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REGISTRATION ONLY PATIENTS
Registration Only Patient Information Sheet

(Hospital Headed Paper)

SHIELD :  A Phase II study (VEPEMB) in patients with Hodgkin’s Lymphoma aged ≥ 60 years 

You have been diagnosed with Hodgkin’s lymphoma and your doctor believes that you will benefit from a particular regimen of treatment.  We would like to ask you to consider taking part in a research study where details of the treatment you are given for Hodgkin’s lymphoma and the outcome of this treatment will be collected.  This data will be compared with the data collected for patients aged ≥ 60 years with Hodgkin’s lymphoma who are having a different mixture of drugs, referred to as VEPEMB. 

Before you decide whether to take part it is important for you to understand why the research is being done.  Please take time to read the following information carefully and to discuss it with friends, relatives and your GP if you wish.

Ask us if there is anything that is not clear or if you would like more information.  Take time to decide whether or not you wish to take part.   Thank you for reading this.

What is the purpose of the study?
Hodgkin’s lymphoma is an unusual cancer in that it is usually found in younger patients.  However about one in five patients who develop this disease are over 60 years of age.  Thus far, the manner in which this patient group are treated and the clinical outcome is not well described.

Since 1996, The Italian Intergroup Study Group for Lymphoma has treated 100 patients aged > 65 years with a combination therapy, VEPEMB, this includes 7 drugs (vinblastine, cyclophosphamide, procarbazine, prednisolone, etoposide, mitroxantrone and bleomycin) given in part by injection into a vein and in part by mouth.   All these drugs have been utilised or are utilised for treatment of Hodgkin’s lymphoma in other studies and are known to be effective in some patients with this disease.  Patients on the VEPEMB regimen of the SHIELD Study will receive these drugs and other patients, like yourself, will receive a different treatment regimen which is more appropriate to their overall condition.
In order to predict patients who will not tolerate VEPEMB and compare the outcome of patients who have received VEPEMB with other treatments, we intend to collect data from as many patients as possible who are undertaking different forms of treatment.  
Why have I been invited to take part?
You have been invited to take part in this study as the pathologist at your local hospital has made a diagnosis of Hodgkin’s lymphoma on a biopsy specimen, you are aged > 60 years and you will receive an alternative treatment to VEPEMB.
Do I have to take part?
It is up to you to decide whether or not to take part. If you do decide to take part you will be given this information sheet to keep and be asked to sign a consent form. If you decide not to take part you will receive the treatment recommended by your Consultant for your disease and the standard of your care will not be affected.

If you do decide to take part and agree to have your data collected you are still free to change your mind at any time, without giving a reason. 

What will happen to me if I take part?
Involvement in the study will not involve any extra tests or visits or time in hospital, therefore your expenses in travelling from home to the hospital will not be reimbursed.

Data on the treatment you receive and your progress will be reported in confidence to the trial organisers, the SHIELD (Study of Hodgkin’s lymphoma In the Elderly/Lymphoma Database)  Study Centre, who will put this together with data from all the other patients in the study, without identifying anyone individually.

What is the drug or procedure that is being tested?

The study drugs being tested are known as VEPEMB  and include 7 drugs (vinblastine, cyclophosphamide, procarbazine, prednisolone, etoposide, mitroxantrone and bleomycin) given in part by injection into a vein and in part by mouth.   All these drugs have been utilised or are utilised for treatment of Hodgkin’s lymphoma in other studies and are known to be effective for some patients with this disease.  Your Consultant has chosen a different treatment regimen for your disease which is more appropriate to your condition.
What are the possible benefits of taking part?

Accurate diagnosis and outcome of treatment of this disease is extremely important.  The collection of data for this study will not benefit you directly but we hope it will benefit future patients with this condition by giving them better information on their chances of cure, and in helping to decide the most appropriate treatment.

What if something goes wrong?

If you wish to complain, or have any concerns about any aspect of the way you have been approached during the course of this study, the normal National Health Service complaints mechanisms should be available to you.  

What do I have to do?
The information about the treatment you receive for your Hodgkin’s lymphoma will be collected by your Consultant or a Research Nurse. This will be transmitted to the SHIELD Study Centre who will follow your progress and collect data for a period of five years post diagnosis.
Will my taking part in this study be kept confidential

If you consent to take part in this research study relevant aspects of your medical records will be sent, in confidence, to the SHIELD Study Centre.  They are registered under the Data Protection Act to hold patient information in secure storage, to be accessed only by appropriate staff involved with this Study. You are registered on the study by your date of birth and initials only and once registered  the Study Centre will give your doctor an identification number which uniquely identifies you, so that your full name need not be kept on the main study database.   No individual patients will be identified when the results of the study are published.  Your General Practitioner will however be informed of your participation in the study.

What will happen to the results of the research study?

Approximately one to two years after the study has been completed (it is anticipated this will take at least 5-6 years) the results will be published in a recognised medical journal.  The results will be available to you at this time as will a copy of the published results if you would like this.  You will not be identified in any report or publication.

Who has reviewed the study?

The Thames Valley Multi-centre Research Ethics Committee has approved this study, and also the Local Research Ethics Committee for your hospital.

Who is the organising this research?

The study is being organised by the SHIELD Study Group.  Your clinical care will be paid for by the usual National Health Service mechanism.  Your doctor will not be paid for including you in this study.

Contact for further information

Should have worries or concerns about your treatment we recommend that you contact ____________________ who can be contacted on the telephone number ____________________

Thank you for considering taking part in this study.



PLEASE NOTE:     Please let your Physician know



if you have any eyesight problems which prevent



you for reading this document clearly.    Arrangements can



be made to have it read to you in an appropriate



and understandable way.   Similarly, if  English is your 


second language, an interpreter can be provided.


SHIELD STUDY :
A phase II study VEPEMB in patients with Hodgkin Lymphoma aged > 60 years.


	1.
I confirm that I have read and understood the information sheet dated for the above study and have had the opportunity to ask questions.


	

	2.
I understand that my participation is voluntary and that I am free to withdraw at any time, without giving any reason, and without it affecting my medical care or legal rights.


	

	3.
I understand that sections of any of my medical  notes may be looked at by responsible individuals from the trial team or from regulatory authorities where it is relevant to my taking part in research.  I give permission for these individuals to have access to my records.

	

	4.
I agree to my General Practitioner being informed of my participation in the study.

	

	5.         I agree to take part in the above study.

 
	


Name of Patient ________________________
Date
_______________
Signature________________________________________________________
Name of Person taking consent
______________  Date _________________
(if different from researcher)
Signature _______________________________________________________
Researcher____________________
Date___________________________




Signature  _______________________________________________________
1 copy for patient; 1 copy for researcher; 1 copy to be kept with hospital notes.

REGISTRATION ONLY :      Participant Consent Form





The participant should complete the whole of this sheet him or herself.


(please write your initials in the following boxes if you agree with the statement).





Please


initial here
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