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EMEA to give industry more say
on pharmaceutical guidelines

NEW PROCEDURES INTRODUCED by
Europe’s medicines agency will give
drug firms and the public more say
on pharma industry guidelines.

Under the procedure, the public
will be allowed to comment on
whether they think advice is
necessary.

Changes to the existing
procedure were prompted by a
need for greater openness, while in
an attempt to rationalise the terms
used to describe its advice, the
agency has also proposed the word
‘guideline’ be used for all
pharmaceutical guidance docu-
ments. This will replace such
phrases as - ‘note for guidance’ and
‘position paper’ - and clarify the
nature and legal status of the
various guidances.

Listed in the procedure are the
steps the EMEA will follow when it
brings in new guidelines. Some can
be omitted under special circum-
stances — such as minor changes to
documents or when a guideline’s
adoption is urgent.

Selecting a topic and including it
in the EMEA work programme.
This will be done within the
EMEA, with advice from its
scientific committees and other
groups. There is no one method for
proposing new initiatives and
suggestions may be made to the
EMEA or member state officials on
EMEA committees.

Appointing a rapporteur to
reflect the views of the relevant
committee. Once a topic has been
selected, a rapporteur will be
appointed to draft the concept
paper and guideline. Interested
persons may contact guideline
rapporteurs directly but this is
generally not considered
appropriate.

Developing a concept paper. A
brief outline of the issues to be
covered, plus a few of the options,
will be produced to give the public
a chance to comment.

Adoption and release of the
concept paper. Concept papers will
be published on the EMEA’s
website and made open to
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comments for two to three months.

Preparing initial draft guideline.
The draft should include references
to existing EU directives and
guidelines, and related guidelines in
other regions. It should take into
account comments received during
consultation on the concept paper.

Release for consultation of draft
guideline. Draft guidelines will be
published on websites of the EMEA,
the European Commission or the
European Pharmacopoeia and will
normally be open for consultation
for three to six months.

Collection and treatment of
comments. The rapporter and
drafting group will consider
comments received by the
rapporteur, member states, other
regulatory authorities, European
industry associations, scientific
societies, patient groups and other
interested parties. Comments will
be published online unless they are
commercially confidential or the
author has objected to their
publication. The EMEA may also
convene meetings in response to
“specific justified concerns” or with
interested persons on a concept
paper.

Preparing the final version.
Comments received will be
considered.

Adoption of final guideline.
Depending on the type of
guideline, either the EC or the
relevant EMEA committee will
adopt the final guideline and
publish it online.

Implementation. Guidelines are
generally implemented six months
after they are adopted. They are
rarely applied retrospectively to
products already on sale.

Training. The EMEA will train
officials in member states to ensure
uniform application.

Maintaining and revising
guidelines. Guidelines will usually
be reviewed after five years and in
some cases earlier. The EMEA
welcomes suggestions on this
issue. 1
Linda Hogan, Partner at Hogan &
Hartson lawyers
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