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 It is necessary to  seek consent before  an examination or intervention. In some cases, such as 

physical examination or taking a  blood sample, consent  can be sought  verbally and the patient’s 

subsequent cooperation in the  process can be treated as ongoing implicit consent.  

For more complex interventions  a  consent process needs to be undertaken and completed, to 

deliver a range of  functions  from a requirement to ‘decriminalise’ the  ‘assault’ of surgery  through 

to ensuring that informed persons  can take part in shared decision-making about treatment options 

and  thereby reduce subsequent decision regret around the planned treatment or intervention. 

Consent principles need to be incorporated into processes which are appropriate to individual 

patients, their personal context  and reflect the challenges of different treatment pathways. In some  

cases,  the ‘consent  process’ starts  in primary  care where a patient is referred after discussion with 

a practitioner for a procedure (e.g. optometrists are expected to refer patients with cataract only if 

they  are actively considering  cataract surgery) 

It was recognised that  some services  with very high volumes of procedures  will have  very high 

volume demand on the ‘consent’ process  which  consumes resource – time and people. Investing 

time in ensuring patients have sufficient information will have benefits in delivering an effective  

consent process. The application of the  consent process will differ depending on the  clinical 

scenario. 

These varying scenarios (not exhaustive) could range from: 

 emergency procedures,  

 high volume procedures  (eg cataract surgery),  

 higher risk procedures (eg Thoracic surgery, Neurosurgery) 

 complex procedures involving more than one  surgeon  (pelvic cancer surgery), or where 

there is  uncertainty about the required extent/impact of  surgery. 

 procedures where surgery  may be  delayed for  significant period  after consent 

(transplant),   

 medical and interventional radiology procedures,  

 drug treatments eg  systemic anti-cancer therapy 

 surgical or other procedures where discussion and listing for procedure  is  done  by one 

individual and surgery*  is delivered  by a  different practitioner (trainee, common or  pooled 

waiting lists, procedures delivered  by  External providers, procedures  delivered  by  

interventional radiologists). *In some  cases this delivered surgery  may  be  a different 

procedure to that initially discussed with the patient because of changed patient 

circumstances or different clinical opinion as to the  best  surgical option.  

 Consent  by  a parent,  guardian, welfare attorney, intervention order holder, or proxy 

decision maker under the Adults with Incapacity Act. 
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Consent Principles 

1. Consent  processes need to be individualised to patients and  acknowledge and address  

specific ‘material’ concerns that the  individual patient may  have as a  result of their  own  

circumstances.  Enquiry about the person’s individual context and concerns is therefore 

crucial.  A question might be asked  at the start of the discussion along the lines of; ‘ Is there 

anything I need to know about you, or that is important about you before we look at the 

options?’ This could help the surgeon/doctor to know how to pitch the following discussion.  

It may take a little longer at the start to ask the patient to frame what matters to them, but 

it may save time and improve the quality of the decision making later on.  People tend not to  

volunteer this information if they were not asked.  Suitable  questions  might include “Are 

there any outcomes you’re particularly worried about?” “What, for you, would be the best 

outcome from the treatment, and the worst?” “What activities do you most enjoy?” “What 

work do you do?” “ Is there anything which would hamper your ability to do either of 

those?” 

 

2. All  discussions about treatment options  should explicitly involve discussion of  alternative 

approaches including appropriate conservative measures medical  or  non-surgical 

treatment options  or  no treatment,  and address risks and  benefits of all options. 

Discussion should explicitly describe the limitations  and/or realistic outcomes expected of 

surgery or  other active intervention.   This is  in line with ‘Realistic medicine’.  This 

discussion needs to  involve a  Consultant or doctor  trained in the procedure being 

consented for (or  trained nurse where relevant eg cataract  surgery)  at some  point in the 

consent process. 

 

3. These options and discussion can then be  incorporated into a  letter to the patient (or 

copied to the patient) as  information to assist them in informed  shared decision making. 

The preferred  way  of documenting the ‘individualised’ aspect of patient consent  is to 

write  a  letter to patient – preferred;  or  alternatively letter to GP copied to patient,  which 

recalls the key  aspects of  clinic discussion about  treatment options,  their limitations, risks, 

benefits,  and potential harms.  Patients  could be  invited by medical practitioner to record 

consultation with their  own ‘smart phone’ for their  own subsequent use ; acknowledging 

that there is a risk for the  medical practitioner who would  not have a  copy of it and there is 

potential for modification eg falsifying the audio record by slicing or omitting key elements, 

which would not be contestable unless both parties have a copy. Formal  recording of  all 

‘consent’ consultations is an option but  may not be practical given the expense and storage 

requirements in many areas. It  may well be appropriate  for  some  clinic situations eg 

cancer treatment  options. It is important to recognise that the process of  formally recording  

a consultation may distort the consultation to its detriment.   
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4. It was agreed that  appropriate ‘generic’ information needs to be made available to 

patients. This  could be in the form of booklets, links to advised web pages, group 

information sessions.  Information  needs to be up to date and locally relevant where 

possible,  ie describe complication rates for  local services.  Information needs to be 

understandable and relevant to the  patient. If patients state  that they are  not  willing to 

read or  accept a patient information leaflet, or are unable to look at written information 

then the equivalent information needs to be delivered  verbally or in a way that  meets the  

needs of that  individual patient , and documented as  such.  It is  understood that there may  

not be  a  routine requirement to provide all written material  translated for patients whose 

first language is not English, but sufficient information for informed  consent does need to 

be presented verbally ideally with the assistance of a trained interpreter, or communicated 

by a suitable method such as  use of communication aids.  There is  considerable  

information available, developed  by other hospitals, NHS organisations and specialist  

societies. If used in NHS Lothian, it needs to be  locally relevant.  Any  patient information 

leaflets offered or  used should be  documented  on the generic consent form, or elsewhere 

in the patient’s record. 

5. Where possible  patients  should  have  time to think about their options. Services might 
wish to  develop explicit  mechanisms where patients  demonstrate their consent or 
agreement to undergo a specific treatment option   by  ‘opting in’ to the process,  Examples 
might be by returning a signed  consent  form, or by contacting a service  to indicate 
agreement, or by patient-focussed  booking into a procedure, or by  indicating at a  pre-
admission clinic that  they  have read and understood information.  However this  does  not 
obviate the need for signing of a consent form.  As a minimum, information to patients 
should  include  methods  by which patients  can contact  services to seek further 
information or cancel procedures. There needs to be assurance that such an approach does  
not  discriminate against any patient where  for various physical, psychological or social 
reasons  are less able to  perform the required steps to ‘opt in’ to a process . If such an 
approach is adopted, there would need to be explicit follow-up of patients who choose not 
to ‘opt-in’ to treatment. 

 

6. It  is important to ascertain a patient’s level of  understanding. This might be  done  by a  

brief question to patient to seek a measure of their level of  understanding, or in some  cases  

might  include a  more structured assessment eg Transplant.  There needs to be 

documentation that patients  have received information and have  had  the option to 

discuss any issues they do not understand.  A pre-admission clinic may  have a role  with 

this. Patients  must have the  capacity to take part in a consent process.   

 

7. It was agreed that the consent discussion with the patient  should be  done  by  an individual 

who understands the surgical procedure, the options and the likely outcomes for that 

patient.  

 

 It was agreed  that  once we  have  an agreed set of principles; 
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 We would seek advice from GMC and CLO  that they are comprehensive. [GMC have 

indicated that  they  support the  content  of this paper, though  cannot  explicitly ‘endorse’ 

policies  presented  by individual organisations.] 

 We would  then invite individual services to review their  own consent  processes in the  light 

of these  agreed principles, and  develop local consent procedures that  meet the  core 

principals but  are suitable for the specific needs of a  group of patients  undergoing a  

specific procedure. 

 

 Summary of Principles 

1. Individualised  consent – relevant to patient’s  context 

2. All treatment options including alternative  conservative/non-operative/medical options 

should be  discussed, with reference to benefits, risks, limitations and harms using a  person-

centred  approach. [BRAN questions] 

3. Documentation of  individualised aspects  of  consent  discussion should be  put in a letter to 

patient (or GP, copied to patient). 

4. Appropriate generic information sources should be made available for patients (and 

documented as such) eg  web-based, written or other,  and they should have where possible 

locally relevant data on outcomes,  including risks  of potential harms. 

5. Patients should have time to consider their options and ideally should  then ‘opt in’ to the 

procedure if/when they are ready to engage. Information on how/where to seek further 

advice or how to cancel procedure is  important.  Having an infra-structure that  is reliable 

and set up to support this approach may be a  challenge for  many specialties.  

6. Assess and document  patient’s level of understanding to be sufficient to proceed with  

consent. 

7. Consent process  - specifically discussion  about the details of proposed intervention (see 3) 

specific to the context  of the  patient’s  situation requires an individual who is ‘suitably  

trained’ and knowledgeable  about the  procedure. 

 

Relevant information. 

GMC guidance on consent 

https://www.gmc-uk.org/ethical-guidance/ethical-guidance-for-doctors/decision-making-and-

consent 

[Guidance came into effect 9 Nov 2020]  

Assessment of Patients to have  capacity – able to receive, integrate and communicate 

understanding: 

http://www.gmc-uk.org/publications/29329.asp?dm_i=OUY,49K92,7DHIJN,FKZKT,1 

 http://www.gmc-uk.org/mental_capacity_flowchart  

https://www.gmc-uk.org/ethical-guidance/ethical-guidance-for-doctors/decision-making-and-consent
https://www.gmc-uk.org/ethical-guidance/ethical-guidance-for-doctors/decision-making-and-consent
http://www.gmc-uk.org/publications/29329.asp?dm_i=OUY,49K92,7DHIJN,FKZKT,1
http://www.gmc-uk.org/mental_capacity_flowchart
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http://www.gmc-uk.org/guidance/ethical_guidance/consent_guidance_index.asp 

From GMC: 

Whatever the context in which medical decisions are made, you must 
work in partnership with your patients to ensure good care. In so doing, 
you must: 
a listen to patients and respect their views about their health 
b discuss with patients what their diagnosis, prognosis, treatment 
and care involve 
c share with patients the information they want or need in order to 
make decisions 
d maximise patients’ opportunities, and their ability, to make 
decisions for themselves 
e respect patients’ decisions. 

SPSO – links to recent  decision reports in NHS Lothian about  consent. 

http://www.spso.org.uk/decision-reports/2016/march/decision-report-201500312-201500312 

http://www.spso.org.uk/decision-reports/2016/february/decision-report-201405825-201405825 

http://www.spso.org.uk/decision-reports/2016/january/decision-report-201404521-201404521 

http://www.spso.org.uk/decision-reports/2015/december/decision-report-201406444-201406444 

http://www.spso.org.uk/decision-reports/2015/march/decision-report-201305357-201305357 

http://www.spso.org.uk/decision-reports/2014/july/decision-report-201303231-201303231 
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