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Full titlo of study: A case contral study of astiological factors In achalasia
REC reference number: 05INIR02/132

-~ The Research Ethics Commiliee reviewed the above appication at the m eting held on
11 August 2005

Ethical opinien

+ During tha meeting. Dr Lov clarified that the GP will ba contacted nitisily and then the
pationt will be contacted vis the GP. In ight of this clarification, the Commidice advises
Dr Lau 1o moddy the letters 1o the GPs accordingly, as ¥ appears DOr Lay is contactng tho
patents dieclly

The mambers of the Comnutiee present gave a favourabie sthical opinion of the above
iasearch on the basis described i the apglication form, protocol and supporling
documentation

Tho Commitiee has designated ths study as having ‘0o local mvestigatars There s no
requinement for other Local Research Ethics Committees 1o be informes or for sio-speciic
pssassment 10 be camed cul 3l cach site.
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Approved documents
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flom Notos " [Version| Datod
Compensation Arrangamenis 06/07/2005
Copy of Questionnaire sa 1.3 04/07/2005
opy of Questionnaira Control 1.3 0410772005
Ltitlerts of fvilatoun W Paitiopsns Paled 14 C4/07/2005
Letters of inviation {o Partiagants/Control 14 04/07/2005
GP/Consullant Information SheetsPatient Letter to GP 14 | 04/07/2005
3P/Consutant Information Shee trol Letter lo GP 14 04/07/2005
Participant Information Sheel  |Achalasia Patients 14 04/07/2005
articipant Information Sheet  {Healthy Voluntesrs 14 04/07/2005
Participont Consent Form 14 04/07/20086
&D Office A 01/04/2005
Management approval

The study shoukd not commenge at ary NHS sile untd thelocal Prncipal Invesiigator has
<blained final management approval from the R&D Department for the refevant NHS care
«Qrganisation

Membership of the Committee

The members of the Ethics Commitice wha were present at the meeting are listed on the
attached sheet

Notification of other bodies

The Committee Ad minstrator will nolify the research sponsor thal the study has a favourabie
ethcal opnian y

Statement of compliance

The Committee is consttuted in accordance with the Governanca Arrangements for
Research Ethics Commitiees {July 2001) and compiies fully with the Standard Operating
Progedures for Research Ethics Committees in the UK.

[ 0S/NIR02/132 Please quote this number on ail correspondence

Wih the Commitee’s bast wishes {or the success of this project,

Yours sincerely, -~

/}‘ﬁv Tharasa NDonaldann
Chair

Enclosures

Allendance at Commilies meating on 11 Augus! 2005
Standard approval conditons

Signed: Helen Coleman



