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The Presidency is presenting the text of the following Chapters and the related definitions:
CHAPTER II with related recitals and definition: Recitals 20-24, Axrticle 3(35), Articles 5-17
CHAPTERS IIL, IV & V AND RELATED DEFINITIONS ORGANISED BY SECTIONS:

e Section II — Authorisation of SOHO Establishments: Recital 32, Art. 3(21), 3(40), 3 (56), 25,
48,27, 49, 49a, 49b, 49c.

e Section III — Registration of SOHO Importers: Recital 40, Art. 3(20), 3(20a), 3(67), 26, 28,
42,43,

e Section IV — Inspections: Recitals 25, 26, Articles 3(32), 3(36), 3(37), 3(44), 3(46), Articles
29, 30, 31, 32.
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ANNEX

CHAPTER II with related recitais and definition

Recital
Whereas:

(20) SoHO c€ompetent authorities should be designated by the Member States for all the areas
that fall within the scope of this Regulation. While Member States are best placed to
identify the SOHO competent authority or authorities for each area, for example by
geography, topic or substance, they should also be required to designate a single SOHO
Nnational Aauthority that ensures appropriately coordinated communication with other

Member States’ SOHO Nationaleempetent-Aauthorities and with the Commission, as well

as other tasks assigned in this Regulation. The SoHO National Authority should be

considered the same as the designated competent authority in Member States where only

one SOHO competent authority is designated.

(21) For the performance of SOHO supervisory activities aimed at verifying the correct
application of SoHO legislation, Member States should designate SOHO competent
authorities that act independently and impartially. It is therefore important that their
function of oversight is separate and independent from the performance of SOHO activities.
In particular, SoHO competent authorities should be free from undue political influence

and from industry interference that might affect their operational impartiality.

(22) For the performance of SOHO supervisory activities aimed at verifying the correct
application of SoHO legislation, Member States should designate SOHO competent
authorities that act in the public interest, are appropriately resourced and equipped, and
offer guarantees of impartiality, professionalism and transparency. When infringements
relate to direct health risks, and the publication of information regarding those
infringements can contribute to risk mitigation and the protection of SoHO donors,

recipients,ef offspring from medically assisted reproduction or public health, SoHO

competent authorities should, where necessary, be able to prioritise transparency of their
enforcement activities over the protection of confidentiality of the party-one that has
infringed the Regulation.
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(23) The correct application and enforcement of the rules falling within the scope of this
Regulation require an appropriate knowledge of those rules. It is therefore important that
the staff performing SOHO supervisory activities have an appropriate professional
background and are regularly trained, in accordance with their area of competence, on the

obligations resulting from this Regulation.

(24) When there is doubt about the regulatory status of a particular substance, product or
activity under this Regulation, SOHO competent authorities should consult with the
relevant authorities responsible for other relevant regulatory frameworks, namely
medicinal products, medical devices, organs or food, with the aim of ensuring coherent
procedures for the application of this Regulation. SOHO e€Eompetent authorities should
inform the SOHO Coordination Board of the outcome of their consultations. When SoHOs
or-SeHOpreparations-are used to manufacture products regulated under other Union
legislation;-er-as-thestarting-and raw-material- thereof, SOHO competent authorities should
cooperate with the relevant authorities on their territory. This cooperation should aim to
reach an agreed approach for any subsequent communications between the authorities
responsible for SOHO and for the other relevant sectors, as needed, regarding authorisation

and monitoring of the SOHOs or the-productmanufactaredfrom-SoHOs derived products.
It should in principle be the responsibility of the Member States to decide on a case-by-

case basis on the regulatory status of a substance, product or activity. However, in order to
ensure consistent decisions across all Member States with regard to borderline cases, the
Commission should be empowered to, on its own initiative or at the duly substantiated
request of a Member State, decide on the regulatory status of a particular substance,

product or activity under this Regulation.
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CHAPTER

GENERAL PROVISIONS

Article 3

Definitions

CHAPTER 11

COMPETENT-MEMBER STATES’ SoHO COMPETENT
AUTHORITIES

Article 5

Designation of SOHO ecempetent competent-authorities

1.  Member States shall designate the SOHO competent authority or authorities te-en-to which

they—confer responsibility for the SOHO supervisory activities-provided-forn-ChapterHH. The

organtsation-authority or ergantsatiens-authorities designated shall be independent from any
SoHO entity.

2.  Ferthesame-territory;-aA Member State may confer responsibilities for SOHO supervisory
activities te-en to more than one SoHO competent authority, at national, regional or local

level.
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3. Member States shall ensure that SOHO competent authorities:

(a) have the autonomy to act and make decisions independently and impartially while

respecting_the constitutional, organisational and administrative structure of-the

the Member States;

(b) have the necessarylegal powers:

(1) to properly perform the#r SoHO supervisory activities_they have been made

responsible for, including having access to the premises of, and documents and

samples kept by; SOHO entities and any third parties contracted by a SOHO entity;

(i) to order the immediate suspension or cessation of a SOHO activity that poses

immediate risk to SOHO donors, SoHO recipients, offspring from medically

assisted reproduction or the general public;

lecici | : L date:

(c) have, or have access to, sufficient resources, operational capacity, and expertise to

achieve the aims of, and fulfil their obligations under, this Regulation;

(d) are-gevernedby-appropriaterespeetthe-are subject to appropriate-confidentiality
obligations in order to comply aceerdanece-with Article 75.

4.  Eaeh-When a Member State_designates only one SOHO competent authority in
accordance with paragraph 1, the SOHO competent authority shall designate-aalso be
appointed as the-single SOHO National Authority. When a Member State designates more

than one SOHO competent authorithies in accordance with paragraph 1, it shall appoint
one SOHO National Authority among them-as-the SeHO National Autherithy., without
prejudice of national law. in-aceordanee with-national-law, conformitywith- Member
Stateseonstitutional requirements;- The SoOHO National Authority shall be-responsible for

din Nng o hange h tho ALEREES on—and h other Membe e’ LTO N on
a 0 d o d W v a - a

Authoritiesthe-activities as seteutreferred to in Article 9(1a).
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The appointment of one SOHO National Authority should not preclude from delegating

certain activities to other SoOHO competent authorities, in particular, when there is a

need for a rapid communication of information related to serious adverse events or

serious adverse reactions that have implications for more than one Member State.

5. Member States shall submit to the EU SoHO Platform, and keep updated., information on

(b) the names and contact details of their SOHO National Authority referred to in
paragraph 4;

(ba) the names and contact details of any SOHO competent authority designated

pursuant to paragraph 1, when different from the SOHO National Authority

referred to in paragraph 4.
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Article 7
Independence and impartiality

1.  When performing their tasks and excercising their powers, ESoHO competent authorities

shall act independently and impartially, in the public interest and free from any external

influence.

2. SoHO c€ompetent authorities shall ensure that-theirpersonnel performing SoeHO
supervisory activities have no direet-orindirect-econemie; financial or persenal-other

interest that might be considered prejudicial to their independence and, in particular, that they

are not in a situation that may, directly or indirectly, affect the impartiality of their

professional conduct.

Article 8

Transparency

1.  Witheutprejudiceto-Artiele 75; SOHO competent authorities shallz

(a) carry out thesr SOHO supervisory activities they have been made responsible for in a

transparent manner, at least by complying with the publication requirements

provided for in this Regulation; and:

In-partiealar;and-theyshall
(b) make anv enforcement decision-taken, in particular according to Articles 19(1d),

21(6)—(8), 27(3)-(5)s28(5)— or 29(9) point (g), and the reasons for it, accessible
and clear to the public deeistons-taken-in cases where;

(i) a SoHO entity does not comply with the provisions kasfaled-to-comply-with
any-efits-obligationsunder-of this Regulation, andor
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(ii) _ where such-a non-compliance, or suspected non-compliance, impliesfatture

causes-or may-causeposes a sertousrisk to the safety of SOHO donors,

recipients, offspring from medically assisted reproduction or public human

health.

2. Paragraph 1 shall netaffeet-be without prejudice to article 75 and to national legislation on

access to information-

3. SoHO c€ompetent authorities shall lay down_in their internal rules practical arrangements

for implementing the transparency rules referred to in paragraph 1-in-theirinternalrules.

4. Paragraphs2and 3-shallalsoapphyto-delegated-bodies:

Article 9

General responsibilities and obligations

1.  SeHO Ecompetent authorities shall be responsible for the SOHO supervisory activities
referred-to-in-Chapter Hl-in order to verify the effective compliance efby SoHO entities ton

their territory with the requirements set out in this Regulation.

1a. The SoHO National Authority appointed in accordance with Article 5(4) shall be

responsible for coordinating the information exchanges with the Commission and; with
other Member States’ SOHO National Authorities, as well as other tasks, and-between
autheritiesinthe Member State; provided for in Articles 4(2), 13(1).(2)-and (4), 14(1), (2)
and (3), 18(1) and; (2)-and-(4), 28(3):-35-(10a) and (11), 33(1), 36(2), 63-2)-and-(3), 64-(2)
and (3).-as-well as for-earrving out the tasks set outinarticles 18(H: 2y and (4 3510)
and-(h-and 67(2). The SoHO National Authority may also be responsible for the tasks
provided for in Article 13(1).
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2. SoHo c€ompetent authorities shall-have-in-place:

(a)

(aa)

have, or have access to, a sufficient number of suitably qualified and experienced

personnel to carry out the SOHO supervisory funetions-activities they have been made

responsible for-provided-forinthis Regulation, efficiently and effectively;

have procedures in place to ensure compliance with the confidentiality obligations

(b)

(©)

(d)

(da)

and-maintain professional seereecyset out in Article 75;

precedures-te-ensure the independence, impartiality, effectiveness, quality, suitability

for purpose and consistency of their SOHO supervisory activities;

have appropriate and properly maintained faeilities-premises and equipment to ensure
that_the personnel can perform their SOHO supervisory activities efficiently and

effectively;

have a quality management system_or standardised documented procedures in place

for their SOHO supervisory activities they have been made responsible for that

includes a plan for continuity of their activities in case of exeeptional-eircumstanees

crisis situations that impede the normal performance of their tasks:

develop and implement, or provide access to, training programmes to ensure that

(db)

personnel performing SoOHO supervisory activities receive, for their area of

competence, appropriate training;

provide opportunities for their personnel to participate in the Union training

referred to in Article 69 where such training is available and relevant.
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Article 10

Conditionsfor-delegatingDelegation of certain SOHO supervisory activities to delegated-other

bodies

-la. A-Member States may empowernable a SOHO competent authority made-responsible

for any of the SOHO supervisory activitiesy as setreferred to-eut in Articles 22, 23, 29,
30, 31, 33(1), 34(1), 35(1a).-(2), (3) point (a), (4), (5), (6), (62). (7). (3} (9) ands (10) peint
(a)yand (12} to delegate that SOHO supervisory activity to one or more otherdelegated
bodies-previded.

Member States shall ensure that the delegated bodies have has-the legalpowers needed

to effectively perform the activities delegated to itthem and te fulfil the requirements in

Article 11

1. MemberStates-and-SoHO €Ecompetent authorities that delegate eertain-SoHO supervisory
activities_in accordance with paragraph -1a to a delegated body referred-to-in-Asrtiele-6-shall

conelude-have in place a written agreement-arrangement asreement on-the-delegationwith
that delegated body.

2.1 The delegating SOHO cCompetent authorities shall ensure that the such a written
agreement-arrangement agreement referred-to-in-paragraph-t-includes_at least the

following:

(a) aprecise description of the SOHO supervisory activities that the delegated body is
expected to perform, and the conditions under which those activities are expected to be

performed,

(b) the conditions-te-be-metby that the delegated body ;ineluding that the- delegated-body=

Proposal to merge 1 and 2 into one paragraph.
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N o berof suitabl lified and enced-staf

Gib—participates in certification or other schemes at Union level, when available, to

ensure the uniform application of principles of good practices required for their

relevant sector;

(c) aprecise description of the arrangements ensuring an efficient and effective

coordination between the delegating SOHO competent authorityies and the delegated

body;

(d) provisions fer-on the fulfilment of the obligations efthe-delegated-bedy-as set out in
Articles 11 and 12;-

(da) provisions on its termination in the case of withdrawal of the delegation pursuant

to Article 12.

2a. €SoHO competent authorities having delegated SoHO supervisory activities pursuant to

paragraph -1a shall submit to the EU SoHO Platform the names and contact details of

the delegated bodies, together with the details concerning the delegated SoOHO

supervisory activities.

Article 11

Obligations of the delegated bodies

1. Delegated bodies to which eertain-SoHO supervisory activities have-beenwere delegated in
accordance with Article 610 shall:

(-aa) meet the requirements specified in Article 9(2):
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(a)

(b)

(©)

communicate-teinform the delegating SOHO competent authorities, on a regular basis

and whenever those delegating SOHO competent authorities so request, of the outcome

of the SOHO supervisory activities performed by them;

immediately inform the delegating SOHO competent authorities whenever the outcome
of the delegated SoHO supervisory activities indicates non-compliance or points to the
likelihood of non-compliance, unless specific written arrangements established

between those delegating SOHO competent authorities and the delegated bodies

provide otherwise; and

fully cooperate with the delegating SOHO competent authorities, including by providing
access to their premises-and-faeilities_and information, including IT
systemsdocumentation.

2. Delegated bodies are subject to the provisions of Articles 7, 15 and 75 shallapply-to

delesated-bodies-andin full and, where relevant, to the provisions of Articles 24 and 32

hallapplvinsef \ 1 forthe-del | activities.

Article 12

Obligations of the delegating SOHO competent authorities

€SoHO competent authorities that have delegated certain SOHO supervisory activities to delegated

bodies in accordance with Article 610 shall:

(a) erganise-conduct regularly audits erinspeetions-of such-the delegated bodies; as-neeessary

sehemes referred-to-in-Article 10(I2)- point(b)(ii)). The interval between such audits shall

be determined by the delegating SOHO competent authority, taking into account the

participation of such-the delegated bodies in certification or other schemes referred to in

Article 10(12). point (b)@id), as well as the scope and the impact of the delegated SOHO

supervisory activities on the quality and safety of SoHOs;
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(b)

fully or partly withdraw the delegation without delay when necessary, and in particular in

cases where:

(1)  there is evidence that sueh-the delegated bodies are failing to properly perform the

SoHO supervisory activities delegated to them;

(i) the delegated bodies have failed to take appropriate and timely action to remedy the
such sherteomings-performance failures identified; or

(ii1) there is evidence that the independence or impartiality of the delegated bodies has

beenshownte-been compromised.

Article 13

Communication and coordination between SeHO-SoHO competent authorities-in-the SoHO

seetor

Where more than one authority is competent to perform SoHO supervisory activities in a

Member State pursuant to Article 5(2), the Member-State- Member State or the SoHO

National Authority shall ensure efficient and effective coordination between all SeHO-the

SoHO competent authorities #velvedconcerned in order to ensure-guarantee consistency

and effectiveness of the SOHO supervisory activities asset-by-this Regulation
aerossperformed on its territory.

Within a Member State, ESoHO competent authorities shall cooperate with each other-and

with-the-Commissten. They shall communicate information to each other and, in particular, to
the SOHO National Authority as necessary for the effective implementation of the SoHO

supervisory funetions-activitiesprovidedfor-inthis Regulationsincluding the activities of the
the SoOHO National Authority as referred to in Article 9(1a).
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3. Incases where a SOHO competent authorityies provide-issues an opinion? to a SOHO entity;
upon-its request pursuantto-Artiele 40(2):-on the applicability of this Regulation to a
particular substance, product or activity within-on-theit its territory, thatese SoHO

competent authorityies shall notify the SOHO National Authority of that opinion? issued,
which, in turn, shall notify the SoHO-CoordinationBeoard-(*SCB)3-of the-opinion-given-to-the
SeHO-entity.

4.  Following a reasened-duly substantiated request from a-competentathe SoOHO National

Authority of another Member State, the eempetentaSoHO National Authority shall without

undue delay, and ensuring consideration of aspects of confidentiality as set out in Article

75, inform the requesting eempetentaSoHO National Authority of the outcome of the SoOHO

supervisory activities concerning a SOHO entity on its territory, and, as necessary and

proportionate, provide the requesting SOHO National Authority with the relevant

documentation related to activities recerds-referred to in Articles 29 and 30.

4a.

Article 14

Obligations-te-eConsultation and cooperatione with authorities of other regulatory sectors

-1a. Member States shall ensure that communication-channels-are-established-within-that
Member-State between the SoOHO National Authority has appropriate mechanisms to

communicate—and- with the competent authorities for organs designated under Directive

2010/53/EU and the-any competent authorities designated under other Union legislation

referred to in Article 2(3) within that Member State.

Art. 40(2) currently mentions ‘advice’. It is proposed to change ‘advice’ in Article 40 to ‘opinion’

In case the SOHO Coordination Board would be introduced for the first time, the full name should be
kept.
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1.  In all cases where questions arise as to the regulatory status of a substance, product or
activity, the SOHO competent authorities_in-the SeHO-seetor-shall, in addition to what is
set out in Article 13(2) of this Regulation, consult, via the SoHO National Authority, with
the competent authorities established-in-otherrelevant Untontegistatien-referred to in Artiele

2(3)paragraph -1a, as appropriaterelevant, with a view to reaching a eensensus-decision

on the regulatory status. In such cases, SOHO competent authoritics-in-the SeHO-seetor
involved in the consultation shall also consult the SOHO compendium-referred-to-Artiele 3
pemnt(33), and consider and take inte-acceuntany relevant regulatory status decision
oerand take into account any relevant opinion included therein-the SeHO-eompenditm.

2. Inthe course of the consultation referred to in paragraph 1, the SOHO competent authorities

inthe SoHO seeter-involved in such consultation may also, via the SoHO National

Authority, submit a request to the SCB for i#s-an opinion on the regulatory status of the
substance, product or activity under this Regulation, The SOHO competent authorities-and

shall do so in all cases where the-eompetent-autherities;afterfolewing the consultations

referred to in paragraph 1, have not lead totheyare-notina-pesttionto-where-take-a decision
inthatrespeet-on the regulatory status of such substance, product or activity ean-be

taken-in the Member State concerned. The SoHO competent authorities inthe SeHO

seetor-involved in the consultation shall take into account the opinion issued by the SCB

following such a request.

The SoHO competent authorities_in-the SeHO-seeter-involved in the consultations

referred to in paragraph 1 may also, via their SoHO National Authority, indicate that-if

they consider that there is a need that-for the SCB to consults, before issuing its opinion

and in accordance with Article 68(1), point (b), with the relevant equivalent advisory bodies

established in other relevant Union legislation referred to in Article 2(3).

3. When a consultation referred to in paragraph 1 leads to a eensensus-decision, Fthe

competent-SOHO National Aauthorityies shall inform the SCB of the subsequentregulatory
status decision taken in its Member State_and the reasons for it, feHowingthe-consultations

of those-consultationsfor with a view to the publication thereof by the SCB in the SoHO

compendium, pursuant to Article 68(1) point (d)-by-the SEB.
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4.  The Commission smayshall, upon a duly substantiated request efrom a Member State
following the consultation referred to in paragraph 1, or may may-on its own initiative, by
means of implementing acts, determine the regulatory status of a substance, product or

activity under this Regulation, in case_this is needed to avoid risks to the safety of SoHO

donors, recipients or offspring from medically assisted reproduction, or of a

compromised access of recipients to safe and effective treatment.

A request from a Member State, as referred to in the first subparagraph. is to be

considered duly substantiated when-questions arise in thatrespect_to the regulatory status

of a substance, product or activity under this Regulation, notably when these questions

cannot be resolved at the Member State level, or in discussions-consultations conducted in

accordance with Article 68(1), point (b) between the SCB and the advisory bodies

established underin other relevant Union legislation_as referred to in Article 2(3);in

b A ointib).

Those implementing acts shall be adopted in accordance with the examination procedure

referred to in Article 79(2).

5. Eor-In the case of SOHOs th

Article 2(3); or
to-m-Article 2(4), the SOHO competent authority in-the SeHO-seeter-shall cooperate with the

authorities responsible for the supervisory activities under otherthe relevant Union legislation

as referred to in Article 2(3), with a view to ensuring coherent oversight. During thate

process, the SOHO competent authorities may seek the assistance_and advice of the SCB

concerning, inter alia, good cooperation practices that ensure coherent oversight when

SoHOs change regulatory status.

6.  The consultation and cooperation referred to in paragraphs 1, 2 and 5 may also be initiated on

the basis of a request from a SoOHO entity for advice-an opinion’*from-a-SeHO-entity-as
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6a. In case a SOHO competent authority inthe SoHO-sector-takes any enforcement decision

concerning a SOHO entity that also performs activities regulated under other Union

legislation as referred to in Article 2(3) and overseen by competent authorities as

referred to in paragraph -1a, the SoOHO competent authority in-the SoeHO-seetor-shall,

without undue delay, via the SOHO National Authority. inform the relevant competent

authority designated under that other Union legislation, of its decision.

7.
Article 15
Right of appeal
1. Where decisions are taken by SOHO competent authorities concerning natural or legal

persons, those decisions shall be subject to such persons’ right of appeal in accordance with

national legislation.

2. The right of appeal shall not affect the obligation of SOHO competent authorities to take
prompt action to eliminate or contain the risks to human health in accordance with this

Regulation.
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Article 17

Obligations as regards Commission eentrelsyverifications

SoHO cCompetent authorities and delegated bodies shall cooperate with the Commission for the
performance of Commission eentrels-verifications referred to in Article 70. In particular, they
shall:

(a) take appropriate follow-up measures to remedy the shortcomings identified through such

controlsverifications;

(b) etve-provide the necessary technical assistance and previde-the available documentation,
upon justified request, and_as well as other teehnteal-support that Commission experts request
to enable them to perform yerificationeentrols efficiently and effectively, including
facilitating +and

fe)—pive-the neecessary-assistanceto-ensure-that- the Commisston-experts-have-give access to all

premises or part of premises, and to information, including IT systems, of the SoHO

competent authority or delegated body relevant for the execution of their duties.
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Section II — Authorisation of SOHO Establishments:
Recital 32, Art. 3(21), 3(40), 3 (56), 25, 48, 27, 49, 49a, 49b, 49¢.

Recital

(32) SoHO c€ompetent authorities should review the SOHO entities registered in their territory and

ensure that those entities that carry out beth-processing and storage, release, import or_export of

SoHOs are inspected and authorised as SOHO establishments before starting those activities. A
SoHO establishment authorisation should refer to the legal entity, even when one SoHO
establishment has many physical sites. Competent authorities should consider the impact on safety,
quality and efficacy of the SOHO activities carried out at SOHO entities that do not meet the
definition of a SOHO establishment and decide whether particular entities should be subject to
establishment authorisations due to the risk or scale associated with their activities. Similarly,
SoHO entities that have a poor record in terms of compliance with reporting or other obligations

might be suitable candidates for authorisation as SOHO establishments.
Article 3
Definitions

(21) ‘export’ means distribution-of activities carried out to send SoHOs from the Unioner
SeHOpreparations to a-third countryies.

(40) “‘SoHO establishment’ means a SOHO entity that

(rew-a)—carries out beth-any-ef the follewing aetivities- separately-ernet: processing

andand-storage, release, eximport or export of SOHOs and
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CHAPTER III

SoHO SUPERVISORY ACTIVITIES

Article 25

SoHO establishment authorisation system

1.  SoHO cEompetent authorities shall establish and maintain a system for receiving and

processing requests for the authorisation of SOHO establishments_in their territory. The

system shall allow for the suspension ander withdrawal of authorisations.

2. SoHO cEompetent authorities shall authorise as SOHO establishments the SoHO entities that

beth-process and store, release, import or export-er-precess-and release or-store-and
release- SoHOs, in accordance with Article 27.

2a. SoHO competent authorities shall include all SOHO activities carried out by a SoHO

establishment in the authorisation granted. including those SOHO activities carried out

outside of the premises of the SoOHO establishments.

3. Competent authorities may decide that certain SOHO entities, that do not meet the SoOHO

establishment definition also need to be authorised as such, in particular SOHO entities

that:

(a) have significant influence on the safety and quality of SoHOs due to the scale,

criticality or complexity of the SOHO activities they perform; or
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(b) carry out SOHO activities in connection with multiple SOHO establishments.

5. SoHO establishment authorisations shall be valid throughout the Union for the period defined
in the terms of the authorisation, when such a time period has been defined, or until a SoHO
competent authority has suspended or withdrawn the authorisation or the establishment has
ceased to conduct SOHO activities. Where a Member State has adopted a more stringent
measure, in accordance with Article 4, which relates to a specific SOHO establishment

authorisation, that Member State may decline to recognise the validity of the SOHO

establishment authorisation of another Member State pending-verificationthatthe meore
stringent-measure-has-been-metuntil it has verified compliance with the more stringent

measure.

6.  The Commission may adopt implementing acts to specify uniform procedures and working

methods for establishing and maintaining a SOHO establishment authorisation system.

Those implementing acts shall be adopted in accordance with the examination procedure

referred to in Article 79(2).
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CHAPTER V

GENERAL OBLIGATIONS ON SoHO ESTABLISHMENTS

Article 48

SoHO establishment authorisation

1.  SoHO establishments shall not carry out any of the SOHO activities_that gualify them as an
establishment according to art 3 (40)listed-in-article 2(1a), without prior SoHO

establishment authorisation. This shall apply whether all activities are carried out by the

establishment itself or one or more are contracted to another SOHO entity.

2. In cases where SOHO establishments contract other SOHO entities to perform part or all of
certain SOHO activities, the SOHO establishments shall ensure that those contracted SoHO
entities carry out those contracted activities in compliance with the provisions of this
Regulation. Such contracted SoHO entities may shal-agree-to-be audited by the contracting

SoHO establishments or inspected by the SOHO competent authority, in particular in

cases where the contracted entity has not been accredited, certified or authorised, as

part of a national programme, for the specific activities carried out under the contract.te

3. The requirement to obtain a SOHO establishment authorisation shall be without prejudice to
more stringent measures put in place by a Member State pursuant to Article 4 and directly
affecting the activities carried out in the SOHO establishment or contracted SoHO entities

concerned pursuant to paragraph 2 of this Article.
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CHAPTER III

SoHO SUPERVISORY ACTIVITIES

Article 27
Authorisation of SOHO establishments

1.  SoHO cEompetent authorities shall provide guidelines and templates to allow that
applications frem-SeHO-entities-for the#r authorisation as-of SOHO establishments are
submitted in accordance with Article 49. When developing these guidelines and templates,

SeHO competent authorities shall eensult-take into account the relevant best practices

agreed and documented by the SCB as referred to in Article 68(1), point (c¢). SoHO

competent authorities may use the secure communication channel on the EU SOHO

Platform for the exchange, with the SoOHO establishmententity, of documents relating to

the application for an authorisation.

2. Upon receipt of an application for the authorisation of a SOHO establishment, SOHO

competent authorities shall:

(a) acknowledge receipt of the application without undue delaywithint4-working-days;

(b) assess the application;

(c) examine agreements between the applicant SOHO establishment and any_SoHO

entitiesthird-parties-contracted by that SOHO establishment to perform SoHO activities;

(d) request that the applicant SOHO establishment provides supplementary information, if

needed;

(e) carry out an on-site system-inspection of the applicant SOHO establishment pursuant to
Article 29, and, where applicable,-en-site-er-decument review based-inspeetionsof
third-parties-SOHO entities or third parties contracted by the SOHO establishment -te

perform-SeHO-aetivities;-pursuant to Article 30(1)29;
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(f) inform the applicant, without undue delay, of the outcome of the assessment and
inspections referred to in points (b), (c), (d) when relevant, and (¢)-and-ofthe-deeision
l E—

(g) grant or refuse the authorisation of the applicant SOHO establishment as a SOHO

establishment, as appropriate, and indicate which SOHQ and which SoHO activities are

covered for each SoHO by the authorisation and which conditions apply, if any;

(h)

(i)  submit information regarding the granted authorisation to the SOHO establishment,
by amending aeeerdingly-the status of the SOHO entity into SoHO
establishmenteonecernedand-inchuding the nameand-contact-detatls efthe SeHO
establishmentautherisation-helder-in the EU SoHO Platform asreferred-to-in-Chapter
XFwithout undue delay.

(j)  assess and, as appropriate, appreve-authorise any significant subsequent changes made

by the SoHO establishment to the information provided in the application and
communicated to them according to Article 49(2), and update the information in the

EU SoHO Platform.*

3. SoHO cCompetent authorities may, in accordance with national legislation, suspend the

authorisation of a SOHO establishment, or of certain SOHO activities the establishment is
authorised to perform, if SOHO supervisory activities demonstrate or give reasonable grounds

for suspecting, that the SOHO establishment in question:
(a) does not comply with the conditions of its authorisation; or the-previstons-ofthis
Regulation: and

(b) does not comply with the provisions of this Regulation and that non-compliance, or

suspected non-compliance, implies a risk to the safety of SOHO donors or recipients or

offspring from medically assisted reproduction, or-unneeessary-wastage of SOHOs.

Para j shows revision to the original para h that is proposed to be moved.
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SoHO cCompetent authorities shall specify a period of time for the investigation of a
suspected non-compliance and for the SOHO establishment to rectify a confirmed non-

compliance, during which the suspension will remain in place.

4.  In cases where SOHO competent authorities have confirmed non-compliances referred to in
paragraph 3 and SoHO establishments are not able to rectify them in the specified time
period, SOHO competent authorities shall, in accordance with national legislation, withdraw

the authorisation of a SOHO establishment.

5. SoHO c€ompetent authorities may, in accordance with national legislation, withdraw the
authorisation of a SOHO establishment if the SOHO competent authorities have confirmed

that the SOHO establishment releneercomplieswith-updated-eriteriafo horisation

does not faed-te-comply with the conditions of its
authorisation, orand-that a risk to-SeHO-doners-errecipients-or-offsprine from medically
assisted reproduction-is identified whichand thatrisk cannot be resolved during a

suspension.

6. In cases of authorisation suspension or withdrawal, as referred to in paragraphs 3, 4 and 5,
SoHO competent authorities shall amend accordingly the authorisation status of the SOHO
establishment concerned in the EU SoHO Platform as-referred-to-in-ChapterXFwithout undue
delay.
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CHAPTER V

GENERAL OBLIGATIONS ON SoHO ESTABLISHMENTS

Article 49

Application for SOHO establishment authorisations

1.  SoHO entities shall send the application for authorisations as SOHO establishments to the#

SoHO competent authorities_of their territories.

2. The applicant SOHO establishment shall provide the name and contact details of the

prospectiveresponsible personSoHO establishment authorisation holder responsible for the
appheationand-carrying out the SOHO activities subject to the authorisation, pursuant to

Article 37a. —TFhisparagraph-shall be-withoutprefudiceto-Artiele 38(H—The apphieant SOHO
establishment shall not make any significant substantial-changes to-with regards to
regarding-which the- SoHO or SoHO activities are-subject to the authorisation without the

prior written appreval-authorisation of the SOHO competent authority. Fhe-same-shall-apply

= O - akaa¥aia aVa' on aVa' .‘ ala
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SoHO establishments shall also, without undue delay, inform their SOHO competent

authorities of any changes of an administrative nature, related to the SoHO

establishment authorisation, including a change of responsible person.

3. The legal entity that holds the authorisation for the SoHO establishment authorisation
helders shall be based in the Member State where the SOHO establishment is
authorisedthe Union.

13231/23 KB/io 28
ANNEX LIFE.5 LIMITE EN



Article 49a38°
Releasing officerspensible-personfor-release- 0fSeHOs

1. In cases where a SOHO establishmentstity releases SOHOs er-SoHO preparations-for human

application, fer-distributionfor-human-applieation, or for the manufacture of products
regulated by other Union legislation, er-as-thestartingand raw-matertal thereef-as referred to

in Article 60, the responsible person, as referred to in Article 37a, that

establishmententity shall designate one or more releasing officersa-personresponsiblefor
release.

l1a. The nominated releasing officers shall be communicated to the SoHO competent

authority.

2.  TheA-releasing officer Theresponsible-personforrelease-ef-SeHOs shall be in possession of

a diploma, certificate or other evidence of formal qualifications in the field of medical,

pharmaceutical or bielegieal-life sciences awarded on completion of a university course of

study or a course qualification recognised as equivalent by the Member State concerned and

shall have at least 2 years of experience in the a-the relevant field.

3. TheA releasing officer Theresponsible-personforrelease-ofSeHOs-may delegate the tasks

to carry out the activity specified in paragraph 1 to other persons who shall be qualified by

training and experience to perform such tasks. In such cases, that person shall perform those

tasks under the responsibility of the releasing officer who will always be responsible for the

release. responsible-personforrelease-ef-SeHOs: The responsibility of releasing SoOHOs

may be delegated to an alternate in case of short term absence of a releasing officer, on

condition that the alternate meets the requirements specified in paragraph 2.

5 This Article is adapted based on Article 38 which will be moved here. Moreover, the provisions of

Article 49a as presented in 11823/23 are now reflected in Article 37a as presented in 12955/23
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Article 49b516
Respensible PpPhysician

1.  Eaeh-SoHO establishment shall designate a respensibie-physician who resides-and-carries out
its tasks in the same Member State and who shall at least fulfil the following conditions and

have the following qualifications:
(a) possession of formal qualification as a physician_and
(b) atleast two years’ practical experience in the arelevant fields.

2. The respensible-physician referred to in paragraph 1 shall be responsible for at least the

following tasks:

(a) development, review and approval of policies and procedures for establishing and

applying SoHO donor eligibility criteria, procedures for SOHO collection and criteria

for the allocation of SOHOs and-SeHOspreparations;

(aa) supervision of the implementation of policies and procedures referred to in point

(a) when they are carried out by SoHO entities contracted by the SoHO

establishment;

(b) the clinical aspects of investigation of suspected adverse reactions eeeurrences in

SoHO donors, SOHO and-recipients_and offspring from medically assisted

reproduction from the perspective of the SOHO establishment.

(c) design and supervision, in collaboration with treating physicians, of clinical data

collection activities to support evidence gathering to support applications for SOHO

preparation authorisations pursuant to Article 41;

(d) other tasks of relevance to the health of SOHO donors, ard-SoHO recipients and
offspring from medically assisted reproduction of SOHOs collected or supplied by

the SOHO establishment.

6 This Article is adapted based on Article 51 which will be moved here.
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2a. The responsible physician may delegate the tasks specified in paragraph 2 to other

persons who shall be qualified by training and experience <o perform such tasks. In such

cases, that person shall perform those tasks under the responsibility of the respensible

physician.

Article 49¢397

Export

new 1. SoHO establishmentsntities shall ensure that SOHOs er-SeHO-preparations-released
for export exported-orre-exported-from-the Unien comply with the relevantrequirements of

this Regulation,

new 2. By derogation from paragraph -1, SOHOs not complying with all the relevant

standards and guidelines referred to in Articles 58 and 59 may be released for export in

the circumstances of exceptional release pursuant to Article 61(new 3).%

SoHO establishments ntities shall, also in these circumstances, not deviate from the

standards referred to in Chapter VI, as well as those related to vigilance and traceability.
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Section III — Registration of SOHO Importers: Recital 40, Art. 3(20), 3(20a),
3(67), 26, 28, 42, 43.

Recital

CHAPTERI

Article 3
Definitions

For the purpose of this Regulation the following definitions shall apply:

(20) ‘import’ means activities carried out to bring SOHOs er-SeHO-preparations into the Union
from a third country;inetadingthe-organisation-of such-activitiesand physieal-verifieationof

ohe a al O a IVa Fa men on h avatdata N O aYahaVa ond on
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ing-before their releasebeforerelease;

(202) ‘third country supplier’ means an organisation, established in a third country outside of

the Union, which is contracted to supply SOHOs or to perform SoHO activities that

might influence the quality and safety of SOHOs imported.
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CHAPTER III

SoHO SUPERVISORY ACTIVITIES
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1a.

Article 28

Authorisation of importing SOHO entities establishments

SoHO competent authorities shall authorise previde-suidelines-and-templates-to-alow-that
apphieationsfrom-SeHO-entities for-thetr-autherisation as importing SOHO establishments

the SOHO entities that import SoHQare-submittedinaceordance-with-Axticle 43 In

Articles 25(1), 25(5), 25(6) and 27 shall apply, mutatis mutandis, to the authorisation

1b.

of importing SoHO establishments.

In cases of import of human plasma for the manufacture of medicinal products, the

authorisation may be based on information provided as part of a plasma master file

EMB)-as referred to in Directive 2003/63/EC.

Upon receipt of an application for an the-autherisation-efan-importing SOHO entity

establishment authorisation, SOHO competent authorities shall_act in accordance with

perform-the-actionssetoutin-Article 27(2). In particular; SoOHO competent

authorities shall also assess the procedures in place at the applicant importing SoHO

establishment to ensure that the imported SoOHOs are equivalent, in terms of safety,

quality and effectiveness, to SOHOs and-SeHOpreparations-authorised according to
the provisions of this Regulation.-beforerelease.
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2a.

With regards to Article 27(2)(e), and in cases where the imported SoHO are not

physically received by the importing SOHO establishment but are directly sent to the

SoHO entity for application to a SOHO recipient or to an operator for manufacturing

a product under other Union legislation, as referred to in Article 2(3). SoHO

competent authorities may choose to carry out only a document review-based

inspection. 4

Fhe SoHO Ecompetent authorities may require to inspect any party in a third country

supplying SoHOs to the applicant prior to granting or refusing the importing SOHO

entityestablishment authorisation, in particular in cases where the application concerns

regular and repeated import of SOHOs from the same party.
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9. By derogation from paragraph 1, SOHO in-ease-ef-emergeney competent authorities may

authorise imports of a SOHOs for immediate human application to a specific SOHO

recipient, when requested by the SOHO entity responsible for that application and

when justified by the clinical circumstances on a case-by-case basis.

SoHO competent authorities may also authorise imports of SOHOs in emergency

situations for immediate human application to SOHO recipients whose health would

be seriously endangered without such an import.
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10. The Commission is empowered to adopt delegated acts in accordance with Article 77 in
order to be able to supplement this Regulation by laying down specific criteria for the

assessments, examinations and inspections in the course of the authorisation.

11. Where, in the case of risk to quality and safety of imported SoHOs, imperative grounds of
urgency so require, the procedure provided for in Article 78 shall apply to delegated acts
adopted pursuant to this Article.

Article 4210

Importing SOHO entity establishment authorisation

1. SoHO entities-establishments shall not import SOHOs without a prior importing SOHO

entity establishment authorisation.

SoHO entities responsible for immediate human application to a specific SOHO

recipient may request to their SOHO competent authorities a derogation from the

requirement for an importing SoOHQO establishment authorisation in the exceptional

circumstances referred to in Article 28(9).

3. The Commission shall adopt delegated acts in accordance with Article 77 supplementing
this Regulation by laying down obligations and procedures for importing SOHO entities
establishment regarding the import of SOHOs in order to verify equivalent standards of
quality; andand safety and-effeetiveness-of such imports.

10 Articles 42 and 43 will be moved to the articles related to establishments in Chapter V as they are not entities

anymore but establishments
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Article 43"

Application for importing SOHO entity establishment authorisations

1. Article 49 shall apply mutatis mutandis to the applications for importing SOHO

establishments authorisation SeHO-entitiesshall send-applicationsfor-authorisationas

1a. Prior to applying for importing SoHO establishment authorisation, ScHO

establishments shall put in place written agreements with one or more third country

suppliers. Such agreements shall include the elements described in paragraph 2 of

this Article.

2. The applicant SOHO establishment entity shall also provide:

details-of third partiescontracted-included-in-the-a written agreements between

(b)

the applicant SoHO establishment and any third countryparties supplier
contracted to perform-supply SoHO-aetivities. This-Such written agreement

shall include, at least:

(i) details of the third country supplier contracted;

(i@ the quality and safety requirements to be met to ensure the equivalency

of the quality and safety standards of the SoOHO to be imported-;

including the facilities, of any third country supplier entitiesor

organisation sub-contracted by that supplierthird partiesfrom-a-third
country, contracted by the importing SOHO establishment.

documentation proving that the procedures they-the third country suppliers

have in place will ensure that the imported SoHOs will be equivalent, in terms

of safety, quality and effectiveness, to SOHOs authorised according to the

provisions of this Regulation.
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5a.

The importing SOHO establishment entityauthorisationholder shall be-basedin-the
Ynien;and-be responsible for the physical reception and visual examination and

verification of imported SoHOs prior to their release. The importing SoHO establishment
entity shall verify coherence between the SOHO received and the associated documentation
and conduct an examination of the integrity of packaging, and-the-cempliance-of labelling

and transport conditions with-taking into account the relevant standards and technical

guidelines as referred to in Articles 57, 58 and 59.

An authorised importing SOHO establishment entity may delegate the physical reception,

visual examination and verification referred to in paragraph 4 to the SOHO entity that will
apply the SoHO to the SoHO recipient in cases where imports are organised for individual

named SoHQO recipients.

The releasing officer of an importing SoHO establishment shall release imported

SoHOs for distribution in the Union or for human application only when they have

verified compliance with the quality and safety requirements specified in the

agsreement referred to in paragraph 2 of this Article and when the physical and

documentation controls referred to in paragraph 4 are satisfactory. In the case of

national or international donor registries that are authorised as importing SoOHO

establishments, the physical and documentation controls referred to in this

paragraph may be delegated to the SOHO entity that receives the imported SoHO for

human application and the release step may be completed remotely.

The Commission shall adopt implementing acts specifying the information to be provided
in an application for an authorisation for importing SOHOs erSeHO-preparations to ensure

compatibility and comparability of such data.

Those implementing acts shall be adopted in accordance with the examination procedure

referred to in Article 79(2).
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SECTION IV - INSPECTIONS

Recitals 25, 26, Articles 3(32), 3(36), 3(37), 3(44), 3(46), Articles 29, 30, 31, 32.

(25)

(26)

RECITALS ON INSPECTIONS

SoHO Ecompetent authorities should perform SeHO supervisory activities regularly, on
the basis of a risk assessment and with appropriate frequency, on entities and activities
governed by this Regulation. The frequency of SOHO supervisory activities and the mode

inspections are carried out whether-on-site-orbyremeote-documentreviewsshould be
established by the SOHO competent authorities, having regard to the need to adjust the

degree of control effert-to the risk and to the level of compliance expected in the different
situations, including the possible violations of this Regulation perpetrated through
fraudulent or other illegal practices and previous compliance history. Accordingly, the
likelihood of non-compliance with all the areas of this Regulation should be taken into

account when scheduling SoHO supervisory activities.

Commission experts should be able to perform eentrols;neludingauditsverifications; in
Member States to yerifi-address the effective application of the relevant requirements ef

competentauthorities-and-of the supervisoryaetivity systemsincluded in this Regulation.

Commission eentrels-verificatons should also serve to investigate and collect information

on enforcement practices or problems, emergencies and new developments in Member
States. Official eentrels-verifications should be performed by personnel who are
independent, free from any conflict of interest and in particular who are not in a situation
which, directly or indirectly, could affect their ability to carry out their professional duties

in an impartial manner.
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Article 3

Definitions

(37) ‘inspection’ means a formalgzsystematie-independent and objective control by a SoHO
competent authority or delegated body to assess compliance with the requirements of this
Regulation and other relevant Union or national legislation-and-te-tdentifyif applicable;

| L4 . . . s y :
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CHAPTER III

SoHO SUPERVISORY ACTIVITIES

Article 29
Inspections of SOHO establishments

1.  SoHO c€ompetent authorities of the Member States where SoHO establishments are
located shall carry out the-feHewing-inspections fer-the verifications-of the eempliance
with-this Regulation by these on-of those SOHO establishments, and where applicable, by
of SoHO entities or third parties perferming SeHO-activities for such-contracted by
SoHOQO establishments.-as-appropriate:

<

1.a  SoHO competent authorities shall carry out the following inspections on SOHO

establishments, as appropriate:

(a) announced routine system inspections;

(b) announced or unannounced inspections, in_particular inpartietlarinthe-ease-of for the

investigations of fraudulent or other illegal activities, or on the basis_of information

that might indicate information-that-mightindieatenon-compliance with therales-of

this Regulation;

(c) announced or unannounced inspections_targeted at a specific activity or topic-as

provided for in Articles 22(6), Article 2H2)pointfed); Article-28(4), 30 Axtiele 31
and Astiele-35(5).
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2. SoHO c€ompetent authorities that during inspections identify non-compliances with the rules
of this Regulation may include follow-up inspections, where necessary and proportionate, to
verify_that SOHO establishments have undertaken appropriate that-SeHO-establishments
have-undertaken-effective_complianee with-the corrcctive and preventive actions.

5.  Byderogationfromparagraph4;SoHO competent authorities shall carry out on-site

inspections referred to in this Article. Exceptionally, SOHO competent authorities may

conduct inspections, in full or in part, by virtual ex-hybrid means, or by remote document

review-efaremote-doctmentreview, provided that:

(a) such inspection mode does not pose poseeverleek a risk to the safety and quality of
SoHOs;

(b) sueh-the typeefinspectionearried-eut such inspection mode does not prejudice the

effectiveness of inspections; ané

ba) ceonfidentiality. professional seereey-and-protection of SOHO donors, SoOHO

recipients or offspring of medically assisted reproduction are-is respected:; and

(¢) the maximum interval between two on-site inspections pursuant to paragraph H-10 is

not exceeded.

6. SoHO c€ompetent authorities shall ensure that inspections are carried out by inspectors

meeting the requirements set out in Article 32.
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7. The ilnspectors shall verify that SOHO establishments comply with the requirements
applicable under this Regulation, in particular with the standards concerning SOHO
donor protection, laid down in Article 53, the voluntary and unpaid nature of SOHO
donations, laid down in Article 54, the information {o be provided prior to consent or
authorisation, laid down in Article S5, and SoHO recipient and offspring protection, laid
down in Article 58, as applicable. meetthe-general standards coneerning-SeHO-dener

7a. _The inspections shall include the verification that SOHO establishments comply with the
standards or elements thereof set by the Regulation. In cases where the SOHO
establishments follow:

(a) The technical guidelines published by the ECDC and by the EDQM referred to in
Articles 56(4), point (a), and 59(4), point (a), as applicable, the inspectors shall consider
the standards or elements thereof, to be met, insofar as they are addressed by the
guidelines;

(b) other guidelines as referred to in Articles 56(4), point (b), and 59(4), point (b), adopted
by the Member State, according to paragraph 8, the inspectors shall consider the
standards or elements thereof, to be met, insofar as they are addressed by the
guidelinesshall assess on a case-by-casc basis such guidelines in terms of level of

(c) other technical methods_applied in specific circumstances, as referred to in Articles
56(4), point (c), and 59(4), point (¢), the inspectors shall evaluate and verify that these
methods guarantee therisk-assessment-andrecord provided;assess-the adequacy with
the guidelines and the achievement of equivalent levels of quality and safety. efthe
technical-methods-applied—For this assessment, the SOHO establishments shall
provide the inspectors with all the necessary information, pursuant to Articles
56(7) and 59(7).
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8.  In cases referred to in of paragraph 7a, second subparagraph, point (b), the where-SeHO

Member State competentauntherities, prior to the inspection, shall have aceepted-adopted
the level of safety and; quality and-effieaey-achieved by those other guidelines, as equivalent

to the level set by the technical guidelines referred to in paragraph 7, second subparagraph,

point (a), and shall have made them available at the EU SoHO Platformthke-inspeetors

9.  Inspectors may-shall carry out atleast one_or more ermere-of the following activities: in-the
SeHO blis] hei | SoHO-entiti hird ios:

(ay  inspect premises SoHO establishment facilities and, where applicable. the facilities of

(b) evaluate and verify the procedures and the SOHO activities performed #n-SeHO
estabhshnent-andwvhereupphenbletacthtiesothird parties-that are relevant o the

requirements of this Regulation;

(c) examine any documents or other records keptby-SeHO-establishments-and~where
applicable-third-partiesrelating to the requirements of this Regulation-and-in-particular
Chapter-V-thereof,

(d) if applicable, evaluate the design and implementation of the quality management

system in place pursuant to Article 50;

(e) take samples for analysis, and-copies of documents, and photographic or video

recording, if required;
(f) evaluate the emergency plan in place in accordance with Article 66, where applicable;

(g) order the suspension or cessation of any procedure or activity where necessary and
proportionate to the risk detected. In such case, the inspector shall take all the
necessary steps without undue delayinform-the SeHO-competent

horitvi Liately.
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10. Subsequent to the inspection referred to in Article 27(2) point (e), SOHO cCompetent

authorities shall carry out periodic inspections pursuant to paragraph 1a, point (a), regelarly;

so that the interval between two on-site inspections shall not exceed, in any event, 4

frequency of inspections shall takeig account of:

(a) identified risks associated with:—#) the type of SoHOs that are subject to the
authorisation precessed-and-stered; and (H-the SOHO activities efthe SeHO

establishmentsin-particular-the-proeesses-carried out;

(b) the_SoHQ-establishments’ past record as regards the outcome of previous inspections

carrted-out-on-them-and their compliance with the rules of this Regulation;

(c) resultsfrem-certification or accreditation by international bodies, where-these-bedies

where relevant;

(d) the reliability and effectiveness of the quality management systems referred to in Article

50.

14. Following each inspection, the SOHO competent authorities shall draw up a report on the

findings of the inspection that-concerncomphance-with-the legal-and-technical requirements

applieable-underthis Regulatien-and provide it to the SOHO establishment concerned. In the
report, when the result of the inspection so requires, -ifapplieablesthe SOHO competent

authorities mayshall, as appropriate, set out any corrective or preventive action needed or

mayshall request the SOHO establishment to respond with a proposal for such actions, with

associated dates for completion.
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16.

17.

For the purpose of standardised-inspections referred to in paragraph 1 of this Article, SoOHO

competent authorities shall eensult-take into account the relevant best practices on

inspections agreed and documented by the SCB as referred to in Article 68(1), point (c).

The Commission may adopt implementing acts concerning the procedures to be followed for

inspections of SOHO establishments.

Those implementing acts shall be adopted in accordance with the examination procedure

referred to in Article 79(2).

Article 30

Inspections of ether SOHO entities_other than SoHO establishments and of third parties

SoHO cCompetent authorities may carry out inspections pursuant to Article 29(1) ea-of

SoHO entities other than SOHO establishments, and of the third parties contracted, as

necessary and proportionate to the risks associated with the SOHOs and the SOHO activities

registered for that SOHO entity, and the SOHO entity’s past compliance records;-inpartictlar

In the cases referred to in paragraph 1, Article 29 shall apply, mutatis mutandis, to the
inspection of SOHO entities other than SOHO establishments_and of the third parties

contracted.
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Article 31
Joint inspections

1.  Atarequest of one or more SOHO competent authorities via their SoHO National

Authorityiescompetent-autherities to another SoHO National Authority, inspections
pursuant to Articles 29(1) and 30(1) may be carried out_with the participation of by

inspectors_sent for that purpose by other from-mere-than-ene-Member State as a joint

inspection.

2. With the previous consent of the SOHO National Authority, Fthe SOHO competent

authority receiving a request for a joint inspection; shall make all reasonable efforts to accept

such request,_taking into account their available resources, and-coordinate-and-support-that
inspeetion;-in-partiewlar in cases where:

(a) the SoHO entity to be inspected performs SoHO activities in more than one

Member State, and-concerns-that haves impact in the requesting Member State it

(b) SoHO competent authorities of the requesting Member State require specialist technical

expertise of another Member State for that inspection;

(¢) the SoHO competent authoritiesy—invelved of the Member States receiving the request
agrees that there are other reasonable etherreasenable grounds for conducting a joint

inspection.

3. The SoHO competent authorities participating in a joint inspection shall conclude an written

agreement prior to carrying out the inspection. Such written agreement shall specify-that
defines at least the following:

(a) the scope and objective of the joint inspection;
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(b) the roles of the participating inspectors during and following the inspection,_ including
the designation of the SOHO competent authority leading the inspectioninelading

he-designation-of anauthority leading the-inspoction:

(c) the powers and responsibilities of each of the SOHO competent authorities_ involved.

The SoHO competent authorities participating in the joint inspection shall commit

themselves in that agreement to jointly accept the results of the inspection.

The agreement shall be signed by all the participating SoOHO competent authorities,
including the respective SOHO National Authorities;—accordingto-the requisites

The authority leading the joint inspection shall be a SoHO competent authority ensure-that

Lointinspections-are-carried-outin-accordance-with-the national lesislation-of the Member

State in which the joint inspection takes place; and shall ensure that the joint inspection is

carried out in accordance with their national legislation.

The SoHO competent authority supervising the SoHO entity er-the SeHO-establishment
to be inspected through a joint inspection shall inform these-the SoHO entitiv well-in

advance about the inspection and its nature unless there are reasonable grounds. duly

justified, to suspect that such prior communication would compromise its effectiveness.

6.  Member States may set up joint inspection programmes to facilitate routine joint inspections.
Member States may operate such programmes under a single written agreement as referred to
in paragraph 3.

6a. SoHO competent
authorities shall take into account the relevant best practices agreed and documented by
the SCBeHO coordinationbeard. as referred to in article 68(1), point (c).
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Article 32
Specific obligations concerning inspectors

1.  Inspectors shall possess a Bniversity-diploma, certificate or other evidence of formal

qualifications;certificate-or-otherevidence-of formal-qualifieations in a relevant field,
awarded on completion of a university course of study awarded-on-completion-ofa
university-course-of study or a_course course-gualifieation-recognised as equivalent by the

Member State concerned.

In exceptional cases, SOHO competent authorities may consider that a person’s considerable
and relevant experience may exempt this person from the requirement set out in the first

subparagraph.

2. SoHO Ecompetent authorities shall provide inspectors with a specific induction training
before inspectors take up their duties. For the specific induction training, SOHO competent
authorities shall take into accounteensult the relevant best practices agreed and documented

by the SCB as referred to in Article 68(1), point (c).

3. SoHO E€competent authorities shall ensure that the specific induction training includes at least

the following:

(a) the inspection techniques and procedures-te-be-followedineluding practical-exereises;

(b) an overview of relevant Union and national inspection guidance, where applicable, and

the best practices agreed and documented by the SCB as referred to in Article 68(1),
point (c);

(c) amen overview of the authorisation systems in the Member State concerned;
(d) the applicable legal framework for the performance of SOHO supervisory activities;

(e) an overview of the technical aspects concerning SoHO activities;

()  SoHO technical guidelines as referred to in Articles 56 and 59;
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(g) an overview of the organisation and functioning of national regulatory authorities in the

field of SoHOs and related fields;

(h) an overview of the national health system and SoHO organisational structures in the

Member State concerned.

4.  SoHO E€competent authorities shall ensure that the specific induction training is
complemented by specialised adegquatespeeialised-training for inspection of specific types of

establishments and by continuous training, as appropriate. ;-throtghout-the-careerofthe
wnspeetors—SoHO C€competent authorities shall make-alreasonable-effertsendeavour to

ensure that inspectors that participate in joint inspections have completed the relevant Union

training referred to in Article 69(1) and are included in the list referred to in Article 69(5).

5.  Inspectors may be assisted by technical experts provided that the SoHO competent authorities

ensure that those experts comply with the requirements of this Regulation;ta-partiealar-with
he oblicati . icles 775 and 76,
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