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Guidance for ‘Localising’ Patient Information Documentation for research studies

The following guidance is intended for localising patient documents that have already been ethically approved. If you require guidance on writing patient documentation from first principles, i.e. prior to initial submission to a Research Ethics Committee, please go to the National Research Ethics Service website for full guidance and templates. Please follow this link for more information: http://www.nres.npsa.nhs.uk/applicants/help/guidance.htm#consent.

All patient documentation must be presented on hospital headed paper (except occasionally for some Site Specific Assessment exempt studies).

Patient documentation normally includes:

· The Patient Information Sheet

· The Consent Form 

· The GP Letter

Occasionally studies may utilise posters & flyers to advertise the study, as well as other patient targeted documentation. Please consult the R&D department to find out if these need to be ‘localised’ as well.

The following guide is intended as generic information for researchers ‘localising’ their patient documents. Please consult the Research & Development Department if you require any guidance when completing Patient documentation. Details on how to contact the R&D Department can be found here:

http://www.westhertshospitals.nhs.uk/randd/RD_staff.htm
R&D comments and guidance are in green italics throughout. Actual wording to be inserted is in normal black text.

Trust Headers

Pick the appropriate NHS Trust Header and address for study. Copy and paste the header into your patient document.

NB: Don’t enter the East & North Herts logo into the header of a Word document, otherwise it will appear on every page! Just copy it into the top of the page. The full address must appear on Patient Information Sheets, Invitation Letters and GP letters. Only the header is required on Consent Forms.
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Hertfordshire Hospitals R&D Consortium

 

Incorporating West Herts Hospitals NHS Trust and East & North Herts NHS Trust

 

 

 


Mount Vernon Hospital

Cancer Centre

Rickmansworth Road

Northwood

Middlesex

HA6 2RN

Tel: 01923 826111
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Complaints details are usually given in ‘Part 2’ of the Patient Information Sheet.

Standard Complaints paragraphs for East & North Hertfordshire NHS Trust:

The normal NHS complaints mechanism is available to you if you wish to complain about any aspect of the way you are approached or treated during the course of this study.  Formal complaints should be addressed to:


Mr Nick Carver, Chief Executive, Lister Hospital, Corey’s Mill Lane, Stevenage, SG1 4AB (Tel: 01438 314333 x5112)

Standard Complaints paragraphs for West Herts Hospitals NHS Trust:
The normal NHS complaints mechanism is available to you if you wish to complain about any aspect of the way you are approached or treated during the course of this study.  Formal complaints should be addressed to:


PALS Office, Watford General Hospital, Vicarage Road, Watford, Hertfordshire, WD1 8HB (Tel: 01923 217198)
Standard independent complaints paragraph for both Trusts:

Should you require independent advice about making a complaint or seeking compensation, you may wish to contact the Independent Complaints Advocacy Service (ICAS) for Bedfordshire & Hertfordshire at Pohwer ICAS, Hertlands House, Primett Road, Stevenage, Herts,SG1 3EE. Tel: (0845 456 1082).
Contact details for study:

Principle Investigator: Please enter PI name, title and contact telephone number (normally their secretary or research secretary)

Study Nurse: 
Please enter nurse name and title and contact telephone number and/or their bleep (if including the bleep number please insert the following “please call the hospital switchboard on ___________ and ask for bleep__________”)

If you need to contact someone outside of normal office hours please call the hospital switchboard and ask to speak to the doctor on-call.

Independent Contact for information about taking part in research studies, paragraph:

Mount Vernon Hospital studies and Cancer studies

Independent information and support for cancer patients is also available from the Lynda Jackson Support and Information Centre.  You may contact the Advice Line on 01923 844014.

General hospitals research at both Trusts: 

Independent information and advice is available from the PALS office. Please contact: (Select correct service)

PALS – LISTER HOSPITAL
 

PALS Office situated near Main Reception

Direct Line: 01438 784779, Internal Ext. No: 4678

 

PALS Volunteer Desk situated near Main Reception

PALS Volunteer Desk: Ext No: 5811

Or call 01438 314333 and ask to speak to the PALS.

 

PALS – QEII HOSPITAL
 

PALS Office situated near Main Reception 

Direct Line: 01707 369045 Internal Ext. No: 4321

 

PALS Volunteers Desk situated opposite Trading Places

PALS Volunteers Desk: Ext No: 5105 

Or call 01438 314333 and ask to speak to the PALS.

 

PALS – HERTFORD COUNTY HOSPITAL AND MOUNT VERNON HOSPITAL
 

PALS Office is in Quiet Room near to Main Reception  

Direct Line: 01707 369175  Internal Ext. No: 3033

 

PALS Volunteers Desk is next to Main Reception

PALS Volunteers Desk Ext. No: 3034

 

Mount Vernon Hospital queries and concerns are received via PALS at Hertford County Hospital (NB: cancer queries are dealt with by the Lynda Jackson Macmillan Centre, PALS information is not required for these studies)
 

Or call 01438 314333 and ask to speak to the PALS.

PALS- HEMEL HEMPSTEAD, WATFORD AND ST. ALBANS CITY HOSPITALS

PALS Office is in the Maternity Block near to Ophthalmology Clinic at Watford General Hospital.

Direct Line: 01923 217198.

Or call 0845 402 4332 and ask to speak to PALS.

Consent Form

Insert the correct Trust Header at the top of the page. If the Consent form and the PIS are 1 document, please make sure you insert the Trust Header again at the top of the Consent Form. You don’t need to enter the address as well.

GP Letter

Please insert the correct Trust header and hospital address to the GP letter (and any other patient correspondence as advised by the R&D office). Ensure that the Principle Investigator’s name, title and contact telephone number is provided at the bottom of the letter.

If you are in any doubt when ‘localising’ your patient documents, please do not hesitate to contact the R&D Department who will be happy to advise you. 

Queen Elizabeth II Hospital 


Howlands


Welwyn Garden City


Hertfordshire


AL7 4HQ





Tel: 01438 314333








Lister Hospital


Coreys Mill Lane


Stevenage


Hertfordshire 


SG1 4AB





Tel: 01438 314333





Hemel Hempstead Hospital


Hillfield Road


Hemel Hempstead


Hertfordshire


HP2 4AD





Tel: 01442 213141





St. Albans City Hospital


Waverley Road


St. Albans


Hertfordshire


AL3 5PN





Tel: 01727 866122





Watford General Hospital


Vicarage Road


Watford


Hertfordshire


WD1 8HB





Tel: 01923 244366
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