This is an example of a Patient Consent Form for a drug trial.

PATIENT CONSENT FORM

(To be produced on appropriate letter-headed paper)

Version Number

Hospital

………………………………………………………………

Name of Patient
………………………………………………………………

Name of doctor
………………………………………………………………

Trial/study of

………………………………………………………………

	
	Delete as appropriate

	Have you read, understood & been given a copy of the Patient Information Sheet version …..  dated……………….?
	Yes / No

	
	

	Have you had the opportunity to discuss this study & ask questions?
	Yes / No

	
	

	Have you had satisfactory answers to all of your questions?
	Yes / No

	
	

	Do you give your permission for sections of your medical notes relating to your participation in this study to be inspected by responsible individuals. All personal details will be treated as strictly confidential ?
	Yes / No

	
	

	Do you understand that you are free to withdraw from this study:

· At any time

· Without having to give a reason

· Without it affecting your future medical care

· Details of your participation up to the time of withdrawal may be stored anonymously and may be used in the final analysis of data.
	Yes / No

	
	

	Have you had sufficient time to come to your decision?
	Yes / No

	
	

	Do you agree to a small biopsy sample being taken. You will be identified only by study number and/or initials to maintain your confidentiality?
	Yes / No

	
	

	Do you agree to your GP being informed of your participation in this study?
	Yes / No

	
	

	Results from this study may be used in medical/scientific journals and/or publications? You will be identified only by study number and/or initials in any publication or presentation to maintain your confidentiality. Do you agree to this?
	Yes / No

	
	

	I agree that the sample I have given and the information gathered about me can be stored for possible use in future projects as described in the attached information sheet. I understand that some of these projects may be carried out by different researchers.
	Yes / No

	
	

	I understand that the biopsies are given as a “gift” and that I will have no right to a share of any profits which might arise from research using it e.g. as part of a new medical treatment or test.
	Yes / No

	
	


Statement by patient

I confirm that I consent to take part in a trial/study for the treatment of

………………………………………………………………………………………

Details of the trial have been explained to me by the above-named doctor including the benefits, major risks and discomfort it may entail.

I understand that I can stop participating in the study at any time.

I am willing to take part in this study.

Signed

………………………………………
Date
……………..

Statement by Doctor.

I have explained the nature and the purpose of the study to the above-named patient and believe that the patient understands what the study involves.

Signed

………………………………………
Date
……………..

Statement by witness

Signed

………………………………………
Date
……………..

Remember – Your consent Form must have a Version Number at the top of the form.

The same principles apply for Staff Consent Forms.

