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Directive 2001/83/EC k¥

DIRECTIVE 2001/83/EC OF THE EUROPEAN PARLIAMENT AND OF THE
COUNCIL OF 6 NOVEMBER 2001 ON THE COMMUNITY CODE RELATING TO
MEDICINAL PRODUCTS FOR HUMAN USE

Official Journal L — 311, 28/11/2004, p. 67 — 128
as amended by

Directive 2002/98/EC of the European Parliament and of the Council of 27 January 2003
setting standards of qualify and safety for the collection, testing, processing, storage and

distribution of human blood and blood components and amending Directive 2001/83/EC
Official Journal L — 33, 08/02/2003, p. 30 — 40

Directive 2004/24/EC of the European Parliament and the Council of 31 March 2004
amending, as regards traditional herbal medicinal products, Directive 2001/83/EC on the

Community code relating to medicinal products for human use
Official Journal L — 136, 30/04/2004, p. 85 — 90

Directive 2804/27/5C of the European Parliament and the Council of 31 March 2004
amending Directive 2001/83/EC on the Community code relating to medicinal products for

human use

Official Journal L — 136, 30/04/2004, p. 34 — 57.

This text does not contain the Annex to Directive 2001/83/EC. The Annex currently in force
is laid down in Commission Directive 2003/63/EC of 25 June 2003 amending Directive
2001/83/EC of the European Parliament and of the Council on the Community code
relating to medicinal products for human use (Official Journal L 159, 27/6/2003 p. 46 - 94).

DISCLAIMER:
THIS TEXT IS AN INFORMAL CODIFICATION TO FACILITATE WORK WITH THE RELEVANT
LEGISLATION. ONLY THE VERSIONS AS PUBLISHED IN THE OFFICIAL JOURNAL OF THE
EUROPEAN COMMUNITY ARE BINDING

THE EUROPEAN PARLIAMENT AND THE Having regard to the Treaty establishing the
COUNCIL OF THE EUROPEAN UNION, European Community, and in particular Article
95 thereof,

—126—




Directive 2001/83/EC 1k

3. After every inspection as referred to in
paragraph 1, the officials representing the
competent authority shall report on whether the
manufacturer complies with the principles and
guidelines of good manufacturing practice laid
down in Article 47 or, where appropriate, with
the requirements laid down in Articles 101 to
108. The content of such reports shall be
communicated to the manufacturer or marketing
authorisation holder who has undergone the
inspection.

4. Without prejudice to any arrangements which
may have been concluded between the
Community and third countries, a Member State,
the Commission or the Agency may require a
manufacturer established in a third country to
submit to an inspection as referred to in
paragraph 1.

5. Within 90 days of an inspection as referred to
in paragraph 1, a certificate of good
manufacturing practice shall be issued to a
manufacturer if the outcome of the inspection
shows that the manufacturer complies with the
principles and guidelines of good manufacturing
practice as provided for by Community
legislation.

If inspections are performed as part of the
certification procedure for the monographs of the
European Pharmacopoeia, a certificate shall be
drawn up.

6. Member States shall enter the certificates of
good manufacturing practice which they issue in
a Community database managed by the Agency
on behalf of the Community.

7. If the outcome of the inspection as referred to
in paragraph 1 is that the manufacturer does not
comply with the principles and guidelines of
good manufacturing practice as provided for by
Community legislation, the information shall be
entered in the Community database as referred to
in paragraph 6.
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Article 112

Member States shall take all appropriate
measures to ensure that the holder of the
marketing authorization for a medicinal product
and, where appropriate, the holder of the
manufacturing authorization, furnish proof of the
controls carried out on the medicinal product
and/or the ingredients and of the controls carried
out at an intermediate stage of the manufacturing
process, in accordance with the methods laid
down in Article 8(3)(h).

Article 113

For the purpose of implementing Article 112,
Member States may require manufacturers of
immunological products to submit to a
competent authority copies of all the control
reports signed by the qualified person in
accordance with Article 51.

Article 114

1. Where it considers it necessary in the interests
of public health, a Member State may require the
holder of an authorization for marketing:

- live vaccines,

- immunological medicinal products used in the
primary immunization of infants or of other
groups at risk,

- immunological medicinal products used in
public health immunization programmes,

- new immunological medicinal products or
immunological medicinal products manufactured
using new or altered kinds of technology or new
for a particular manufacturer, during a
transitional period normally specified in the
marketing authorization,

to submit samples from each batch of the bulk
and/or the medicinal product for examination by
an Official Medicines Control Laboratory or a
laboratory that a Member State has designated
for that purpose before release on to the market
unless, in the case of a batch manufactured in
another Member State, the competent authority
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of that Member State has previously examined
the batch in question and declared it to be in
conformity with the approved specifications.
Member States shall ensure that any such
examination is completed within 60 days of the
receipt of the samples.

2. Where, in the interests of public health, the
laws of a Member State so provide, the
competent authorities may require the marketing
authorization holder for medicinal products
derived from human blood or human plasma to
submit samples from each batch of the bulk
and/or the medicinal product for testing by an
Official Medicines Control Laboratory or a
laboratory that a Member State has designated
for that purpose before being released into free
circulation, unless the competent authorities of
another Member State have previously examined
the batch in question and declared it to be in
conformity with the approved specifications.
Member States shall ensure that any such
examination is completed within 60 days of the
receipt of the samples.

Article 115

Member States shall take all necessary measures
to ensure that the manufacturing and purifying
processes used in the preparation of medicinal
products derived from human blood or human
plasma are properly validated, attain batch-to-
batch consistency and guarantee, insofar as the
state of technology permits, the absence of
specific viral contamination. To this end
manufacturers shall notify the competent
authorities of the method used to reduce or
eliminate pathogenic viruses liable to be
transmitted by medicinal products derived from
human blood or human plasma. The competent
authority may submit samples of the bulk and/or
the medicinal product for testing by a State
laboratory or a laboratory designated for that
purpose, cither during the examination of the
application pursuant to Article 19, or after a
marketing authorization has been granted.

Article 116

The competent authorities shall suspend, revoke,
withdraw or vary a marketing authorisation if the
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view is taken that the product is harmful under
normal conditions of use, or that it lacks
therapeutic efficacy, or that the risk-benefit
balance 1s not positive under the normal
conditions of use, or that its qualitative and
quantitative composition is not as declared.
Therapeutic efficacy is lacking when it is
concluded that therapeutic results cannot be
obtained from the medicinal product.

An authorisation shall also be suspended,
revoked, withdrawn or varied where the
particulars  supporting the application as
provided for in Article 8 or Articles 10, 10a, 10b,
10c and 11 are incorrect or have not been
amended in accordance with Article 23, or where
the controls referred to in Article 112 have not
been carried out.

Article 117

1. Without prejudice to the measures provided
for in Article 116, Member States shall take all
appropriate steps to ensure that the supply of the
medicinal product is prohibited and the
medicinal product withdrawn from the market, if
the view is taken that:

(a) the medicinal product is harmful under
normal conditions of use; or

(b) it lacks therapeutic efficacy; or

(c) the risk-benefit balance is not favourable
under the authorised conditions of use; or

(d) its qualitative and quantitative composition is
not as declared; or

(e) the controls on the medicinal product and/or
on the ingredients and the controls at an
intermediate stage of the manufacturing process
have not been carried out or if some other
requirement or obligation relating to the grant of
the manufacturing authorisation has not been
fulfilled.

2. The competent authority may limit the
prohibition to supply the product, or its
withdrawal from the market, to those batches
which are the subject of dispute.
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Article 118

1. The competent authority shall suspend or
revoke the marketing authorization for a
category of preparations or all preparations
where any one of the requirements laid down in
Article 41 is no longer met.

2. In addition to the measures specified in Article
117, the competent authority may suspend
manufacture or imports of medicinal products
coming from third countries, or suspend or
revoke the manufacturing authorization for a
category of preparations or all preparations
where Articles 42, 46, 51 and 112 are not
complied with.

Article 119

The provisions of this Title shall apply to
homeopathic medicinal products.

TITLE XII
STANDING COMMITTEE
Article 120

Any changes which are necessary in order to
adapt Annex I to take account of scientific and
technical progress shall be adopted in
accordance with the procedure referred to in
Article 121(2).

Article 121

1. The Commission shall be assisted by the
Standing Committee on Medicinal Products for
Human Use, hereinafter called “the Standing
Committee”, in the task of adapting to technical
progress the directives on the removal of
technical barriers to trade in the medicinal
products sector.

2. Where reference is made to this paragraph,
Articles 5 and 7 of Decision 1999/468/EC shall
apply, having regard to the provisions of Article
8 thereof.
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The period laid down in Article 5(6) of Decision
1999/468/EC shall be set at three months.

3. Where reference is made to this paragraph,
Articles 4 and 7 of Decision 1999/468/EC shall
apply, having regard to the provisions of Article
8 thereof.

The period laid down in Article 4(3) of Decision
1999/468/EC shall be set at one month.

4. The Standing Committee shall adopt its own
rules of procedure which shall be made public.

TITLE XIII
GENERAL PROVISIONS
Article 122

1. Member States shall take all appropriate
measures to ensure that the competent authorities
concerned communicate to each other such
information as is appropriate to guarantee that
the requirements placed on the authorisations
referred to in Articles 40 and 77, on the
certificates referred to in Article 111(5) or on the
marketing authorisations are fulfilled.

2. Upon reasoned request, Member States shall
forthwith communicate the reports referred to in
Article 111(3) to the competent authorities of
another Member State.

3. The conclusions reached in accordance with
Article 111(1) shall be valid throughout the
Community.

However, in exceptional cases, if a Member
State is unable, for reasons relating to public
health, to accept the conclusions reached
following an inspection under Article 111(1),
that Member State shall forthwith inform the
Commission and the Agency. The Agency shall
inform the Member States concerned.

When the Commission is informed of these
divergences of opinion, it may, after consulting
the Member States concerned, ask the inspector
who performed the original inspection to
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perform a new inspection; the inspector may be
accompanied by two other inspectors from
Member States which are not parties to the
disagreement.

Article 123

1. Each Member State shall take all the
appropriate measures to ensure that decisions
authorizing marketing, refusing or revoking a
marketing authorization, cancelling a decision
refusing or revoking a marketing authorization,
prohibiting supply, or withdrawing a product
from the market, together with the reasons on
which such decisions are based, are brought to
the attention of the Agency forthwith.

2. The marketing authorization holder shall be
obliged to notify the Member States concerned
forthwith of any action taken by him to suspend
the marketing of a medicinal product or to
withdraw a medicinal product from the market,
together with the reasons for such action if the
latter concerns the efficacy of the medicinal
product or the protection of public health.
Member States shall ensure that this information
is brought to the attention of the Agency.

3. Member States shall ensure that appropriate
information about action taken pursuant to
paragraphs 1 and 2 which may affect the
protection of public health in third countries is
forthwith brought to the attention of the World
Health Organization, with a copy to the Agency.

4. The Commission shall publish annually a list
of the medicinal products which are prohibited in
the Community.

Article 124

Member States shall communicate to each other
all the information necessary to guarantee the
quality and safety of homeopathic medicinal
products manufactured and marketed within the
Community, and in particular the information
referred to in Articles 122 and 123.
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Article 125

Every decision referred to in this Directive
which is taken by the competent authority of a
Member State shall state in detail the reasons on
which it is based.

Such decision shall be notified to the party
concerned, together with information as to the
redress available to him under the laws in force
and of the time-limit allowed for access to such
redress.

Decisions to grant or revoke a marketing
authorisation shall be made publicly available.

Article 126

An authorization to market a medicinal product
shall not be refused, suspended or revoked
except on the grounds set out in this Directive.

No decision concerning suspension of
manufacture or of importation of medicinal
products coming from third countries,
prohibition of supply or withdrawal from the
market of a medicinal product may be taken
except on the grounds set out in Articles 117 and
118.

Article 126a

1. In the absence of a marketing authorisation or
of a pending application for a medicinal product
authorised in another Member State in
accordance with this Directive, a Member State
may for justified public health reasons authorise
the placing on the market of the said medicinal
product.

2. When a Member State avails itself of this
possibility, it shall adopt the necessary measures
in order to ensure that the requirements of this
Directive are complied with, in particular those
referred to in Titles V, VI, VIII, IX and XI.

3. Before granting such an authorisation a
Member State shall:

(a) notify the marketing authorisation holder, in
the Member State in which the medicinal
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EU ADMINISTRATIVE PROCEDURE FOR
OFFICIAL CONTROL AUTHORITY BATCH RELEASE

Guideline for the administrative procedure to be followed by the competent OMCL authorities for the
implementation of Directive 2001/83/EC Article 114 as amended by Directive 2004/27/EC.

Legal Framework

For the purposes of this guideline all reference to the European Union shall be taken as all
European Union Member States and the States, which have signed the European Economic
Area agreement, namely Norway, Iceland and Liechtenstein.

Article 114 of the codified Directive 2001/83/EC of the European Parliament and of the
Council of 6 November 2001 on the Community code relating to medicinal products for
human use and the amending Directive 2004/27/EC of the European Parliament and of the
Council of 31 March 2004, allows but does not require a Member State laboratory to test a
batch of an immunological medicinal product or a medicinal product derived from human
blood or plasma before it can be marketed. The competent authorities issue a Batch Release
Certificate when the results are satisfactory. This is known as "Official Control Authority
Batch Release" (OCABR) within the meaning of the above-cited Directives and consists of
analytical controls and document review which are additional to the batch release that must
be carried out by the manufacturer for a given batch in accordance with Article 51 of the
said Directives.

The list of Official Medicines Control Laboratories (OMCLs), in the European Union,
currently carrying out "Official Control Authority Batch Release" is available from the
European Directorate for the Quality of Medicines and HealthCare (EDQM), Department
of Biological Standardisation, OMCL Networks and HealthCare (DBO), OCABR Section
of the Council of Europe and it is regularly updated (see www.edgm.eu). Each of these
laboratories corresponds to the "Official Medicines Control Laboratory" cited in Article 1,
paragraph 78 of Directive 2004/27/EC which amends Article 114 of Directive 2001/83/EC.

The Directives require Member States to recognise Official Control Authority Batch
Release carried out in any other Member State, (while taking into account the next
paragraph). This means that once a batch is released by the competent authority of one
Member State, then that Official Control Authority Batch Release, if required, 1s valid for
all other Member States, (while taking into account the next paragraph). The "European
Union Official Control Authority Batch Release Certificate" delivered by a National
competent authority is the document used by a Member State to indicate that "Official
Control Authority Batch Release" has taken place. Although the Directive specifically
precludes any Member State from carrying out OCABR testing of a batch already released
by another Member State, nevertheless post marketing testing of this batch by any Member
State, e.g. as part of post-marketing surveillance, is not precluded.
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The wording of paragraph 1 (immunological medicinal products) and the wording of
paragraph 2 (blood and plasma derivatives) of Article 114 of Directive 2001/83/EC, as
amended by Directive 2004/27/EC are almost identical, the only difference being the
mention, in paragraph 1 only, of the phrase: in the case of a batch manufactured in another
Member State'. The practical significance of this statement and the consequence for
immunological medicinal products is that, when a batch of an immunological medicinal
product is marketed in the Member State where it was manufactured and that Member State
requires Official Control Authority Batch Release, then the OMCL in that Member State
would normally carry out Official Control Authority Batch Release of that particular batch.
The Member State of manufacture may, however, decide to recognise Official Control
Authority Batch Release of that particular batch carried out by another Member State.
Furthermore, when the batch of an immunological medicinal product is marketed in the
Member State where it was manufactured and that Member State does not require Official
Control Authority Batch Release, then the OMCL in any other Member State may be the
testing authority for the purpose of Official Control Authority Batch Release within the
European Union of that particular batch.

For a batch of either an immunological medicinal product or a medicinal product derived
from human blood or plasma, which has already undergone Official Control Authority
Batch Release in another Member State, Article 114 of Directive 2001/83/EC as amended
by Directive 2004/27/EC does not permit any additional or renewed material control, for
example, requiring further information concerning the batch, such as the protocol.

In the case of Centrally Authorised Immunological Medicinal Products or Medicinal
Products Derived from Human Blood or Plasma the situation is similar. A specific
Procedure for Official Control Authority Batch Release of Centrally Authorised
Immunological Medicinal Products for Human Use and Medicinal Products Derived From
Human Blood and Plasma agreed upon by the European Commission, the EMA, EDQM
and the OMCL network is available and should be applied.

Article 123 of Directive 2001/83/EC requires that whenever a Member State takes the
decision to prohibit the supply of a medicinal product this Member State must bring this
decision to the attention of the EMA forthwith. It is, therefore, in line with these legal
provisions and it is, moreover, in the interest of public health that a mechanism be in place
for the exchange of information concerning non-compliance of a batch of an
immunological medicinal product or a medicinal product derived from human blood or
plasma, which has been examined as provided for in Directive 2001/83/EC and amending
Directive 2004/27/EC and in accordance with this guideline on Official Control Authority
Batch Release.

Purpose

Directive 2001/83/EC as amended by Directive 2004/27/EC requires Member States to
recognise OCABR carried out by any other Member State. This guideline outlines the
administrative procedure for Official Control Authority Batch Release within the European
Economic Area including the European Union.
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As additional safeguards for the protection of public health, this guideline outlines a system
for the exchange of information, amongst all the competent authorities and the marketing
authorisation holders concerned, on batches that do not comply with OCABR testing by a
European Union Authority. Furthermore, it provides a format for the OMCLs annual
reports on OCABR testing.

This guideline is for use firstly by the OMCLs in the Member States, to facilitate them in
meeting the requirements of Directive 2001/83/EC as amended by Directive 2004/27/EC
and to recognise Official Control Authority's Batch Release within the European Union and
its validity. Formats for Official Control Authority Batch Release Certificates for the
European Union Member States are included.

Secondly, it is also for use by marketing authorisation holders. Guidance is provided for the
documents used for communications, concerning Official Control Authority Batch Release,
between the marketing authorisation holder and the competent authorities in the Member
States.

Principles

For batches of a medicinal product to be marketed in a Member State requiring Official
Control Authority Batch Release, there shall be an Official Control Authority Batch
Release Certificate common to all Member States. This shall show that the batch of
medicinal product has been examined and tested by an OMCL within the European Union
in accordance this procedure and with Official Control Authority Batch Release guidelines
pertaining to the medicinal product within the European Union and is in compliance with
the approved specifications laid down in the relevant monographs of the European
Pharmacopoeia (Ph. Eur.) and in the relevant marketing authorisation. The current version
of this procedure and product specific guidelines are available on the EDQM website
www.edgm.eu.

Procedure

1. Where appropriate, the Member State where the product is to be marketed informs the
marketing authorisation holder that the product is to be subjected to the Official Control
Authority Batch Release procedure applicable within European Union; the model letter
presented in Annex I shall be used. Such a letter shall identify, for the marketing
authorisation holder, the contact person in the Member State to whom the European
Union Official Control Authority Batch Release Certificate (see Annexes II) and the
marketing information form (see Annex IV) must be sent.

If one does not already exist, an appropriate product specific guideline is elaborated by
EDQM and the concerned OMCL network for OCABR and adopted by the OMCL
network for OCABR according to the relevant procedures.

The Procedure for Official Control Authority Batch Release of Centrally Authorised
Immunological Medicinal Products for Human Use and Medicinal Products Derived
From Human Blood and Plasma as approved by the European Commission, the EMA,
EDQM and the OMCL network for OCABR, replaces the paragraph above for
Centrally Authorised Medicinal Products.
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2. The marketing authorisation holder shall submit samples relevant to the batch to be
released together with production and control protocols to an OMCL' within the
European Union, which then acts as the testing authority for the purpose of release of
that particular batch.

The releasing OMCL should be notified by the MAH of any new approved variations
that have an impact on product specifications or on data supplied in section 3 of the
manufacturer’s OCABR batch release protocol and relevant for the OMCL in the
releasing Member State. The MAH should indicate from when the variation(s) will be
applied (indicate 1% batch that is affected)?.

3. Official Control Authority Batch Release procedure within the European Union
consists of:

a) a critical evaluation of the manufacturer’s production and control protocol, and

b) testing of samples submitted by the manufacturer as specified in the relevant
guidelines, which may consist of two phases. Normally OCABR consists only of
Phase 1 testing. However, Phase 2 testing may be appropriate in cases as described
in 6, as a transitory measure; Information concerning phase 2 testing and other
important technical issues is transmitted to the network using the model template in
annex VI

c) testing for viral markers of all plasma pools used in the production of medicinal
products derived from human blood and plasma, as prescribed in product specific
guidelines.

Within the European Union, Official Control Authority Batch Release shall be
completed by the OMCL within 60 days of receipt of the complete set which consists of
the protocol and samples and the fees, where required.

Furthermore it should be ensured that Official Control Authority Batch Release is
performed under a quality assurance system, which undergoes regular external
assessment based on the international standard ISO 17025.

4. If a batch is satisfactory for release, the OMCL shall prepare an Official Control
Authority Batch Release Certificate, giving the details shown in the model certificate
presented in Annexes II a and 11 b.

For the specific case of monovalent bulk of Poliomyelitis vaccines (oral), plasma pools,
ancillary medicinal products derived from human blood and plasma to be used in
medical devices and when special arrangements are required for pneumococcal
polysaccharide bulk conjugates as determined by the network, a certificate of approval
shall be issued according to the model presented in the relevant Annexes Il ¢, II d, IT
and Ilg, respectively.

' A given batch should be submitted to only one OMCL for the purpose of OCABR however it is recommended that the
MAH make arrangements to interact regularly with more than one OMCL for OCABR of a given product in order to help
ensure adequate coverage and back-up capacity where necessary.

2 If an “overlap’ period with batches using the previously approved MA is expected the MAH should inform the OMCL at
this time.
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The certificate may be written in the national language of the country of the OMCL and
should be accompanied, if relevant, by a translation into English.

Should a batch be found not to comply with the specifications, this information shall be
provided to the marketing authorisation holder and, by a rapid, confidential,
information exchange mechanism, to specified contact persons in the EU OCABR
network (including OMCLs, competent authorities, EMA, the EU Commission, EDQM,
DBO, Batch Release Section and any OCABR network observer approved through a
specific network procedure) for use in the context of control of medicines by the
relevant authorities. The list of specified contact persons is given in Annex III. A model
notice of non-compliance/failure is presented in Annex Il e.

Technical details of the non-compliance shall be made available to other Member States,
on request. The same applies for manufacturer withdrawal or method deficiencies after
being informed using the appropriate annexes noted below.

In the specific case where an arrangement has been made between the testing OMCL
and the manufacturer to perform batch testing in parallel, any batches failing tests and
subsequently withdrawn by the manufacturer before completion of the OCABR
procedure may not be formally considered as non-compliance. Information of the
withdrawal shall, nevertheless, be circulated within the OCABR network (Annex III
contacts) whenever this occurs in order to avoid the possibility of these batches being
submitted for official batch release to another OMCL. The model template in Annex
VII is provided for this purpose. These exchanges of information take place in
accordance with Article 122 of Directive 2001/83/EC as amended by Directive
2004/27/EC.

For the sake of public health, detailed documentation on all batches of the medicinal
product should be kept by the OMCLs for 10 years after their expiry date, to be made
available for examination by the competent authorities upon request.

5. The Official Control Authority Batch Release Certificate within the European Union
shall be issued to the marketing authorisation holder. The marketing authorisation
holder of the batch of the medicinal product concerned must ensure that a copy of this
certificate is provided to the competent authorities of the Member States where the
batch will be marketed. A copy of the certificate and the corresponding "marketing
information form" must be sent by the marketing authorisation holder to the competent
authority in the Member State(s) wherever the batch or any portion of the batch of the
medicinal product is to be marketed. A model of "marketing information form" is
presented in Annex IV. After sending these documents, the marketing authorisation
holder could market the batch in the Member State where the batch is to be marketed if,
within seven working days, the competent authority in that Member State has not raised
any objection.

Without delaying placing a given batch on the market, further exchange of information
and documentation may take place between OMCLs.
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The OCABR certificate provided to the MAH for a given batch cannot be recalled once
issued however if confirmed quality or safety issues arise which result in the recall of a
batch from the market, the OMCL may issue a ‘Nullification Notice’ as presented in
annex VIII to indicate that the original certificate should no longer be used for
distribution of the batch.

6. Official Control Authority Batch Release within European Union: Phase 2 testing.

More extensive testing may need to be performed by an OMCL. Examples of events

that might trigger Phase 2 testing include:

- asignificant change in the manufacturing process;

- achange in the manufacturing site;

- adverse events;

- marked inconsistencies in the manufacturing process;

- changes in the manufacturer's test procedures;

- unexpected variability in the results of quality control tests performed by the
manufacturer or the OMCL;

- a critical inspection report from the medicines inspectorate.

Through the rapid information system (Annex VI), the institution (OMCL, competent
authorities and/or inspectorate) requiring Phase 2 testing must advise the OMCLs
performing OCABR that Phase 2 testing should be initiated for the product concerned,
by informing the specified contact persons (in Annex III) and indicating the specific
reasons. Phase 2 testing represents a set of additional testing measures that are only
valid for a transitory period, unless otherwise specified and agreed; the latter case will
then imply an appropriate revision of the product specific guideline concerned.

OCABR Database

A database is set up at EDQM to provide a current overview of the outcome of all batches
of final products, plasma pools and bulks eligible for OCABR and submitted to the
OCABR procedure. Each OMCL has the obligation and responsibility to contribute their
own data in a timely manner (eg. within 1 week). Access to the database is restricted to
OMCLs and authorities recognised as part of the OCABR network and any network
observer approved through a specific network procedure.

Annual report

Each OMCL shall produce an annual report summarising the OCABR testing it has
undertaken. A model format for the annual report is presented in Annex V. Exchange of
annual reports shall be dealt with on the basis of strict confidence and be accessible only to
the CA/OMCLs of the OCABR network, the EDQM, the EMA and the European

‘ Commission and any network observer approved through a specific network procedure. The
EMA and the European Commission shall be informed by EDQM of any relevant major
issues.
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