessible surface is not exceeded,

shall notify the competent authority of this in writing by no later than four weeks prior to the
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intended commencement. Once this period has expired, the notifying party may operate the
installation for the generation of ionising radiation unless the competent authority has sus-
pended the procedure in accordance with section 18 subsection (2) or has prohibited opera-
tion.

(2) The following documents shall be enclosed with the notification

1. proof that the installation satisfies the requirements of subsection (1), first sentence,
no.1or2,

2. proof that the number of radiation protection supervisors necessary for safe operation
has been appointed, and that they have been granted the powers necessary in order to
perform their tasks,

3. proof that every radiation protection supervisor possesses the requisite specialist
knowledge in radiation protection or, where a radiation protection supervisor is not nec-
essary, that the person required to notify, that person’s legal representative or, in the
case of legal persons or associations of persons without legal capacity, the party enti-
tled by law, articles or memorandum of association to effect representation or to man-
age the business possesses the requisite specialist knowledge in radiation protection.

(3) Subsections (1) and (2) shall apply mutatis mutandis in the event of a significant
change to an installation in accordance with subsection (1) above or to its operation.

Section 18

Verification of the notified operation of an installation for the generation of ionising
radiation

(1) The competent authority shall verify the documents within four weeks of receiving
the notification. Should the authority inform the notifying party in writing prior to expiry of the
deadline that all the proof in accordance with section 17 subsection (2) has been provided,
the notifying party may commence operation of the installation for the generation of ionising
radiation as soon as it receives the appropriate communication.

(2) Where the competent authority instigates a procedure to verify justification in ac-
cordance with section 7 within the deadline in accordance with subsection (1) above, it shall
suspend the procedure to verify the notification for the duration of the justification verification
procedure.

(3) The competent authority may prohibit the operation of the installation for the gener-
ation of ionising radiation or an alteration to such operation where

1. any of the requirements to be proven in accordance with section 17 subsection (2) is not
satisfied, or is no longer satisfied; after the expiry of the deadline in accordance with
subsection (1) above, this shall only apply where rectification is not effected within a
reasonable period of time,

2. there are facts giving rise to reservations regarding the reliability of the person required
to notify, that person’s legal representative or, in the case of legal persons or associa-
tions of persons without legal capacity, the party entitled by law, articles or memoran-
dum of association to effect representation or to manage the business, or the radiation
protection supervisor,
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3. the practice in question is an unjustified type of practice in accordance with a statutory
ordinance under section 6 subsection (3) or where, in consideration of a report pub-
lished in accordance with section 7 subsection (2), there are serious doubts as to the
justification of the type of practice,

4. the provisions of this Act or of the statutory ordinances issued on the basis of this Act, or
any orders and instructions from the supervisory authorities based thereon, are serious-
ly or repeatedly violated and rectification is not effected within a reasonable period of
time, or

5. so required due to a serious danger to employees, third parties or the general public.

Section 19

Operation of X-ray equipment requiring a licence and notification

(1) Anyone who intends
1. to operate X-ray equipment

a) the X-ray tube assembly of which is type-approved in accordance with section 45
subsection (1) no. 2,

b) the manufacture and first entry into service of which falls within the scope of the
Medical Devices Act (Medizinproduktegesetz), or

c) that first entered into service in accordance with the provisions of the Medical De-
vices Act and is not used in connection with medical exposure,

2. to operate a basic-, high- or full-protection device or school X-ray equipment,

shall notify the competent authority in writing accordingly by no later than four weeks prior to
the planned commencement, unless such operation requires a licence in accordance with
subsection (2) below. Once this period has expired, the notifying party may operate the X-
ray equipment unless the competent authority has suspended the procedure in accordance
with section 20 subsection (2) or has prohibited operation.

(2) By way of derogation from subsection (1), first sentence, no. 1, above, a licence in
accordance with section 12 subsection (1) no. 4 shall be required by anyone

1. who operates X-ray equipment in technical radiography for macrostructural analysis in
material testing,

2. who operates X-ray equipment for the treatment of people,
3. who operates X-ray equipment for teleradiology,

4. who operates X-ray equipment in connection with screening,

5. who operates X-ray equipment other than in an X-ray room, except where, in a specific
case, the condition or size of the person or animal to be examined makes it absolutely
necessary for the X-ray equipment to be operated other than in the X-ray room,

6. who intends to operate X-ray equipment in an X-ray room which is listed in a test report
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by an officially-appointed authorised expert or in a licence for other X-ray equipment, or

7. who operates X-ray equipment in a mobile X-ray room.

(3) The following documents shall be enclosed with the notification in accordance with

subsection (1), first sentence, no. 1 above

1.

a copy of the certificate from an officially-appointed authorised expert in accordance with
section 172, including the test report, in which

a) the X-ray equipment and its intended operation are described,

b) it is established that the X-ray tube assembly is type-approved or the X-ray equip-
ment first entered into service in accordance with the provisions of the Medical De-
vices Act,

c) it is established that such equipment is available and such measures have been
implemented for the planned operation as are necessary in accordance with the
technical state-of-the-art in order to ensure that regulations governing protection
are complied with,

d) it is established, in the case of X-ray equipment for the use of X-radiation on peo-
ple, that the conditions in accordance with section 14 subsection (1) no. 5(a) are
satisfied and that the acceptance test required under a statutory ordinance in ac-
cordance with section 86, second sentence, no. 13 has been carried out,

e) itis established, in the case of X-ray equipment used for examination, the operation
of which outside an X-ray room is absolutely necessary in a specific case in ac-
cordance with subsection (2) no. 5 above, that special precautions have been taken
to protect third parties from X-radiation,

in the case of X-ray equipment in accordance with subsection (1), first sentence,
no. 1(a), a copy of the approval certificate in accordance with section 47 for the type of
X-ray tube assembly,

in the case of X-ray equipment in accordance with subsection (1), first sentence,
no. 1(b) or (c), a copy of the EC declaration of conformity in accordance with section 11
subsection (3), in conjunction with Annex Il, 1V, V or VI of Council Directive 93/42/EEC
of 14 June 1993 concerning medical devices (OJ L 169 of 12 July 1993, p. 1), most re-
cently amended by Directive 2007/47/EC (OJ L 247 of 21 September 2007, p. 21),

proof that the number of radiation protection supervisors necessary for the safe opera-
tion of the X-ray equipment has been appointed and that they have been granted the
powers necessary to perform their tasks,

proof that every radiation protection supervisor possesses the requisite specialist
knowledge or, where a radiation protection supervisor is not necessary, that the person
required to effect a notification, the latter’s legal representative or, in the case of legal
persons or associations of persons without legal capacity, the party entitled by law, arti-
cles or memorandum of association to effect representation or to manage the business
possesses the requisite specialist knowledge in radiation protection,

proof that the other persons involved in the operation of the X-ray equipment possess
the necessary knowledge and skills in relation to the potential radiation hazard and the
protective measures to be applied,
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7. proof, in the case of X-ray equipment for use on people, that the conditions referred to in
section 14 subsection (1) no. 1, no. 2(b) or (c), no. 3(b) and no. 4 are satisfied, and

8. proof, in the case of X-ray equipment for use on animals in veterinary medicine, that the
conditions referred to in section 15 are satisfied.

Where the authorised expert refuses to issue the certificate in accordance with the first sen-
tence, no. 1, the competent authority shall decide, on request, whether the requirements to
be proven under the first sentence, no. 1, are satisfied. It may impose additional conditions
on operation in such cases.

(4) The following documents shall be enclosed with the notification in accordance with
subsection (1), first sentence, no. 2 above

1. the copy of the approval certificate in accordance with section 47 for the type of X-ray
equipment in question, and

2. in the case of a basic- or high-protection device or of school X-ray equipment, the doc-
umentary proof in accordance with subsection (3), first sentence, nos. 4-6.

(5) Subsections (1) to (4) shall apply mutatis mutandis in the event of a significant
change to the operation of X-ray equipment notified in accordance with subsection (1)
above.

Section 20
Verification of the notified operation of X-ray equipment

(1) The competent authority shall verify the documents within four weeks of receiving
the notification. Should the authority inform the notifying party in writing prior to the expiry of
this deadline that all the proof in accordance with section 19 subsection (3) or (4) has been
provided, the notifying party may operate the X-ray equipment as soon as it receives the
communication.

(2) Where the competent authority instigates a procedure to verify the justification in
accordance with section 7 within the deadline set out in subsection (1) above in the case of
a notification in accordance with section 19 subsection (1), first sentence, no. 1, it shall sus-
pend the procedure to verify the notification for the duration of the procedure to verify the
justification.

(3) The competent authority may prohibit the operation of X-ray equipment in accord-
ance with section 19 subsection (1), first sentence, no. 1 or a change to its operation in ac-
cordance with section 19 subsection (5) where

1. one of the requirements to be proven in accordance with section 19 subsection (3) is not
satisfied or is no longer satisfied; after the expiry of the deadline in accordance with
subsection (1) above, this shall only apply where rectification is not effected within a
reasonable period of time,

2. there are facts giving rise to reservations regarding the reliability of the person required
to notify, of the latter’s legal representative or, in the case of legal persons or associa-
tions of persons without legal capacity, of the party entitled by law, articles or memoran-
dum of association to effect representation or to manage the business, or of the radia-
tion protection supervisor,
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3. there are facts giving rise to reservations regarding whether the necessary personnel
are available for the safe execution of the practice,

4. the practice in question is an unjustified type of practice in accordance with a statutory
ordinance in accordance with section 6 subsection (3) or where, in consideration of a
report published in accordance with section 7 subsection (2), there are serious doubts
regarding the justification of the type of practice,

5. the provisions of this Act or of the statutory ordinances issued on the basis of this Act or
the orders and instructions from the supervisory authorities based thereon are seriously
or repeatedly violated and rectification is not effected within a reasonable period of time,

6. so required due to a serious danger to employees, third parties or the general public, or
7. the proposed practice is precluded by other provision