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Debby Lennard, Cindy Chew, Jay Bradbury, Michael Braun, Kevin Monahan, Justin Davies, Baljit Singh, Mohammad Ilyas, Vivek Misra
NICE staff:
Charlotte Fairclough (CF), Julie Kennedy (JK), Mark Minchin (MM), Rick Keen (RK), Adam Storrow (AS)
NICE observers:
Hugh McGuire
Apologies:
Moyra Amess, Allison Duggal, Peter Hoskin, Jane Putsey, Michael Varrow, Lindsay Rees, Brian Hawkins
1. Welcome, introductions objectives of the meeting
The Chair welcomed the attendees and public observers, and the quality standards advisory committee (QSAC) members introduced themselves. The Chair informed the committee of the apologies and outlined the objectives of the meeting, which was to review stakeholder comments on the colorectal cancer update quality standard.
2. Confirmation of matter under discussion and declarations of interest
The Chair confirmed that, for the purpose of managing conflicts of interest, the matter under discussion was the colorectal cancer update quality standard, specifically: 
· Testing at diagnosis
· Treatment choice for early rectal cancer
· Preoperative treatment of rectal cancer
· Molecular testing to guide systemic anti-cancer treatment
· Follow up for detection of local recurrence and distant metastases
The Chair asked standing QSAC members to declare verbally any interests that have arisen since the last meeting and all interests specifically related to the matters under discussion. The Chair asked the specialist committee members to verbally declare all interests:
· Steve Hajioff – Chaired the NG12 guidelines committee for suspected cancer which made recommendations on the diagnosis of colorectal cancer. 
· Mark Temple – Has become an elected councillor for the Royal College of Physicians.
· Kevin Monahan – Lead for the GMSA national Lynch syndrome project.
3. Minutes from the last meeting
The committee reviewed the minutes of the last QSAC 2 meeting held on 21 September 2021 and confirmed them as an accurate record.
4. NICE update
MM provided a general update on aspects of NICE that were not being covered in today’s meeting.
5. Recap of prioritisation meeting and discussion of stakeholder feedback
CF provided a recap of the areas for quality improvement prioritised at the first QSAC meeting for potential inclusion in the colorectal cancer update draft quality standard.
CF summarised the significant themes from the stakeholder comments received on the colorectal cancer update draft quality standard and referred the committee to the full set of stakeholder comments provided in the papers.
6. Discussion and agreement of amendments required to quality standard
General

The committee discussed stakeholder comments suggesting a name change to specify that this quality standard refers to colorectal adenocarcinoma. It was noted that the majority of colorectal cancers are adenocarcinomas. It was agreed that no change is needed.
Draft statement 1: Adults with a new diagnosis of colorectal cancer have testing to determine whether or not they have Lynch syndrome
The committee discussed stakeholder comments that highlighted the potential confusion on the use of the term molecular tests. It was suggested that since the tests screen for Lynch syndrome, then screening test would be more appropriate. Because of the danger of inappropriately confusing screening with testing, it was suggested that reference to preliminary testing within the terminology may be useful.   
The committee noted issues with delays and funding surrounding pathology laboratories and genetic services with increased testing, particularly at local level, and that such services would be impacted by the increased workload. It was highlighted that there is already a national programme designated to the delivery of testing with representation from major colorectal cancer stakeholders. It was pointed out that the funding issue is large-scale affecting many NHS trusts and that while this has now been nationally recognised by commissioners, properly funded planning is essential. AS commented that NICE review net resource impact at a national level when developing guidelines. 
The committee discussed stakeholder comments in that it is not accurate to include all MMR deficient colorectal cancers within the denominators for sequential testing. This is due to those who show abnormal MSH2, MSH6 and PMS2 results being referred for germline genetic testing. It was highlighted that this is a valid point depending on what the first test is. It was a suggested that a more nuanced approach to the wording of the process measures would be appropriate. 
The committee discussed a stakeholder question about separating process measures on BRAF and MLH1 promoter hypermethylation testing. It was noted that while BRAF testing is more common, both procedures should be included. It was agreed that the full testing pathway should be covered in the quality standard. 
The committee suggested adding more clarity on the available national data sources. 
ACTION: Progress draft statement for inclusion in the quality standard. NICE team to amend terminology used to describe testing, refine rationale in relation to resource impact, and clarify availability of national data sources.
Draft statement 2: Adults with early rectal cancer discuss the implications of each treatment with their healthcare professional and reach a shared decision on which treatment is the best option for them
The committee discussed whether other treatments that are not included in table 1 of NG151, such as low energy contact x-ray brachytherapy, should be mentioned as alternative treatment options. The committee was aware that there is NICE interventional procedure guidance on this technique but was informed that it was not included within the colorectal cancer guideline due to the strength of the available evidence. It was suggested that non-surgical options could be included for patients who do not wish to have surgery. It was highlighted that a benefit of offering treatment options gives opportunities for discussion of taking part in clinical trials.
The committee agreed that the quality statement should only mention treatments which have a strong evidence base. It was stated that mentioning specific alternative treatments that lack robust evidence would do a disservice to the expectations of patients. It was suggested that it would be more appropriate to mention that there are alternatives available without referencing specific ones. 

The committee discussed whether the statement was potentially too vague and unnecessary given the wide array of shared decision-making quality standards already in use. It was noted that this area was prioritised because of strong support for a statement specifically on early treatment options for colorectal cancer. 
The committee suggested changing the rationale wording to specify ‘non-surgical treatment’ as opposed to ‘no treatment’. It was noted that if it is about having minimally invasive surgery then the statement should specify that. It was suggested that a no treatment option should be made clearer.  

ACTION: Progress draft statement for inclusion in the quality standard. NICE team to refine rationale wording and explore adding acknowledgement of alternative treatments and impact on quality of life. 
Draft statement 3: Adults with node-positive or locally advanced rectal cancer have preoperative radiotherapy or chemoradiotherapy
The committee highlighted that this statement could be contentious as the evidence reviewed for the guideline recommendation did not support stage-related treatment. It was noted that the evidence reviewed on preoperative treatment showed there was disparity in its use and a survival benefit associated with treatment; hence the recommendations in NICE guideline NG151. It was stated that the guideline is based on current published evidence and that it may lag behind current practice internationally.

The committee suggested changing the statement to offer, rather than have, preoperative radiotherapy or chemoradiotherapy. It was suggested that this would further support shared decision-making approach that discusses the benefits and drawbacks of the treatment with the patient. It was noted that quality statements function better as a metric of those who have had specific treatments as it is easier to measure. It was argued that this potentially disenfranchises patient choice and those who do not wish to have treatments. 
The committee discussed the risks and adverse effects of these treatments on patients and their quality of life. It was noted that toxicities are well documented and play a significant role. It was highlighted that there is a risk of overtreatment. It was agreed that it would be difficult to gain a more granular statement, including nuances of stages and other factors such as circumferential resection margins, location of the cancer and extramural venous invasion, due to the limitations in available data when developing the guideline recommendation.    

The committee discussed whether there is a conflation of people with node positive and those with locally advanced colorectal cancer in the statement. It was noted that while these are two different groups, radiotherapy is used to influence tumors locally in both. It was highlighted that this grouping was backed up by the guidelines. 

The committee suggested changing the definition from T3 to T3c and T3d cancers, and T4 for locally advanced as this ties in with clinical practice. It was stated that this approach would not reflect the guideline recommendations. MM informed the committee that it could develop a quality statement focusing on a subset of people in the recommendation, providing there was a good rationale for it. It was suggested recommendation 1.3.3 could be used while focusing on the cT3 to cT4 group for radiotherapy and chemoradiotherapy. It was noted that there was no evidence to support this when reviewed during the guideline development and that the statement should not deviate from recommendation 1.3.3. 
The committee reluctantly agreed that without a clear consensus view on this statement plus the lack of stakeholder support for it, it should not progress for inclusion in the quality standard.  
ACTION: Draft statement not to be included in the quality standard due to lack of acceptability from stakeholders.
Draft statement 4: Adults with metastatic colorectal cancer suitable for systemic anti-cancer treatment have testing to identify tumours with RAS and BRAF V600E mutations
The committee noted that the statement intent was to be specific for RAS and BRAF testing. It was stated that MMR and MSI does inform treatment choice, and this could be referenced in the statement. It was highlighted that the specific codons to test were not specified within NICE guideline NG151 but are included in the genomic test directory which is reviewed regularly. It was stated that appropriate codons should be tested in line with drug licensing but does not need to be included in the statement wording. 
The committee agreed that there is no need to make clear that testing is done before treatment as this is firmly established routine practice. It was noted that if draft statement 1 is used to then some patients will have been tested for BRAF already.  
The committee suggested connecting draft statement 4 to statement 1. It was highlighted that it may be appropriate to amend the rationale to include that an MMR test should be done when first diagnosed.
ACTION: Progress draft statement for inclusion in the quality standard. NICE team to amend supporting information to make a link with draft statement 1 and clarify that MMR/MSI should have been done already. 
Draft statement 5: Adults who have had potentially curative surgical treatment for non-metastatic colorectal cancer have follow-up for the first 3 years to detect local recurrence and distant metastases
The committee noted that some providers may follow-up patients for more than 3 years, for example 5 years, stratified depending on factors such as patient age or pathology. The committee noted that the statement wording is for a follow-up in the first 3 years but does not rule out a longer follow-up. 

The committee highlighted that there is no evidence supporting the intensity of follow-ups and there is a potential resource impact due to radiologist shortages. 
The committee heard that having an annual scan result can help give patients peace of mind. It was suggested to amend the measures to include 1 CT scan annually.
ACTION: Progress draft statement for inclusion in the quality standard. NICE team to look at amending process measure to measure 1 CT scan per year for 3 years after surgery.
7. Additional quality improvement areas suggested by stakeholders at consultation
The following areas were not progressed for inclusion in the final quality standard:
· Quantitative faecal immunochemical testing – Discussed at prioritisation meeting. The committee highlighted the consultation comments and noted the ongoing work to produce guidelines in this area means any statement developed now is likely to be superseded. Signposted to QS124 in draft quality standard.
· Colonoscopy and surveillance – Discussed at prioritisation meeting. Existing QI programmes and guidelines.

· Staging – No suitable recommendations identified.

· Alternative treatments - No suitable recommendations identified.

· Discussion with MDT - No suitable recommendations identified.
8. Resource impact 
The committee considered the resource impact of the quality standard and agreed that on balance it was achievable given the net resources available.
The committee highlighted a national shortage in radiologists.

9. Equality and diversity
The committee noted that the following groups would be considered when the equality and diversity considerations are being drafted for this quality standard: 
· Age


 

· Gender reassignment 

· Pregnancy and maternity

· Religion or belief

· Marriage and civil partnership

· Disability

· Sex

· Race

· Sexual orientation
10. AOB
None.

Close of the meeting
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