Frequently Asked Questions: by Hugh Shepherd and David Hewitt
1.
Consent:  Why do it?  What is the point?

A.
Consent issues are a major source of problems, sometimes leading to both 
complaints and litigation throughout the NHS.
Valid and robust consenting is now a required standard for the GRS.

Deficient procedure in seeking consent may render it  invalid  which can then expose the clinician to a possible criminal charge of battery regardless of whether the intervention was successful or not.

2.
How does the process of Postal Consent work?
A         This is a remote, home consenting process 

It is important to understand that obtaining consent is a process of providing     information for patients so that they become fully informed about the procedure and the benefits and risks it may entail.  Patients can then make a fully informed decision which permits the doctor to proceed. The consent form is only a formal documentation that this decision making process has taken place. Thus obtaining consent should be regarded as being a process containing two landmarks, firstly, providing information and secondly, formally recording the fact that a decision to proceed has been made.  Remember, having become informed, a patient may wish not to proceed.
This can be quite a lengthy process and time must be allowed to permit patients to fully understand what is being presented to them.  Elective routine outpatient endoscopy work is an example of working practice where a high volume of procedures is undertaken on patients who have been referred without a previous hospital consultation. .

Obtaining a valid consent for every patient undergoing a procedure may not therefore be practically possible within the Endoscopy Unit itself.  Postal consent has been developed to allow proper consideration of the necessary information to be undertaken remotely, in the patient’s home, with additional opportunity to ask further questions in the endoscopy department.

We have found that more than 90% of patients will attend their appointments with the consent form signed, and all others signing after asking further, often very specific questions, that have arisen as a result of reading the comprehensive information posted to them, Patients then can be expected to experience a journey through the Endoscopy Unit which will be swift and trouble free.
3.
Does this support the current National guidance on consent?

A.
Yes.  The information packs have been widely distributed and adherence to the ‘look and feel’ of the model consent forms produced in 2002 by the Department of Health has been confirmed.

4.
Has this got National approval? Who has agreed it?

A. The production of postal consent documents has been directed by the Endoscopy Committee of the British Society of Gastroenterology.  The principles and documentation have been agreed by members of the consent working party which is composed of members of the society supported by legal opinion.  The consent working party has ensured that the process conforms to the guidance laid down in  “Department of Health Reference Guide to Consent for Examination or Treatment”. The consent forms reflect the model consent forms that have been previously been promoted by the Department of Health. The guidance is backed up by current “Standards for Health” against which Trusts are inspected by the Health Commission.

There has been a noticeable change of emphasis away from the exact replication of the model consent forms of 2002 towards the process of providing information patients and recording how this has occurred. 
This shift of emphasis that has allowed the development of postal consent.

5.
Are the legal issues the same for postal consent?
A.
Exactly the same principles of determining whether informed consent has been legally and validly obtained apply to this method.
6.
What evidence is there to say that this is a better way obtaining consent?

A.
This method of sending information to patients via the post has been practised for many years.  The practice of enclosing the information in a very complete format together with an integrated consent form for the process is new and has been piloted in Winchester and Eastleigh Healthcare Trust for about ten years now.  
At least one publication and subsequent audits have shown that this is well received by patients and seems to result in better attendance of well informed patients who have been consented appropriately.  
The method is far less time consuming than 
trying to obtain a valid consent within the Endoscopy Department on the day of the procedure and completely avoids the highly unsatisfactory and ethically dubious practice of obtaining consent within the procedure room itself.
Postal (remote) consenting is a process which has been developed to ensure the patients have sufficient information and time to reflect on the procedure and possible risks well in advance of their appointment, and give those with concerns the opportunity and appropriate time to ask further questions if they wish, before signing the consent form.
7. 
What do Clinicians think of it? Have there been any issues?

A.
The principle of obtaining remote consent as a single complete process is attracting considerable attention not only because the patient admission process can be streamlined but also because a valid consent can be obtained against a background of a busy endoscopy unit. Once up and running this postal process should reduce the important pre-administrative workload.  The text that will inform patients of the procedures they are about to undergo has been written as generically as possible. Within the documents minor changes that will reflect local practice can be introduced with ease.  
It is important to note that the consent form itself has been carefully developed and should not be changed other than customising it with the local Trust letterhead and demographics.
8. 
Will our Trust support us and will we need to consult Trust 
Solicitors?
A.
With the launch of this process through the BSG and as a result of our work liaising with the NHS Litigation Authority (NHSLA) and Department of Health we now consider that this is a process that can be used for elective outpatient endoscopy procedures by any Trust in England.  If this process reflects a dramatic change in your working practices it is advisable just to present your intentions to your local clinical governance committee but we can foresee no immediate problems.  Your Trust will be inspected for conformity to models of good clinical practice by the Healthcare Commission as part of their quality control work this conforms to good practice. (See question 4)
9.
What training for consenting is required, if any?

A.
Many units are now asking their Endoscopy Nurses to undertake confirmation  of the consent process, namely, checking that patient are content that they understand the proposed procedure and possible risks and that they have no further questions.  
Full, written consent can be taken by appropriately trained nurses or other healthcare professionals.

The prevailing standards require that consent should be taken by healthcare personnel either who are capable of performing the procedure OR who have sufficient knowledge of the procedures concerned and have received training to take consent for endoscopic procedures.  
It is extremely important to provide records of the quantity and content of
 training that is given in-house to nurses who may take and confirm consent.  This is usually by documenting the attendance at seminars that are given within the Trust and that can be added to the Endoscopy Nurses’ portfolio.  These processes need to be revisited regularly and documented.
10.
Is there any additional patient information that needs to be 
provided for postal consent?

A.
Generally no, but at Winchester we enclose information about finding the hospital, car parking and any specific instructions related to certain preparations that need to be taken.

11. 
Should these booklets be produced in different languages?

A.
Yes.  The intention however is to use the booklets in English as widely as 
possible, identify any large scale practical problems and then have 
them translated accordingly.  This is something that the BSG may well 
organise.

12.
Must the consent form be signed before the patients arrive at the
Endoscopy 
Department?

A.
No.  However it is important to note that the patients attendance does not in any way indicate that they are consenting to the procedure. 


In our experience it is clear that in a small number of cases further questions may need to be answered and, despite all our efforts, some patients may find all the information in the documents quite bewildering.  This is inevitable, and is why the opportunity to ask for further information or to discuss concerns is absolutely vital.  Patients who ask additional questions and are satisfied with the answers will then sign the consent form in the Endoscopy Department.
The consent forms are carbonised and the top copy should be taken, together with Page 3 and entered in the patients medical records. The consent carbon copy on Page 2 is given to the patient.
13.  
Taking consent in the procedure room…..
Quote: “We have reviewed our consent process very carefully and provide our patients with excellent information and explanation, and plenty of opportunities to ask questions. Many of our patients sign the consent form in the procedure room. We have audited this process and demonstrated very high levels of patient satisfaction and no instances of patients feeling intimidated. Why is it necessary for us change our practice and consent patients outside the procedure room?”
A.  
Our practice MUST demonstrate the completeness of the consenting process.

Guidance on good practice in consent implies that all patients must have had adequate time to absorb and reflect upon new information.

It is all too easy to rush this process, or give the impression to a third party that it has been rushed, by obtaining the written consent at the last possible moment, in the procedure room itself.

A good consenting process within a department inherently will allow the form to be signed at an earlier stage than in the procedure room, because, by definition, you will have allowed sufficient time for answering questions and for reflection. 
A good process will support good practice and prevent standards from falling such that any trainee would learn good habits and any visiting endoscopist (and indeed lawyer) would recognise the quality of the service.

Delaying consent to last possible moment can open the door to falling operational standards in the face of increasing work pressures
Remember that it is not solely the endoscopist who can  take consent; any suitably trained healthcare professional can undertake this. 
At  Winchester, our endoscopy department nurses have been carefully trained and are available to answer questions and finalise the signing of the form or take written consent
14. 
Can I alter the documentation?

A.
Please be careful this is an important issue.

By all means modify the information booklets to suit your local practice (eg diabetic instructions) but we would suggest that these should be minor and must not compromise the information in its totality.

We would urge you not to change the consent forms in any way. 
Comments have challenged whether the option of having sedation should be offered for flexible sigmoidoscopy. We think it should because on occasions it is necessary. If it is your Unit’s policy never to sedate this group of patients (and you can justify this policy), then the “sedation” text and choice box can be deleted. 
If you intend to make this change, it is advised that you inform your Trust Governance Committee.

15.
 Should these booklets be used for One Stop Clinics?
A. 
Yes. We send patients a letter about the one stop clinic service and include the appropriate booklet for the intended procedure and any preparation. 

Written consent should be obtained for all patients undergoing flexible sigmoidoscopy in one stop clinics.

It is considered that if flexible sigmoidoscopy progresses beyond the peritoneal reflection then a perforation of the colon would produce a very significant complication. No matter how uncommon an occurrence, this should be declared and a signed consent form obtained. This type of precedent would be paralleled to the Sideway case in British Medical Law.
16.
 Do I need to use Consent Form 1 anymore?

A. Yes, this form should be used for all inpatients and for those undergoing emergency procedures. The committee feel at present that ERCP and PEG insertion should be consented in this way.  It is very likely, with the increasing practice of outpatient ERCP that a booklet can be produced if there is sufficient demand. 

PEG insertion commonly necessitates the use of Consent Form 4 quite frequently.
It is not permissible to separate the intergral consent forms from the booklets      and use them independently.  
The consent forms have been pre-printed to match the information booklet and are only valid used in conjunction with the booklet. 
Postal consenting has been developed for routine outpatient procedures.

If patients have forgotten to bring their signed consent form with them (unusual in our experience at Winchester), then consent must be taken outside of the procedure room using Consent Form 1 and a suitable note explaining the circumstances made in the medical records.

17.     How do we start using the postal consent booklets?

A.
Download the PDF files which should be found both on the GRS knowledge management system and BSG websites. Files are paired with each information booklet having a 
consent form file. These are separated as they are printed by different techniques and have to be amalgamated after printing.  The consent forms are printed carbonised.

 It is not permissible to separate the booklet consent forms from the booklets      and use them independently.  

They are in “print ready format” that can be used by any professional printing firm to produce the finished article.

These Pagemaker print ready files can be edited using appropriate Adobe Pagemaker or Quark editing software of which there would usually be at least one copy within a Trust (often in teaching media).  It is the customised information booklets that will reflect 
your local practice containing the logo/letterhead of your Trust that should be presented to the Governance Committee.
DO NOT FORGET TO INSTRUCT YOUR PRINTER TO GLUE THE CORRECT PROCEDURE SPECIFIC CARBONISED CONSENT FORM DOCUMENTATION INTO THE APPROPRIATE INFORMATION BOOKLET.
18.
Where can I get further information?

A. I will do my best to answer any questions.  Please email Dr Hugh Shepherd 
on  hugh.shepherd@weht.swest.nhs.uk
