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----- Origi nal Message-----

From Al ex McMahon [nailto:a. ntmahon@lent al . gl a. ac. uk]
Sent: Tuesday, Decenber 08, 2009 2:50 PM

To: ENTR /F/ 2 PHARMACEUTI CALS

Subj ect: Consultation of the EU trials directive

Dear Sir/ Madam

I wish to contribute ny newly publised paper in PLoS Medicine to this
public consultation. | have attached a pdf. My main concern is that the
current trials regulations are inapplicable to nost noncomerci al
research. These type of trials should be exenpt fromthe Directive and
it's progeny. Perhaps a new version can be worked up but the current
regul ati ons need to be scrapped in the nmeantine. Academ cs working on
single centre trials were doing okay with the Decl aration of Hel sinki
and Ethics Committees before these new regul ati ons (copied fromthe
system for |icensing new nmedi ci nal products and novel conpounds).

http://ww. pl osnedi ci ne.org/article/info¥%Adoi ¥2F10. 1371%2Fj our nal . pned.
1000131

Summary Poi nts

Trial regulations are danmagi ng nonconmerci al research and patients.

The International Conference on Harnonisation (I CH) version of Good

d i nical

Practice (GCP) is inapplicable to nost noncommerci al research.

ICH GCP is not usually legally binding (as conceded by the regul atory
authorities in the UK).

O her parts of the world should learn a | esson fromthe m sguided trial
regul ati ons that have been created in Europe.

Ki nd Regards,

Dr Al ex McMahon,

Reader in Epi dem ol ogy,

Community Oral Health, Level 8,
d asgow Uni versity Dental School,
378 Sauchi ehal |l Street,

d asgow, & 3JZ



