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FRESH: &ĂĐŝůŝƚĂƟŶŐ�ZĞƚƵƌŶ�ƚŽ�ǁ ŽƌŬ�ƚŚƌŽƵŐŚ�

Early Specialist Health-ďĂƐĞĚ�ŝŶƚĞƌǀ ĞŶƟŽŶƐ

�ŚƌŝƐƚŵĂƐ�EĞǁ ƐůĞƩ Ğƌ�ϮϬϭϯ

>Ğƚ͛ Ɛ�ĐĞůĞďƌĂƚĞ͊ ��dŚĞ�ƉƌŽũĞĐƚ�ĐŽŵŵĞŶĐĞĚ�ŽŶ�ϭƐƚ�D ĂƌĐŚ�ϮϬϭϯ ͘ ��ŌĞƌ�Ă�ĐŚĂůůĞŶŐŝŶŐ�ƐƚĂƌƚ͕ �

recruitment to the Trial is finally underway.

Project Management: The Trial manager is Ali Gibson who is based in the new Lancashire Clinical Trials Unit (Lancs CTU), University of
Central Lancashire. Ali is the first point of contact for the study and will endeavour to ensure all runs smoothly. She can be contacted at 
amgibson@uclan.ac.uk or 01772 893792

What is FRESH?
&Z� ,̂ �ŝƐ�Ă�ĨĞĂƐŝďŝůŝƚǇ�ƌĂŶĚŽŵŝƐĞĚ�ĐŽŶƚƌŽůůĞĚ�ƚƌŝĂů�;Z�dͿ�ŽĨ�ĂŶ�ĞĂƌůǇ�ƐƉĞĐŝĂůŝƐƚ�ƚƌĂƵŵĂƟĐ�ďƌĂŝŶ�ŝŶũƵƌǇ�
ǀ ŽĐĂƟŽŶĂů�ƌĞŚĂďŝůŝƚĂƟŽŶ�;�^ds ZͿ�ŝŶƚĞƌǀ ĞŶƟŽŶ�ƚŽ�ƐƵƉƉŽƌƚ�ũŽď�ƌĞƚĞŶƟŽŶ͘ �dŚĞ�Į ŶĚŝŶŐƐ�ŽĨ�Ă�ƐŝŶŐůĞ�ĐĞŶƚƌĞ�
ƐƚƵĚǇ�ŝŶ�E Žƫ ŶŐŚĂŵ͕ �ƐƵŐŐĞƐƚ�ƚŚĂƚ�ƚŚŝƐ�ƚǇƉĞ�ŽĨ�ƐƵƉƉŽƌƚ�ŵĂǇ�ďĞ�ŚĞůƉĨƵů�ŝŶ�ƉƌĞǀ ĞŶƟŶŐ�ũŽď�ůŽƐƐ�ŝŶ�ƉĞŽƉůĞ�
ǁ ŝƚŚ�ƚƌĂƵŵĂƟĐ�ďƌĂŝŶ�ŝŶũƵƌǇ͘�dŚĞ�ƉƵƌƉŽƐĞ�ŽĨ�ƚŚŝƐ�ƐƚƵĚǇ�ŝƐ�ƚŽ�Į ŶĚ�ŽƵƚ�ǁ ŚĞƚŚĞƌ�ƚŚĞƌĂƉŝƐƚƐ�ŝŶ�ƚŚƌĞĞ�ŶĞǁ �
ĐĞŶƚƌĞƐ�ŝŶ�WƌĞƐƚŽŶ�;>ĂŶĐĂƐŚŝƌĞ�dĞĂĐŚŝŶŐ�, ŽƐƉŝƚĂůƐ�E , ^�&ŽƵŶĚĂƟŽŶ�dƌƵƐƚͿ͕�>ŽŶĚŽŶ�;�ĂƌƚƐ�, ĞĂůƚŚ�E , ^�
dƌƵƐƚͿ�ĂŶĚ�>ĞĞĚƐ�;>ĞĞĚƐ��ŽŵŵƵŶŝƚǇ�, ĞĂůƚŚĐĂƌĞ�E , ^�dƌƵƐƚͿ�ĐĂŶ�ďĞ�ƚƌĂŝŶĞĚ�ƚŽ�ĚĞůŝǀ Ğƌ�ƚŚĞ�ŝŶƚĞƌǀ ĞŶƟŽŶ�ĂŶĚ�
ǁ ŚĞƚŚĞƌ�ŝƚƐ�Ğī ĞĐƚƐ�ĂŶĚ�ĐŽƐƚ�Ğī ĞĐƟǀ ĞŶĞƐƐ�ĐĂŶ�ďĞ�ŵĞĂƐƵƌĞĚ͘

With your help we hope to recruit 102 people between now and the 31st August 2014.

Training development and delivery
The ESTVR Package (manual, training and mentoring model) has been developed and Therapists in all three centres have been trained.
The therapists all have different backgrounds and pre- trial experience so we have tailored the training to suit their needs.  A further day of 
training is scheduled for 4th April. Each therapist has been allocated a mentor and an online knowledge sharing and peer support
mechanism is being created.
Jain Holmes who was part of the training development group will join the project team to study for a PhD in January. The focus of her PhD
ǁ ŝůů�ďĞ�ĂďŽƵƚ�ƚŚĞ�ŝŵƉůĞŵĞŶƚĂƟŽŶ�ŽĨ�ƚŚĞ�ƚƌĂŝŶŝŶŐ�ĂŶĚ�ĂƐƐĞƐƐŵĞŶƚ�ŽĨ�ŝƚƐ�Į ĚĞůŝƚǇ͘

dŚĞ�&Z�^, �dƌŝĂů�D ĂŶĂŐĞŵĞŶƚ�' ƌŽƵƉ�ǁ ŽƵůĚ�ůŝŬĞ�ƚŽ�ĞǆƉƌĞƐƐ�Ă�ŐƌĞĂƚ�ĚĞĂů�ŽĨ�ƚŚĂŶŬƐ�ĨŽƌ�ǇŽƵƌ�ƉĂƌƚ�ŝŶ�ŐĞƫ ŶŐ�ƚŚŝƐ�

Project off the ground and your future assistance in its success. 

********************************************************************************************

We would also like to this opportunity to wish you all a very merry Christmas and a successful New Year

Recruitment is Finally underway!

�ĞůĂǇƐ�ŝŶ�ŐĞƫ ŶŐ�ƐƚĂƌƚĞĚ�ĂŶĚ�ĂƉƉƌŽǀ ĞĚ�ŵĞĂŶ�ƚŚĞ�ƉƌŽũĞĐƚ�ŝƐ�ƚŚƌĞĞ�ŵŽŶƚŚƐ�ďĞŚŝŶĚ�ƐĐŚĞĚƵůĞ͘�ZĞĐƌƵŝƚŵĞŶƚ�ǁ ĂƐ�ĚƵĞ�ƚŽ�ĐŽŵŵĞŶĐĞ�ŝŶ�̂ ep-
ƚĞŵďĞƌ�ĂŶĚ�ĐŽŶƟŶƵĞ�ĨŽƌ�ϭϮ�ŵŽŶƚŚƐ͘ �dǁ Ž�ƐŝƚĞƐ�;WƌĞƐƚŽŶ�Θ�>ŽŶĚŽŶͿ�ĂƌĞ�ŶŽǁ �ŽƉĞŶ͕ �ƐŽ�ǁ Ğ�ĂƌĞ�ŚŽƉĞĨƵů�ŽĨ�ƌĞĐƌƵŝƚŵĞŶƚ�ďĞĨŽƌĞ�ƚŚĞ�ǇĞĂr is
out. Our feasibility target of 102 people over 12 months—34 per centre—worked out at about 3 people (2.8) per centre per month….
dŽ�ĂĐŚŝĞǀ Ğ�ƚŚĞ�ƐĂŵĞ�ŶƵŵďĞƌ�ŽĨ�ƉĞŽƉůĞ�ŝŶ�ƚŚĞ�ƌĞŵĂŝŶŝŶŐ�ϴ�ŵŽŶƚŚƐ�ŵĞĂŶƐ�ƌĞĐƌƵŝƟŶŐ�ĂƌŽƵŶĚ�ϰ�ƉĞƌ�ŵŽŶƚŚ ͘ �t ĂƚĐŚ�ƚŚŝƐ�ƐƉĂĐĞ�ĨŽƌ�ƌĞŐƵlar
updates on progress!

Set up progress:
Ethics and R&D approvals: Ethical approval for the trial was granted on 21.10.13 and R&D approvals for
WƌĞƐƚŽŶ�ĂŶĚ�>ŽŶĚŽŶ�ŽŶ�ϭϯ ͘ ϭϮ͘ ϭϯ ͘ �̂ ŝƚĞ�ƐĞƚƵƉ�ŵĞĞƟŶŐƐ�ŚĂǀ Ğ�ƚĂŬĞŶ�ƉůĂĐĞ�ŝŶ�Ăůů�ƚŚƌĞĞ�ƐŝƚĞƐ͘

Securing Excess Treatment Costs: Following huge uncertainty to secure the excess treatment costs to
support the therapy input to the trial, we have heard that these will be supported in each site.
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