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	ORBIT STUDY – NEWSLETTER
Dear all; welcome to the first edition of the ORBIT newsletter! 

The purpose of the newsletter is to provide you with ORBIT updates and will be circulated on an ongoing basis. 

We are delighted to announce that overall management approval from the Sponsor was obtained on 31st March 2010. The plan was to start up recruitment on 1 site with a view to ensuring that all arrangements are in place.  Two participants have now been successfully recruited into the study in Gartnavel General Hospital, and have started therapy.

We hope that all other Glasgow sites will start recruitment imminently followed by all other sites pending SSI approval.   
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SITES PARTICIPATING IN ORBIT STUDY.

Please find below the sites who will be participating in the study, Duncan and Jurgen are working hard 
to attract additional sites to the study. 
DIVISION

HOSPITAL

PRINCIPAL INVESTIGATOR
GREATER GLASGOW AND CLYDE – 4 SITES      

Gartnavel General Hospital
Dr D. Porter – Dr  John Hunter
Glasgow Royal Infirmary

Prof.  Iain  McInnes – Dr David McCarey
Stobhill Hospital

Dr Anne McEntegart
Inverclyde Royal Hospital (Greenock)

Dr David Marshall
EDINBURGH (LOTHIAN)

Western General Hospital

Dr Euan McRorie
INVERNESS

Raigmore Hospital

Dr Malcolm Steven

WISHAW (LANARKSHIRE)

Wishaw General Hospital

Dr Robin Munro

ABERDEEN (GRAMPIAN)

Aberdeen Royal Infirmary

Dr Pradeep Kumar
FIFE

Cameron Hospital

Dr John Mclaren

STOKE ON TRENT

Haywood Hospital

Dr Jon Packam

LONDON  - 3 SITES                                                           

Charing Cross Hospital

Prof. Peter Taylor 

Kings College School of Medicine

Prof Ernest Choy

Barts London

Prof. Constantino Pitzalis

BIRMINGHAM

University of Birmingham

Prof. Christopher Buckley

AYRSHIRE AND ARRAN

Ayr Hospital

Dr Sunjit Shetty

BORDERS

Borders General Hospital

Dr Ruth Richmond

DUNDEE  (TAYSIDE)

Ninewells Hospital

Dr Vinod Kumar

FALKIRK (FORTH VALLEY)

Falkirk and District Royal Infirmary

Dr Maciej Brzeski

WHAT HAPPENS NEXT?
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Prior to start up all sites will be supplied with the following:

· Local Principal Investigator Site File.

· Study booklets.

· User names and passwords to obtain access to ORBIT web-portal.

· Blood packs. 

The local Principal Investigator Site File will consist of all the relevant documentation required to undertake the study at your site. Jurgen will forward the site files imminently. The study booklets will also be provided to the sites and these booklets will act as source data for the study.

Elizabeth Douglas (Clinical Trials Pharmacist) is conducting pharmacy initiation visits at all sites in order to ensure that all arrangements from a pharmacy perspective are in place.

Ann Tierney has done a great job with the SSI forms which are now in the authorisation process for all sites, we are hopeful that the SSI for all sites will be authorised imminently.  

When SSI is obtained from your site then Jurgen will activate a site initiation check; in turn the study team will be contacted when the site is ready to start recruitment. 

CONTACT DETAILS.

Usernames and passwords will be supplied to gain access to the ORBIT website http://www.glasgowctu.org/ORBIT  Could we please ask you to supply Jurgen with an up to date list of all study staff, inclusive of email addresses and phone numbers, who will be working on the ORBIT study as soon as reasonably possible.   
Could we also ask to supply Jurgen with the correct address to forward all study documentation on site.    
QUERIES.
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We hope that the newsletter will prove effective in communicating updates to all study staff. In the event that you would like to add something into future newsletters then please contact Jurgen who will be happy to include.  Should you have any queries then please contact:
· For SSI information please contact Ann on: Ann.Tierney@ggc.scot.nhs.uk  

· For general information please contact Jurgen on: Jurgen.van-melckebeke@ggc.scot.nhs.uk  

      or Duncan on: Duncan.Porter@ggc.scot.nhs.uk  

THANK YOU FOR YOUR SUPPORT IN THE STUDY!
Duncan & Jurgen.
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