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The Clinical Negligence Scheme for Trusts now insists upon a robust consenting policy and indeed the Department of Health has produced it's latest directive on this subject to be implemented, unaltered by April 2002.

Consenting is a process with a voluntary agreement from the patient permitting the doctor to proceed as the endpoint. The process is best regarded as a dialogue where information is exchanged between patient and professionals which enables the patient to make an informed decision about a proposed intervention.

The formality of the consent depends largely upon the degree of intervention but written consent is expected for invasive procedures with risk, listed procedures, those requiring sedation or a general anaesthetic and any research or experimental procedures. 

There is no law stipulating that consent should be written but the Department of health and the GMC regard formal documentation of the consenting process for a proposed significant intervention as an instrument of good medical practice.

The amount and nature of the information exchanged that validates the final agreement to proceed does vary. 

In the USA the Prudent Patient Principle is adopted whereby the patient is given as much information as possible about the proposed procedure, down to the finest detail, including the most unlikely of complications. 

It is legal precedent that drives this and in the UK the detail of the information is a little more rational and tends to be less detailed and more tailored towards an overview of a procedure with important risks identified and plenty of opportunity to ask more.

Getting the balance right for information delivery is not easy and it is best if professional bodies such as the BSG lead a process where there is conformity between Endoscopy Units in the UK. 

Much of the problem with obtaining consent for endoscopic procedures, particularly with the nature of open access services, is that there is insufficient time to discuss the proposed procedure before pressing ahead with the intervention.

 It would not be surprising if many consents taken throughout the UK, particularly in busy units, are suspect or invalid. Fortunately this only becomes a problem if something goes wrong, which rarely does.

The important components of consent are: 

· Sufficient descriptive information: Alternatives, what, where, when, lists and delays, who, trainees, monitoring, sedation, biopsies, photos, discomfort, recovery ,discharge home, restrictions
· Weighing Benefits against any Risks: sedation or unsedated, potential to make diagnosis, further treatment: 02 desaturation, dentition, discomfort, perforation, bleeding
· Understanding of the information: Do you understand what is going to happen to you, Do you understand and appreciate why the procedure has been requested by your doctor, do you appreciate the potential benefits against the risk?
· Time to assimilate information and change mind (ideally 1-7 days): The Process, ask more, consider the consent form and sign it, change their mind
· Voluntary agreement: Attendance alone is not consent, no coercion to proceed, sign consent form, sedate or not, abandon if distressed, change mind at any time
The Practical Way Forward

It has been demonstrated for elective endoscopic procedures that a valid consent can be obtained by contacting the patient in advance.

Delivering legally valid documentation by post enabled over 90% of patients to be consented prior to their arrival to hospital. 

Furthermore, in this way, the innovative literature that is produced can include additional useful information such as health checks, the appointment time, intention to attend and pickup arrangements.

Attendance is often better and subsequent patient questions more focussed with less time needed to deal with them.

The Change

Years ago consent for elective intervention was a verbal agreement between a doctor and a trusting patient. The prominence of Human Rights issues and associated litigation has largely been responsible for driving this process into the legal arena.

It is no longer acceptable to assume that attendance, starved with mouth open is consent to proceed and that last minute written consent taken whilst the patient is on the couch in the endoscopy room are unacceptable and invalid when challenged. 

