

On 02/11/16 10:02, "Marc Dooms" <dooms@evonet.be> wrote:

Dear Richard,
Is there any chance that this could be included:

Line 82-83 seems odd to me, in real life, two independently developed monoclonal antibodies targeting the same epitope should not be expected to be similar. In other words the CDR's will most likely be different and thus per definition two monoclonal antibodies binding the same epitope should be considered non-similar unless the contrary is proven.

What is the definition of epitope in this context? Strictly spoken this refers to a very well delineated region (i.e. a few amino acids) of the target antigen. In many cases this is not fully defined, implying that the chance to deal with two independently developed monoclonals that can be considered similar is very unlikely.

The sentence "Monoclonal antibodies binding to the same target epitope would normally be considered similar." should preferably be replaced by:

"Monoclonal antibodies binding to the same target epitope should be considered non-similar unless it is demonstrated that differences in the CDR sequences is minimal and have no impact on the binding properties."

Dear Marc,

Thank you for this prompt, your article and the support you’ve given for this consultation response.

The draft has been shared with our different policy leads for inputs.

In the end, the overall view was to keep remarks quite general, but to maintain the push for a full review of orphan drug regulation.

Most current draft attached.

Regards,

Richard



On 31/10/16 10:42, "Marc Dooms" <dooms@evonet.be> wrote:

Dear all,
Can I do anything to finalise this document?
Please access my article on off-label use:
http://ojrd.biomedcentral.com/articles/10.1186/s13023-016-0507-y
Marc.

Dear Francesca, Anthony, Marc,

I hope you will not mind me seeking your input and advise on an EU consultation pertaining to orphan medicine regulation.

[bookmark: _GoBack]The European Commission is currently consulting on the "concept of similar medicinal product in the context of the orphan legislation'. Deadline for responses 4th November 2016.


http://ec.europa.eu/health/human-use/orphan-medicines/developments/index_
en.htm

Marc has already provided some very helpful points of feedback
(attached),
from which I've constructed a first draft of response for your review.

I welcome all comments on the attached suggestion.

The consultation also tackles matters related to radiopharmaceuticals
and
I would welcome any suggestions of hospital pharmacist experts that
from
among your networks who might be usefully approached for an opinion on
that aspect.

Regards,

Richard
____________________________

Richard Price
Policy and Advocacy Officer
European Association of Hospital Pharmacists (EAHP)
Rue Abb� Cuypers, 3 B - 1040 Brussels, Belgium
Tel:  +32 (0) 2/741.68.35 | Fax: +32 (0) 2/734.79.10

From: Richard Price
<richard.price@eahp.eu<mailto:richard.price@eahp.eu>>
Date: Tuesday 9 August 2016 10:57
To: Tajda Gala <Tajda.Gala@eahp.eu<mailto:Tajda.Gala@eahp.eu>>, Tajda
Gala
gmail <tajda.gala@gmail.com<mailto:tajda.gala@gmail.com>>, tajda gala
<tajda.gala@kclj.si<mailto:tajda.gala@kclj.si>>, Francesca Venturini

<francesca.venturini100@gmail.com<mailto:francesca.venturini100@gmail.com
,
Marc Dooms <dooms@evonet.be<mailto:dooms@evonet.be>>,
"marc.dooms@uzleuven.be<mailto:marc.dooms@uzleuven.be>"
<marc.dooms@uzleuven.be<mailto:marc.dooms@uzleuven.be>>, Frank
J�rgensen
<frank.jorgensen@sav.no<mailto:frank.jorgensen@sav.no>>
Cc: Joan Peppard <president@eahp.eu<mailto:president@eahp.eu>>
Subject: EAHP - EC consultation on concept of similar medicinal
product
in
the context of orphan drug legislation


Dear All,

I wanted to make you aware of a consultation published by the European
Commission at the end of July looking at the "concept of similar
medicinal
product in the context of the orphan legislation'.


http://ec.europa.eu/health/human-use/orphan-medicines/developments/index_
en.htm

The consultation suggests that the EU's orphan drug regulation should
be
amended to remove the definition of 'active substance' and a refined
definition of 'similar active substance' is proposed (see page 2 of
consultation document).

Other changes are proposed in respect to text of the regulation
describing
biological medicines, radiopharmaceuticals, and ATMPs (see pages 3 and
4
of consultation document).

The closing date for comments on this is 4th November so we have some
time, but I was interested to collect any early feedback of your
thoughts.

From first reading, it would appear possible to support the changes as
in
keeping with technological progress in the past 15 years. However do
the
descriptions given appear correct?

Many thanks in advance for any comments and thoughts you feel able to
provide.

Regards,

Richard


____________________________

Richard Price
Policy and Advocacy Officer
European Association of Hospital Pharmacists (EAHP)
Rue Abb� Cuypers, 3 B - 1040 Brussels, Belgium
Tel:  +32 (0) 2/741.68.35 | Fax: +32 (0) 2/734.79.10
e-mail: richard.price@eahp.eu<mailto:sandra.teixeira@eahp.eu>
www.eahp.eu<http://www.eahp.eu/>
EU Transparency Register ID Number:

82950919755-02<http://ec.europa.eu/transparencyregister/public/consultati
on/displaylobbyist.do;TRPUBLICID=yJwQSQyhKy3FwzXHf2CTFLhnssGFL7R43JjyQDkL
gC7KyGlYtyGK!-42993010?id=82950919755-02&isListLobbyistView=true>
Attend the 22nd EAHP Congress - Cannes, France - 22-24 March 2017
Congress focus:  "Hospital pharmacists - catalysts for change"
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________________________________
This email and any attachments may contain confidential or privileged
information and is intended for the addressee only. If you are not the
intended recipient, please immediately notify us by email or telephone
and
delete the original email and attachments without using, disseminating
or
reproducing its contents to anyone other than the intended recipient.
EAHP
shall not be liable for the incorrect or incomplete transmission of
this
email or any attachments, nor for unauthorized use by its employees.
________________________________
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