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Executive summary 
It is with great sadness that we needed to complete this Clinical Harm Review (CHR). We 
have strived to work with compassion, care and consideration throughout the whole 
process. 
 
The team supporting the CHR are very much aware of the distress the CHR has caused, 
and that it has been a long process, for this we sincerely apologise. 
 
BestCare Diagnostics Ltd was an ‘Any Qualified Provider’ (AQP) ‘non-obstetric 
ultrasound service’ (NOUS) provider accredited by NHS Coastal West Sussex (CWS) 
CCG in late 2016. In agreement with the CCG, they began offering the service from April 
2017, having negotiated clinic space in 13 GP practices and health centres across the 
coastal footprint. 
 
In September 2018, the CCG had identified a number of concerns relating to the 
following: 
• Chaperoning of clinics 
• Undertaking investigations not clinically appropriate 
• Undertaking unwarranted duplicate investigations  
• Claiming for increased number of 30+ minute scans 
• Poor quality reporting and interpretation of scans  

 
As a result of these concerns, the Local Management Team (LMT) agreed to support the 
recommendation to suspend this provider and this was actioned on 19 September 2018.  
  
In March 2019, the CCG was aware of two cancer related cases, both of which had 
subsequently been reported as a Serious Incident (SI). In May 2019, the CCG was 
notified of two further cases involving patients scanned by this provider who were 
subsequently diagnosed with cancer. As a result, concerns were identified in relation to 
two individual sonographers around the quality of their scanning and reporting.  
 



 

With guidance and support from National Health Service England / Improvement 
(NHSE/I), it was recommended that a full CHR be commissioned by the CCG. Whilst this 
would normally be undertaken by the provider, NHS CWS CCG was not assured that the 
Provider would be able to undertake this alone and to the necessary standards, so it was 
agreed that NHS CWS CCG would manage and coordinate this. A CHR Panel, led by an 
Independent Chair, was convened in August 2019 and Terms of Reference (ToR) for the 
review were agreed.  
 
The review involved over 1,800 patients and was initially due for completion in May 2020. 
Unfortunately, the latter stages of the review were significantly impacted as a result of the 
Coronavirus (Covid-19) Pandemic, and therefore it was finally completed in January 
2021. The comprehensive report outlines the background to the review, methodology, 
findings and 18 recommendations for consideration by the CCG.  
 
The review consisted of two stages; firstly an individual clinical review, resulting in a 
recommendation for further action in 41% of cases, and secondly a harm assessment for 
those who may have suffered harm as a result.  
 
Each patient’s outcome from Stage One is shown in the below table: 
Outcome BestCare Scans Patients 
No further action required 1199 1022 [58.2%] 
Referral to GP 440 371 [21.1%] 
Repeat Ultrasound Scan requested 434 357 [20.3%] 
Secondary Care referral 7 5 [0.3%] 

 
Stage two identified 876 individuals who were subject to a further harm assessment in 
order to identify the level of harm experienced as a result. The table below summarises 
the findings from these assessments. 
Level of Harm Number of Cases 
No harm 812 [92.7%] 
Low harm 35 [4.0%] 
Moderate harm 20 [2.3%] 
Severe harm 9 [1.0%] 
Total 876 

 
For all those identified as experiencing moderate or severe harm, an SI would normally 
be undertaken by the provider. However, as the provider ceased trading in January 2020 
this was not going to be possible. Therefore, it was agreed the CCG would write to all 29 
individuals with a summary of their individual findings and harm assessment, and in line 
with the duty of candour.  
 
All patients identified as having suffered moderate and severe harm have been sent a 
bespoke letter to inform them of the outcome of their individual review and harm 
assessment and they were also called in advance to discuss the contents of the letter 
and offered support prior to receiving the letter. A bespoke process is underway for the 
deceased patients. They have all been offered a meeting with the CHR Clinical team to 
discuss the letter, as well as signposted to fast-track counselling support, advocacy 
organisation (Health watch) and complaints process.  
 
At the start of the investigation in to this provider, 37 lines of enquiry were identified; from 
which 5 key lines of enquiry were prioritised for the CHR. However, it was agreed that the 



 

Clinical Harm Review (CHR) Operations Group would review the remaining lines of 
enquiry so as not to lose sight of these, even though they were outside the agreed TOR 
for the harm review itself. 
 
Following the lessons learnt review undertaken by the Director of Corporate Affairs in 
March 2019, many actions in relation to this work have already been implemented as 
follows: 
• The new AQP framework has been recognised for contract awarding and quality 

monitoring processes.  
• A review of ultrasound request forms and management of abnormal Liver function 

tests is underway in West Sussex. 
• Following the concerns raised around BestCare, a quality review of NOUS provision 

was undertaken in East and West Sussex.  
• There is robust governance monitoring of NOUS (AQP) providers via the quality 

monitoring framework. 
• An initial review of clinical guidance available on Sussex website is underway to 

consider the best mechanism to ensure Primary Care can access accurate and up-to-
date guidance and pathways. 

• A Sussex wide feedback system has been implemented (Provider Quality 
Improvement Tool (PQIT) to allow Primary Care to report any quality concerns on all 
providers.  

 
In order to provide oversight and assurance around all of the recommendations, the 
Executive Management Team (EMT) approved the formation of a task and finish group 
which was also endorsed by Quality Committee. The group is responsible for developing 
the action plan relating to each of the recommendations made in the report, overseeing 
the implementation of these actions and reporting on the progress of this work via the 
Quality Committee on a quarterly basis.   
 
The CHR Outcome Report is to be shared week beginning 21 June 2021 with those 
individuals who have requested these with a link for an online summary or hard copy of 
the implementation work undertaken. The offer of further meetings to allow discussion 
and ongoing support has also been made for these individuals. 
 
We are so sorry that harm has occurred to individuals in West Sussex and hope that the 
CHR is a genuine opportunity to make significant changes to prevent such experiences in 
the future. 
 
Thank you to everyone who has been part of the CHR team, the CCG, our Primary and 
Secondary Care colleagues for their support and most importantly the individuals 
involved who have shared their experiences during this process. 
Previously considered by [governance/ engagement pathway to date] 
Org./Group/ Name Date Outcome 
Clinical Harm Review 
(CHR) Panel  

5 January 
2021 

Final updates offered. Review and input included 
from HealthWatch and CCG communications and 
patient engagement team. 

West Sussex Local 
Management Team 
(LMT) 

20 
January 
2021 

Report approved and supported.  



 

Executive 
Management Team 
(EMT) 

22 
February 
2021 

Report received and supported. Proposal to set up 
a Task and Finish group to review the 
recommendations and develop an action plan 
approved. Recommendation from EMT for Quality 
Committee to approve approach to sharing the 
report with the 29 individuals in advance of Public 
Governing Body and wider stakeholders.  

Joint Quality 
Committee 

9 March 
2021 

The report was received and actions supported. 
Update as to implementation of recommendations 
to return to the Quality Committee in July 2021. 

Executive 
Management Team 
(EMT) 

24 May 
2021 

The report was shared as part of an options paper 
with regards to implementation. Feedback noted 
need for compassion within the final report, which 
will be reviewed prior to publication. 

Governing Body in 
Private 

8 June 
2021 

The reports were welcomed with recognition of the 
significant work undertaken, to be brought back to 
Governing Body meeting in public once the final 
guidance is received and the report is shared with 
those patients who have requested this. 

What happens next? 
• Support will be offered to any affected patients and families wishing to have individual 

conversations. 
• Ongoing work will continue with regards to implementation of the recommendations 

and an update of the recommendations will be presented at the Joint Quality 
Committee meeting in July 2021. 

Implications 

Corporate goals 
this relates to 

• Improved population health outcomes and patient experience 
• Restoring high quality and safe services prioritised to meet 

clinical need 
• Delivering system reform 
• Effective and well led organisation with an empowered and 

inclusive workforce 

Financial There has been a significant financial cost to the CCG in 
undertaking this review. To date this is £234,438.18. 

Risk, legal and 
other compliance 

This report is a summary of the CHR, which was established to 
address Risk WSX0006 - Non Obstetric Ultrasound (NOUS) 
Provider - Quality and Safety risk, current score 9. 
 
Legal advice has been sought throughout the process where 
necessary to support the clinical harm review. 

Quality and safety 

Quality implications have been identified as part of the CHR and 
learning is embedded within the recommendations.  
 
The aim and purpose of this CHR is to maintain high quality patient 
care and giving confidence to the public in the safety of the 
services that we commission. Specifically the review aimed to: 
• Reduce the risk of potential harm to patients referred to this 

provider.  



 

• Identify if any patients have come to harm and ensure that 
patients in our community are safe and receiving appropriate 
care and treatment.  

• Identify lessons learnt and share these accordingly 
Equality, diversity 
and health 
inequalities 

Equality and Quality Impact Assessments (EQIA) priorities were 
considered within the CHR and addressed within the report. 

Patient and public 
engagement 

The Patient Engagement Team has supported the final report 
production and Healthwatch is a standing member of the CHR 
Panel.  
 
Patients have been advised about their involvement in the harm 
review process and individual outcome. They have been provided 
with contact details for the harm review team. GPs have also been 
kept informed about the review and the outcomes for their 
individual patients. 

Health and 
wellbeing 

This CHR was established to address any concerns around the 
potential for impact on health outcomes for a focused section of the 
population in accordance with the ‘Health and Wellbeing’ (HWB) 
priorities / information from the Joint Strategic Needs Assessment 
(JSNA). 

List of appendices 
Appendix 1 - Clinical Harm Review – BestCar. Outcome Report  
(NB The report has its own appendix 1 – Author credentials) 
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BestCare Clinical Harm Review Final Report 
 
It is with great sadness that we needed to complete this Clinical Harm Review (CHR). We 
have strived to work with compassion, care and consideration throughout the whole 
process.  
 
The team supporting the Clinical Harm Review are very much aware of the distress the 
CHR has caused, and that it has been a long process, for this we sincerely apologise. 
 
A CHR is traditionally completed by the provider company. However, in this case the 
Coastal West Sussex Clinical Commissioning Group (CCG) (now West Sussex CCG) made 
the difficult decision to undertake the review so we could be assured that our patients were 
safe and due diligence was met.  
 
As one of the first CCGs to complete a CHR, we had a lot to learn.  We established a 
dedicated team to support the review who had to adapt and adjust throughout the review 
process, and we are sharing this learning around the process itself as well as the 
recommendations identified as part of the review.  
 
The Covid-19 pandemic added further difficulty and delays and therefore a much increased 
length of time needed to ensure that we produce a comprehensive review and actions 
taken. We are sorry this has had a further impact on those individuals involved in the 
review.  
 
The report being shared here is a formal document outlining the processes and findings. 
Please be assured that when we refer to the numbers, the team who have worked on this 
and the organisation as a whole, care deeply about the experiences of the individuals we 
have learned about, written to and/or spoken with.  
 
We are so sorry that harm has occurred to individuals in West Sussex and hope that the 
CHR is a genuine opportunity to make significant changes to prevent such experiences in 
the future. 
 
Thank you to everyone who has been part of the CHR team, the CCG, our primary and 
secondary care colleagues for their support and most importantly the individuals involved 
who have shared their experiences during this process. 
 
 
Clinical Harm Review Team 
West Sussex CCG  
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1.0 Executive Summary 
 
1.1 Introduction 
This report provides an overview of a Clinical Harm Review that was undertaken by Coastal 
West Sussex Clinical Commissioning Group, which became West Sussex NHS Clinical 
Commissioning Group from April 2020 [CCG]. Together with lessons learnt the report 
contains 18 recommendations for consideration by the CCG Quality Committee. 
 
It should be noted that the provider of any healthcare service, such as BestCare 
Diagnostics Ltd, has a legal and professional duty to ensure the quality of its services meet 
expected standards as outlined in their contract. The CCG also has a duty to monitor that 
service quality. 
 
Coastal West Sussex Clinical Commissioning Group [CCG], under a national scheme 
referred to as Any Qualified Provider [AQP], contracted with a provider BestCare Diagnostic 
Ltd to provide Non Obstetric Ultrasounds which commenced a service in 2017.  
 
Emerging concerns regarding the practice of two sonographers lead to the CCG 
suspending the contract in late 2018, a series of reviews and audits subsequently led to 
commencing a Clinical Harm Review [CHR] in August 2019. The CHR process was led by 
the CCG but for good governance was overseen by an independent chair, and included 
external clinical experts and Healthwatch West Sussex to provide a patient/lay perspective 
to the review. 
 
BestCare Diagnostic Ltd ceased to operate in December 2019. 
 
The CHR Panel set out and agreed clear Terms of Reference, with three aims covering the 
following areas: 
1. To identify patients with unrecognised risk of harm owing to failure to identify pathology, 

as quickly as possible, in order to prevent and/or mitigate harm  
2. Have any patients come to harm? Recognising that this may be difficult to identify and 

the main priority is to ensure patients in our community are safe in their care that they 
are receiving 

3. Identify lessons learnt and share these accordingly. 
 
There were two main stages of the CHR. Stage one entailed a clinical review of each 
patient’s non obstetric ultrasound scan results and entries made in their primary care 
records held by their GP. This review determined whether the patient required any further 
healthcare assessment or treatment. 
 
The total number of people subject to the CHR process were 1825. These people had 
received scans from the two specific sonographers. This included some out of area patients 
and those who were deceased. 
 
Included in this number, there were 66 people who had since moved out of the area of the 
CCG. A specific process was set up to locate these patients and/or their GP records so that 
they could also receive appropriate follow up if required. The CCG made contact with each 
patient’s GP/GP Surgery advising them of the CHR and requesting that appropriate follow 



 

up was taken. Two individuals had died since their scan but these were no considered to be 
linked. Three people were not located. The CHR Panel reviewed each case and supported 
the clinical decision to close these 3 cases.  
 
Once stage one was completed all those who were located received a letter from the CCG 
outlining the outcome from their own review of the CHR Stage One process, including a 
'Frequently Asked Questions’, offer of support from Healthwatch West Sussex if they 
wished and a CCG Helpline number. 
 
Each patient’s review under this stage confirmed one of the following outcomes: 
• No further action 
• Referral to GP for follow up/review 
• Referral for further ultrasound 
• Referral for secondary care 
• Referral for in house clinical expert/specialist review where the patient would then move 

into one of the above categories. 
 
The CHR identified 28 individuals who were deceased. These patients were included in 
Stage Two of the CHR process. 
 
There were 876 patients who were included in stage two – those referred for further 
assessment or review, those who raised concerns through contacting the CCG directly, and 
patients who had deceased.   
 
Stage Two assessed whether these 876 people had experienced harm. From the follow-up 
results it has been concluded that: 
• 812 patients were assessed as having no clinical harm,  
• 64 were assessed as experiencing physical and/or psychological harm.  
 
Individual patient letters will be sent in line with the Sussex-wide Serious Incident Reporting 
and Investigation Policy and the Duty of Candour [being open and transparent with 
patients]. Any harm occurring in this way to a person is unacceptable. Nine cases required 
further detailed exploration. This further work is outside the scope of the initial terms of 
reference for the review and will be followed through the CCG governance and reporting. 
 
Prior to commencing the CHR the CCG had completed a piece of work to see what could 
be improved in their internal processes. The CCG has implemented several improvements 
as a result including a new AQP monitoring framework and a reporting tool for GPs to 
escalate any concerns they have about a provider. The aim of the reporting tool is to 
identify any service quality issues as early as possible in order that the CCG can work with 
the provider to rectify. 
 
A significant number of lessons were learnt during the CHR including the need for allocation 
of resources to undertake the detailed clinical reviews, setting up of a tracking database, 
communications plan to stakeholders, the valuable contribution of the external expertise [in 
radiology and primary care] and the contribution of a patient/lay perspective through 
Healthwatch. 
 
Two key lessons of particular note are the importance of any service provider having robust 
clinical governance processes and the gap in national regulation and accreditation of 



 

sonographers. 
 
The CHR was concluded 13th January 2021. 
 
In situations such as the CCG found itself in, undertaking the CHR as swiftly but diligently 
as possible was a goal. During the CHR two significant events impacted upon the ability to 
conclude the process as fast at the CCG and the CHR Panel had wanted to – a major 
restructuring of the CCG and its team that were supporting the CHR process and secondly, 
COVID 19 pandemic which diverted Clinicians’ attention to managing the major incident 
over several months and delayed scans and reviews. However, the CHR Panel had regular 
oversight and whilst a more speedy conclusion would have been a goal, they were assured 
by the actions and progress throughout.  
 
1.2 Recommendations 
It is recognised that the CCG has already strengthen the procurement and commissioning 
processes locally. However, there are 18 recommendations for the West Sussex CCG and 
any CCG who may need to host a CHR to consider. There are also a set of 
recommendations that have a wider application in relation to professional registration and 
commissioning practice.  
 
1.2.1 Contracting and quality monitoring with Any Qualified Providers: 
Recommendation 1 - Early engagement of the commissioning quality and safety team to 
confirm levels of knowledge required of a provider about governance and reporting. 
 
Recommendation 2 - Establish set of “red flags” that act as an early warning of weak 
governance for example management of Serious Incidents and delays in responses to 
contract queries or complaints.  
 
1.2.2 Contracting and quality monitoring with NOUS Providers: 
Recommendation 3 - The CCG confirms expectations of what is a good sonography report, 
expects audits to demonstrate compliance in line with RCR standards for reporting. 

 
Recommendation 4 - The contract stipulates the need for fluency in spoken English in 
sonographer recruited. 
 
1.2.3 Further work identified as a result of the CHR process: 
11 - That the moderate harm cases [numbering 20] identified in stage two of the CHR 
Process with potential for primary care learning are referred to GP practice to be 
investigated under the Significant Event Analysis Process 
 
Recommendation 6 - The 9 severe harm cases are considered as a cluster Serious Incident 
and the resource to further investigate these and learn lessons is identified.  
 
Recommendation 7 - A risk assessment is completed in relation to the wider cohort of 
patients [numbering 5299] that underwent NOUS by BestCare Diagnostic Ltd, and the 
appropriateness of a lookback exercise. 
 
Recommendation 8 - The CCG considers the four themes that emerged as a result of stage 
one of the review reference section 6.2 table two and any further actions required to 
improve professional practice and/or commissioning and contracting. This links to the 



 

internal CCG paper written December 2020 on out of scope lessons learnt and 
recommendations.  
 
Recommendation 9 - The CCG confirms progress with implementation of the lessons learnt 
identified in March 2019, included in section 8.1 above. 
 
Recommendation 10 - The CCG considers further work to confirm the ethnicity and 
protected characteristics of the phase one cohort of patients to establish whether further 
lessons could be learnt about diversity and inclusion in service provision from both the 
workforce and patient perspective. 
 
Recommendation 11 - To consider the benefits of a tracking process of any onward 
referrals and investigation requests in primary care, and to ensure patients are informed of 
results and next steps though sharing established good practice. 
 
Recommendation 12 - To have a standard process in place in primary care to report quality 
concerns or issues about providers. 
 
Recommendation 13 - To conclude and report internally within the CCG outcomes of any 
incomplete referrals to external Statutory Bodies that arose as a result of the Clinical Harm 
Review Process.  
 
1.2.4 Wider Healthcare System Recommendations: 
Recommendation 14 - To engage with NHS England and Royal Colleges to discuss the 
need to have a regulated workforce with accredited sonography courses which would assist 
in ensuring the highest standards of diagnosis possible. 
 
Recommendation 15 - To refer to NHS Digital the delays experienced in removing out of 
date information from the NHS Website. It was unclear where the delays were occurring 
and whether it was a technical issue with the NHS website managed by NHS Digital 
administration and Exeter Helpdesk or whether BestCare Diagnostic Ltd were unaware of 
the process required. 
 
Recommendation 16 - To engage with the Care Quality Commission about their pre-
inspection information gathering process to confirm all relevant stakeholders are able to 
contribute regarding local experiences. To consider sharing the report for their own 
learning. 
 
Recommendation 17 - To recommend to NHSE/I any revision to the existing publication 
External Clinical Harm Review Handbook reinforces the benefits of having a patient 
representative at every panel meeting, together with consideration of remuneration for 
example to Healthwatch. In addition, the lessons learnt from this specific CHR and the 
process are considered best practice for future reviews for example dedicated resource to 
develop and implement communications plan. 
 
Recommendation 18 - National research into feasibility of Artificial Intelligence to assist in 
the NOUS service. 
 
1.3 Acknowledgements 
The independent chair and author of this report would like to acknowledge the manner in 



 

which the CCG conducted this Clinical Harm Review. Throughout the CCG focused upon 
minimising any clinical risks to this group of individuals, being open and transparent and 
learning lessons to reduce any likelihood of this occurring again. The CCG should be 
commended for this. The content speaks for itself and it is hoped that the individuals 
affected by this service can draw some solace that lessons have been learnt and 
improvement made to the commissioning of services for the population of West Sussex.  
 
Thanks are extended to all the panel members who actively engaged and contributed 
throughout the review and made helpful comments on the final drafting of this report.  
 

2.0 Background and Context 
BestCare Diagnostics Ltd [will be referred in this report now as BestCare] is an Any 
Qualified Provider (AQP) non-obstetric ultrasound service (NOUS) provider accredited by 
Coastal West Sussex (CWS) Clinical Commissioning Group [CCG] in late 2016. In 
agreement with the CCG they began offering the service from April 2017, having negotiated 
clinic space in 13 GP practices and health centres across the Coastal West Sussex 
geographical area. 
 
In September 2018, the CCG were raising concerns around clinical competence, 
chaperoning of patients during scans and potential “up-coding”, which were investigated. 
Up-coding is where a provider might submit an invoice for work not actually performed, or 
the provider charges for a more expensive scan than the actual scan undertaken. The CCG 
suspended use of BestCare and its contract payments on September 19th 2018 and alerted 
other commissioners to concerns at the same time. The CCG identified a number of clinical 
concerns relating to the quality of the service from this provider. Thirty seven key lines of 
enquiry [KLOEs] were established which formed the basis of the clinical investigation that 
followed.  
 
Over the follow few months the CCG engaged with the provider to investigate these 
concerns. 
 
By March 2019, the CCG was aware of two cancer related cases, both of which had been 
reported as a Serious Incident (SI) and were following the normal established process for 
the investigation of SIs. There was insufficient evidence at this point to indicate that a full 
clinical harm review for all patients would be necessary, nor had a specific cohort of 
patients been identified as being at an increased risk of harm. A recommendation was 
made to undertake an audit of 70 cases (1% of the number of patients referred to the 
service). This audit was to assess whether there was any further evidence and indication of 
the scale of the clinical concerns that had been identified, which were not currently being 
addressed via the SI process.  
 
However, in May 2019 the CCG was notified of two further cases involving patients 
scanned by this provider who were subsequently diagnosed with cancer. This took the total 
number of cancer related cases to four at this point. A further detailed review of these four 
cases identified that they were all scanned and reported on by the same sonographer. Each 
case involved either missed pathology or poor quality reporting by this particular 
Sonographer. The provider highlighted a specific period of 6 weeks around April 2018 
during which the four SIs occurred. 
 



 

This further detailed review also led to the identification of concerns linked to a second 
sonographer, with concerns around inaccurate reporting. Although there was no evidence 
of direct patient harm at this point for this second sonographer, three cases were 
highlighted which provide significant cause for concern around this sonographer’s 
competency. 
 
With guidance from NHS England, a decision was taken by the CCG Local Management 
Team to proceed with a Clinical Harm Review. Whilst this would normally be undertaken by 
the provider, CWS CCG were not assured as to the potential robustness and so it was 
agreed with BestCare that CWS CCG would coordinate this process with their involvement. 
 
As the events unfolded, and In line with normal CCG practice, there was appropriate 
communication with the relevant statutory agencies such as Care Quality Commission. 
  
It is important to note the context in which this CHR process was completed within as it 
impacted upon the length of time the process took to complete and the resulting 
recommendations for further investigation by the CCG. Three key contextual points are 
relevant. 
 
In line with the national picture in the NHS, the organisational structures for commissioning 
changed during the CHR process, this included mergers and restructuring of teams. CWS 
CCG became West Sussex CCGs. Therefore the recommendations will be for this new 
organisation to received and consider. 
 
In December 2019 BestCare ceased to operate as a company which led to the Quality 
Manager, and then the Company Director not attending several of the CHR Panel 
Meetings. Attendance was later again supported by the Company Director. At the time of 
cessation of trading, there were two outstanding Serious Incident Investigations which had 
been notified to the CCG patient safety team.  
 
Thirdly, a pandemic was announced in March 2020 of COVID 19. This had an impact upon 
the whole CHR process including securing NOUS services from providers for follow up 
scans, primary care capacity to review patients, CCG resource to progress the CHR 
process and the suspension of the CCGs Clinical Harm Review Operational Group 
[CHROG] that was supporting the process. The latter two were due to the requirement to 
support the national and local response to COVID. 
 

3.0 Clinical Harm Review Governance 
This section will now outline the structured governance framework established to support 
the Clinical Harm Review. It includes: 
• Terms of Reference and Reporting  
• Data Protection, confidentiality – access to patient records   
• Duty of Candour. 
 
3.1 Terms of Reference and Reporting 
The Clinical Harm Review Governance arrangements were based on the NHS England 
External Clinical Harm Review Handbook1.  
                                            
1 NHS England Publication - External Clinical Harm Review Handbook, version 5, March 2016 



 

 
The Clinical Harm Review Panel [CHRP] was chaired by an independent experienced 
nursing professional. The Executive Lead for the CHRP was the Chief Nurse. The business 
of the CHR panel was reported to the Quality Committee (QC) of CWS CCG and provided 
an update to each bi-monthly meeting via the Executive Medical Director and Clinical Lead 
for Quality.  
 
The Terms of Reference for the CHRP reflected the NHS England handbook. Membership 
of the CHRP included senior members of the CCG and external stakeholders bringing 
expertise, experience and the lay or patient perspective. For example: 
• Advocate for Independent Health Complaints [Healthwatch West Sussex] [Patient and 

lay perspective and experience] 
• Clinical Adviser for NHS England NHS Improvement [External GP representation] 
• Secondary Care Consultant Radiologist [External Radiologist representative] 

 
As referred to in section 2.0, CHRs would normally be undertaken by the provider, this was 
not deemed appropriate for this CHR. However, the CCG sought to work in an open and 
transparent manner and the CHRP membership included representatives from BestCare: 
• Consultant Radiologist 
• Quality Manager. 
 
The CHRP set objectives, referred to as markers of success, as part of the Terms of 
Reference as follows:- 
• All patients scanned by the two sonographers are risk assessed / reviewed as soon as 

feasible to reduce any potential harm or actual harm as a result of delay 
• A risk assessment is undertaken to consider the remainder of BestCare patients who 

were scanned  
• Public are reassured for the safety of our commissioned services 
• The system is engaged in the process of learning 
• Communication to all stakeholders is timely and supportive 
• Review is conducted with transparency and respect for all parties 
 
A mechanism existed whereby at any point should there be any concerns that require 
escalation this would be via the Chair of CCG Quality Committee.  This was not executed 
during the process. As the CHR process progressed in early 2020 the Chief Medical Officer 
for the CCG was briefed weekly. 
 
The focus of this review was novel and reflective, agile principles were used as the CHR 
progressed. In order to support this approach the meeting frequency was initially held 
fortnightly until December 2019, when the meetings reduced to monthly. The frequently 
supported robust panel discussion, receipt of legal or external professional advice and 
timely decision making. Panel Meetings were impacted by the event of the Covid 19 
pandemic, and by necessity became virtual meetings and paper light in order not to be over 
burdensome on the CCG but to ensure progress was being made in line with the original 
objectives. 
 
The CHR Panel‘s final meeting will be on 23rd February 2021.  
 
A significant amount of operational work and support was required to proceed with the CHR 



 

in the CCG. Including contracting issues referred to in section 2.0, overseeing the 37 Key 
lines of enquiry, recruiting and overseeing clinical reviewers and securing additional NOUS 
provision. In order to support this day to day work an internal CCG Clinical Harm Review 
Operational Group [CHROG] was convened in September 2019 to deliver the following:- 
• To accomplish the recommendations and drive the operational delivery from the Clinical 

Harm Review Panel 
• To support the Clinical Reviews encompassing  

o Phase 1 – Review of all patients who underwent a scan by two sonographers of 
interest employed by BestCare   

o Phase 2 – Assessment and consideration of all other patients who were referred 
to and received NOUS by other sonographers employed by BestCare  

• Provide recommendations to the Clinical Harm Review Panel based on the clinical and 
operational findings  

• Escalation of issues that are unable to be resolved by the group to the CCG Executive 
lead  

• Escalate risks to the quality team risk register 
• To identify lessons that can be learnt from the review: both examples of good practice 

and areas where improvement is required 
•  To make recommendations which will aim to ensure that lessons are learnt and steps to 

prevent any re-occurrence of the circumstances giving rise to the review. 
 
The CHROG was suspended in February 2020 due to the Covid -19 pandemic response 
required by the NHS. 
 
The NHS England [South East] Medical Director provided additional reporting, support, 
advice and direction to the Executive Medical Director during the CHR Process. Peer 
support was provided to the Executive Medical Director from external providers who had 
completed a CHR in their own Trusts. 
 
Healthwatch West Sussex provided considerable resources and time to support the review, 
to evidence the need for such input where patient safety and harm is being explored and 
where people need a voice in the process. This support was delivered without additional 
funding and it is acknowledged that if future requests were made to Healthwatch 
organisations consideration of funding might be required dependent upon the time 
commitment expected. 
 
3.2 Data Protection, Confidentiality – Access to Patient Records 
The CCG obtained legal advice regarding Data Protection and GDPR basis for processing 
patient information during the CHR.  Three Articles were referred to: 
 
• Art.6 (1)(e) public task, on the basis that processing is necessary for the performance of 

the CCG’s duty to exercise its commissioning functions in a way which has regard to the 
need to improve health services, in particular the safety of the service under the NHS 
Act 2006 14R. 

 
• Art. 9(2) (h) and DPA Schedule 1 para1: the processing is necessary for the 

management of health care systems and services: and/or 
 



 

• Art. 9 (2) (i): the processing is necessary for the reasons of public interest in the area of 
public health, such as ensuring high standards of quality and safety of healthcare. 

 
With further legal advice and support from the CCG Information Governance Team, a Data 
Processing Impact Assessment [DPIA] was completed and reported to the CHR Panel. The 
DPIA assists in evidencing the risks and benefits about levels of information sharing during 
the CHR process. A letter accompanying the DPIA outlined the legal basis for information 
sharing and not requiring explicit patient consent. The CHR Panel was updated regarding 
progress with GP practices agreeing to the information sharing requests.  
 
The initial method of information sharing changed during September 2019, when a more 
appropriate digital solution was identified via the local GP Federation. Whilst the CHR could 
still proceed without individual patient consent, each patient must have agreed to central 
‘sharing of records’. Any patients who had opted out of this would have to be handled 
differently during the CHR process.  
 
The CHR Panel noted that the initial DPIA circulated to GPs required amendment due to a 
technical error. The CCG Information Governance team had competing priorities, but this 
was duly rectified with 100% GPs returning their completed DPIA. 
 
All NHS organisations have a senior individual responsible for protecting the confidentiality 
of peoples’ health information and making sure it is used properly. The Chief Nurse 
undertakes the role of Caldicott Guardian and was fully briefed as Executive Sponsor and 
member of the CHR Panel. 
 
As assurance to the public and those who were subject to this review no individual health 
information was discussed outside the scope of the review and there were no breaches of 
data. All panel members have to adhere to the confidential nature of this review. 
 
3.3 Duty of Candour 
The review was conducted with full knowledge and compliance with the duty of candour as 
per the statutory guidance released in 20142 . 
 
Legal advice was sought by the CCG and confirmed that the duty to notify a patient is 
triggered when the organisation becomes aware that a notifiable safety incident has 
occurred.  
 
In relation to the four Serious Incidents identified prior establishing the CHR, the provider 
organisation – BestCare undertook this statutory duty to notify the individual patients or 
their relatives. 
 
Following the cessation of BestCare to operate as a provider, further legal advice was sort 
by the CCG who confirmed the moral rather than legal requirement to inform patients.  The 
CHR Panel, considered the timing of notification to patients in the review cohorts and 
agreed that the duty would be triggered aligned to the definitions and levels of harm 
identified during stage two of the review. For patients identified during the review as 
suffering moderate harm and severe harm, the CCG agreed that the outcome of the review 

                                            
2 http://www.legislation.gov.uk/ukdsi/2014/9780111117613) 

http://www.legislation.gov.uk/ukdsi/2014/9780111117613


 

would be shared with those effected.  For the latter group the serious incident (SI) process 
should also be followed. As outlined in the recommendations in the NHS Clinical Harm 
Review Handbook. 
 

4.0 Methodology/Approach 
This section outlines how the Clinical Harm Review process was conducted. The specific 
focus of this review had not been undertaken elsewhere in the NHS so, whilst discussion 
was had with another large secondary care provider who had undertaken a CHR the local 
focus was novel. The CHR Panel supported constant reflection and refinement to the initial 
process agreed where it would add benefit to the general CHR.  
 
Two key stages formed the CHR, stage one confirms and reviews all the patient who were 
seen by the two sonographers, referring for further healthcare where required. Stage two 
reviews all those patients who were provided with additional healthcare to assess the level 
of harm, if any, they experienced. These will now be outlined below. 
 
4.1 Stage One 
It took several months and several revisions of data for BestCare to provide the final list of 
patients. The numbers of patients referred and the number of scans undertaken increased 
over that period as BestCare validated their records. There were more scans undertaken 
than patients, as some patients had multiple scans.  
 
The patient listing submitted by BestCare was cleansed and further validated by the CCG 
administration and quality team to remove duplicate entries and confirm the patient’s GP 
Practice. This process also identified four groups of patients that required a specific 
handling process: – 
1. those patients requiring a clinical note review,  
2. people who were now deceased,  
3. people who were no longer registered within the CCG boundaries who were now out of 

area 
4. people who had not consented to central information sharing.  
Each group required a nuanced process. 
 
People were placed on a secure ‘action tracker’ set up by the CCG. This ‘action tracker’ or 
database tracked each person through the review process. 
 
Following expert radiology advice it was evident that reviewing individual patient scans was 
not appropriate as interpretation of ultrasound scan is a dynamic process and operator 
dependent. Confirming whether an error in interpretation had been made or not would be 
extremely challenging and insufficiently robust/reproducible. In addition, the time lapse 
between scan and clinical harm review was in excess of a year and normal disease 
progression might have taken place. A clinical review was also required to establish 
whether a patient had already been scanned elsewhere, or whether they had been seen or 
treated since the original request. The CHR panel concluded that reviewing the referral, the 
ultrasound report and clinical notes held by the GP for any evidence of repeated or related 
clinical symptoms to the initial reason for NOUS referral would be the most appropriate 
approach. This approach identified and lead to appropriate intervention for any individual 
who might have come to harm from misdiagnosis as a result of the NOUS undertaken by 
the two sonographers in question. 



 

 
Initial discussion around how and who to undertake the reviews rested upon setting up 
specialty specific subgroups [gynaecology, urology, gastroenterology], made up of primary 
and secondary care clinicians. These subgroups were to collectively review cases. 
However, securing and coordinating these individuals proved a significant challenge. The 
final approach agreed by the CHR Panel was a suitably qualified General Practitioner 
[without any conflicts of interest] and NHSE GP clinical advisor reviewing individually the 
patients records. These GPs are referred to here as ‘clinical reviewers’. A small number of 
clinical reviewers were recruited and inducted for the programme. Subsequent to this 
review of individual patient records, and where appropriate the consultant specialist 
reviewed the notes to confirm the proposed action and urgency of intervention by the initial 
clinical reviewer. The initial aim was to recruit specialist consultants from outside the 
geographical area to reduce any conflicts of interest. This was achieved for two of the 
specialist areas, but unfortunately proved impossible for the third. Following a detailed 
discussion during one of the CHR panel meetings it was agreed that one local Sussex 
secondary care consultant could be utilised. A set of agreed criteria for eliminating any 
direct conflicts of interest was established.  
 
The initial set of clinical prompts and extracted data from the patients’ primary care [GP] 
records were comprehensive. After a series of discussions and then approval with the CHR 
Panel, these were subsequently streamlined to capture sufficient data to 
a] make a clinical decision and rationale whether the patient required any further 
intervention  
b] provide a concise but meaningful summary for another professional to act upon. 
 
During the review of patient records other professional and clinical issues arose and were 
categorised into four groups: 
• Clinical risks [which were escalated immediately within the CCG for resolution] 
• Act of omission/commission by GP  
• Documentation/prescribing issues [for example not in line with best practice, but not 

significant risk]  
• Resource profligacy issues [for example over use of ultrasounds]. 
 
These issues were out of scope of the CHR Terms of Reference (TOR), but required noting 
and responding to by the CCG. Following discussion with NHS England Medical Director 
and in line with the TOR, the CHR Panel agreed that the primary concern and focus was on 
individual patients and reducing harm. It was agreed that the CCG’s Clinical Harm Review 
Operational Group (CHROG) would handle these out of scope issues or signpost to the 
Primary Care Team for wider professional learning.  
 
The appointed clinical reviewers accessed individual patient notes held by their GP 
electronically via the coordinated notes access established by Innovations in Primary Care 
[local GP Federation] and in line with the DPIA and Information Sharing Protocols. Each 
patient’s review confirmed one of the following outcomes: 
• No further action 
• Referral to GP for follow up/review 
• Referral for further ultrasound 
• Referral for secondary care 
• Referral for in house clinical expert/specialist review where the patient would then move 

into one of the above categories 



 

 
There was a contingency for the clinical reviewers to escalate immediately to the CCG 
Medical Director if any patient required this response. 
 
Each patient reviewed, including those with ‘no further action’, concluded this stage of the 
CHR process and individuals were sent a letter outlining the CHR process, outcome/next 
steps, a contact helpline and Frequently Asked Questions. Each patient’s GP was also 
informed. 
 
As referred to above, a separate process was agreed for those individuals who deceased 
since receiving the identified scan, those who were no longer registered within the CCG 
boundaries (out of area) and those who had not consented to central information sharing.  
 
The CHR Panel agreed to a reasonable and proportionate approach to address each group 
of patients. There was a recurrent, robust discussion about patient risks which included 
acknowledging that risks rapidly declines over time. An example of how the approach was 
tailored to patient groups is illustrated where an individual was deceased, their GP practice 
had closed and to obtain the notes would be a lengthy and complex process. In this case 
the panel accepted the risk associated with not reviewing these notes, this example related 
to one individual. A further case was closed of an out of area individual who was identified 
as deceased. 
 
4.2 Stage Two 
Patients who required further action as a result of stage one of the review entered into a 
second stage of the CHR process. This stage followed the patient’s journey along with the 
outcomes of additional interventions to assess the level of any clinical harm consequent to 
delay or misdiagnosis. An assessment was made of the clinical harm that might have 
occurred due to the delay or misdiagnosis between initial referral to BestCare and their 
current patient clinical presentation. 
 
Stage two also included patients that the clinical reviewers had raised concerns about the 
scan and those patients who had raised additional concerns about their experience with the 
CCG. 
 
This stage of the process was undertaken by a clinical reviewer using electronic 
interrogation of each patient’s primary care records and discussion with secondary care 
clinicians where involved. In addition, a member of the CCG Quality Team assisted in the 
design criteria.  
  
The CHR Panel agreed the framework to categorise the degree of harm based upon the 
NHS England CHR Handbook. However, the CCG Local Management Team refined the 
definitions and localised to the specifics of this CHR and NOUS. This was included and 
agreed by the CHR as part of the Terms of Reference. This degree of harm framework was 
also used to trigger the Duty of Candour and any further Serious Incidents [SI]. 
 
The four reported SIs prior to the commencement of the CHR were handled in accordance 
with the Sussex wide Serious Incident and Reporting Policy. BestCare, as the provider, was 
expected to undertake the root cause analysis, submit the investigation report and handle 
the ‘duty of candour’ with the relevant patients/relatives. With significant support from the 
CCG, two of the four SIs were submitted and the Sussex wide Serious Incident panel 



 

agreed they met the criteria for closure. The two outstanding SIs were not concluded before 
BestCare applied for insolvency in January 2020. The legal advice to the CCG was that 
these required handling by the CCG from a morale and ethical perspective. Lessons learnt 
from the two submitted SIs are outlined in section 6.4. 
 
The four patients who were reported as SIs, were processed via stage one and stage two 
above. This provided a quality assurance to the CHR Panel assurance that the process was 
robust.  
 
The CCG had an established Project Management Office [PMO] as part of its business as 
usual operations.  This team has expertise in project management and support a wide 
variety of projects that the CCG might undertake such as quality improvements in services. 
The CCG Project Management Office engaged with the CHR process after 
commencement. A project dashboard tracked progress, risks and the financial and clinical 
narrative. The content of the dashboard was amended over the course of the CHR to reflect 
more detailed understanding of emerging findings and the stage of the process. For 
example the Key Lines of Enquiry [KLOEs] were removed as these had been taken forward 
by the CHROG, and the stage two harm reviews were added. The support from the PMO 
ceased prior to COVID 19 and basic monitoring was undertaken by the members of the 
CCG Quality Team who were assigned to the CHR process. 
 
4.3 Resources allocated to the Clinical Harm Review 
The CCG committed dedicated resource to fund the Independent Chair, Clinical Reviewers 
[GPs] and the secondary care specialists. At the peak of activity in November 2019 there 
were 12 clinical reviewers and 3 secondary care specialists. GPs and specialists were 
remunerated for any additional work they undertook in relation to reviewing patients who 
were part of the CHR. 
 
Internal CCG resource was identified, however, this was on top of regular portfolios. 
Additional administration support was provided for two months.   
 
Inevitably, there were ongoing competing priorities between business as usual, exceptional 
events including an internal staff restructuring, a major office transfer in December 2019 
and then the Covid-19 pandemic crisis from February 2020 and the CHR.  
 
These challenges impacted upon the speed of the review, the ability to follow up emerging 
themes such as processing the patient outcome letters, having a monitored CHR phone line 
and updating of the dashboard. 
 
The resources allocated to the CHR is explored further in section 8.1 regarding lessons 
learnt during the CHR process.  
 

5.0 Communications Plan 
This section provides an overview of the communications plan for the CHR. Including: 
• CCG Communication Teams Plan 
• Local stakeholder briefings 
• Frequently Asked Questions [Clinicians such as GPs, Patients] 
• Patient Letters [standardised for each of the four review outcomes, with ability to tailor 

where necessary] 



 

• Reactive Media Statement 
 
The CCG’s Clinical Lead for Quality linked to the CCG’s Communications team when 
necessary as well as the Communications Team being standing members of the CHR 
Panel. 
 
Prior to the establishment of the CHR panel in August 2019, the CCG Quality Committee 
had approved a set of proactive communications to the following audiences: 
• CCG Clinical Directors, GPs and Practice Managers [email briefing] 
• Chair of West Sussex Health and Wellbeing Board, Chair of West Sussex Health and 

Care Select [now Scrutiny] Committee [HASC] [email briefing] 
• Other CCGs using the provider [email statement] 
• Care Quality Commission [CQC] and other relevant regulatory bodies 
 
In addition, reactive statements were confirmed for media and patients but in the event 
were not required until early 2020. The reactive statements were reviewed each month and 
updated as necessary. BestCare as the provider were involved in agreeing the content.  
 
A shared inbox for emails relating to the CHR was set up and used for both internal and 
external communications. This was monitored by the CCG’s administration and quality 
team. 
 
The CCG Communications Team submitted a Communication Plan for review by the CHR 
Panel. This was updated monthly to reflect the progress of the CHR and any arising 
feedback from patients or stakeholders.  
 
Regular briefings were sent to GPs, Clinical Directors and Practice Managers via an 
established Bulletin. In October 2019, prior to the first patient letters being sent, a briefing 
was sent to local MPs in order to support any queries their constituents might raise with 
them.  
 
As noted above in section 4.1 the process of the review changed when a more appropriate 
solution to accessing patients’ records was identified.  
 
Once the methodology of how the CHR was to proceed was agreed, patient letters were 
drafted by the Clinical Lead for Quality and reviewed by the CHR Panel. Essential was, the 
contribution of the local Healthwatch member to critically appraise the content and the 
interpretation our patients might take. In addition, the CCG’s Locality Directors and Surrey 
and Sussex Local Medical Committee made comments. The patient letters included the 
commitment to the standard of accessible information. The CCG’s Communications Team 
made final amendments prior to approval by the CHR Panel. The drafting and re-drafting of 
the communications to GPs and patients took over eight weeks, but starting early in the 
process gave time to get the messaging to a high standard. This was important and 
reflected in the relatively low numbers of question and queries by patients and GPs.  
 
The panel debated when to inform the patient and noted legal advice. It was agreed to send 
the patients their first letter once their individual case had been reviewed. Letters went to all 
patients, including those where no further action was required. This was based upon not 
wanting to alarm patients prior to an outcome being established for them individually, and 
the potential impact upon increased numbers of anxious patients requesting appointments 



 

with their GPs and overwhelming this service.  
 
In order to ensure timely support for the patient and alert GPs where a patient required 
urgent follow up or referral to secondary care, the CCG’s Executive Medical Director or the 
Clinical Lead for Quality rang each of these patients’ GP within 24 working hours of the 
review outcome. This communication ensured a GP could facilitate an appointment with the 
patient and that they were aware of the clinical reviewers concerns. The CCGs Clinical 
Lead for Quality proactively sought feedback from the GPs regarding the approach 
described above.  The communication and the clinical summary made by the clinical 
reviewer were generally positively received by the GPs. One issue with formatting was 
quickly resolved. 
 
Two sets of Frequently Asked Questions [FAQ’s] were drafted and agreed by the CHR 
Panel to support consistent messaging and aimed to reduce patient anxiety.  
 
A full version of FAQs for clinicians, internal CCG staff, GPs, Clinical Directors, 
stakeholders and a more focused shorter FAQ to accompany the patient letters were sent 
out after the first stage of the review. Healthwatch agreed to have their contact details 
included for patient support. The full version of the FAQs was used by staff who manned 
the CHR helpline.  
 
Patient helpline – The CCG established a direct line for patients to ring for any question or 
concerns, this helpline was manned by senior CCG administration team members and staff 
working in the CCG Quality Team. This was open Monday to Friday, 09:30 – 16:30 hours. 
The main reception desk was also briefed and asked to direct any calls to the helpline. The 
number of calls to the helpline were relatively low, at 82 calls, but the team were able to 
individually handle each call to resolution for the patient. The initial helpline calls related to 
individual scans or concerns rather than the process and were resolved swiftly. As a result 
of the COVID-19 pandemic, the helpline reverted to an answerphone system. At this stage 
patient queries related to timing of repeat scans.  A dedicated cover for the phone line was 
reinstated on 21st October 2020. The helpline remained active whilst communication with 
the identified patients continued. 
 
The CHR Panel considered that the relatively low number of calls was testament to the time 
spent preparing the content of the FAQs. As a result of COVID the FAQs were amended to 
reflect the changes in process and scanning. Additionally the FAQs were updated for the 
out of area GPs and patients. 
 
The Local Medical Committee [the body that has a statutory duty to represent GPs as 
providers at local level] was briefed by the CCG Clinical Lead for Quality, and they 
supported the CHR and involvement of their GPs as appropriate. The LMC also made 
helpful comments on the communications to GPs and Patients, and the FAQs as well as 
payment for time undertaken in carrying out the GP reviews in practice. 
 
Reactive statement – agreement with CHR panel which included BestCare, that any media 
interest received by either the CCG or BestCare would be directed to the CCG 
Communications team to ensure consistency of messaging. 
 
During August 2019 through to February 2020, very little media or MP interest was made in 
the CHR process apart from a verbal request from HASC for updates as appropriate. This 



 

also remained the case after the BestCare website was hacked during December 2019 and 
the CCG letter suspending services was posted. This was subsequently removed by 
BestCare. 
 
In January 2020, the CHR Panel noted that Salford CCGs who hosted the BestCare 
contract for a group of CCGs in the North, had suspended services due to contractual 
issues. This event was picked up and reported by the Health Service Journal. A detailed 
Communications Plan response and handling was reported to the CHR Panel meeting 
February 2020. The communication plan had included escalation within the CCG to the 
Accountable Officer, to the chair of HASC and HWB. The CHR Panel did not have sight of 
this, it was handled by the CCG Executive team. 
 
It was noted by the Chair of the CHR Panel that an article was published in the HSJ 
referring to CWS and the review process underway.  There was no local media follow up of 
the article via the Coastal Clinical Commissioning Group, however, the Chief Executive of 
Healthwatch West Sussex provided an interview in support of the Clinical Harm Review and 
that Healthwatch had representative on the Panel.  
 
It was noted during October 2019 that BestCare was still on the NHS website as providing 
services in the CCG area.  This was referred to BestCare to resolve. The panel had 
concerns at the length of time it took to remove this as it was in direct conflict with the 
communications being sent out from the CCG saying BestCare services had ceased in the 
CCG area. It was unclear where the delays were occurring and whether it was a technical 
issue with the NHS website managed by NHS Digital administration and Exeter Helpdesk or 
BestCare were unaware of the process required.  
 

6.0 Clinical Harm Review Outcome 
This section will now outline the key findings of the Clinical Harm Review process including 
the outcomes of the root cause analysis undertaken into the serious incidents and findings 
of the complaints received by the CCG regarding BestCare.  
 
6.1 Stage One 
The objective of stage one was to identify individual patients who had a clinical indication 
for the review or need for further diagnostic interventions. The CHR process had to: identify 
the number of scans that had been undertaken by two specific BestCare sonographers; to 
make a clinical decision and rationale whether the patient required any further intervention; 
and where appropriate to provide a concise but meaningful summary for another 
professional to act upon, for example, the secondary care clinician. 
 
As outlined in section 4.1, a separate process of review was agreed for those individuals 
who were now deceased, those patients no longer registered within the CCG boundaries 
referred to as out of area, and those patients who had not consented to central information 
sharing so their notes could not be directly accessed via the IPC process above. 
 
6.1.1 Main Cohorts 
 The largest cohort of patients were those who had, and those who had not, consented to 
central information sharing. These two cohorts of patients totaled 2,080 scans [referred to in 
this review as cases]. As noted earlier in the report, there were more scans undertaken 
than the number of patients as several patients had more than one scan. 



 

 
Table One 
Summary of the Outcomes of Individual Patient Clinical Reviews 
 

Outcome BestCare Scans Patients 
No further action required 1199 1022 
Referral to GP 440 371 
Repeat Ultrasound Scan requested 434 357 
Secondary Care referral 7 5 

 
 
6.1.2 Patients Out of Area 
A total of 66 patients [67 scans] were identified as being ‘out of area’ during the CHR 
process. Out of area being defined as being registered with a GP outside of the Coastal 
West Sussex CCG catchment area. These patients required a specific process to follow up 
as many as possible.  
 
Sixty one patients were located. Each of these patient’s GPs were informed of the CHR and 
they were requested to review the patient in light of the process being undertaken in the 
CCG catchment area. No further action was taken or recorded by the CHR process. The 
CHR panel agreed that all reasonable and proportionate steps had been taken in relation to 
these patients. 
 
Five patients were not located on the primary care IT systems or the national Spine which 
meant that their current GP was unknown. These patients had a clinical risk assessment 
completed using the initial ultrasound referral, the report and any GP notes that were 
available. For example, if the patient had a consultation with their GP within the CCG 
catchment area prior to moving out of area. The five patients were assessed as to the 
likelihood of requiring further clinical follow up with two identified as being of higher risk. 
NHS England advised approaching PCSE (Primary Care Support England) as well as 
recommending the option of their notes being flagged on the Spine should they return to 
England. This was explored but the PSCE were unable to action. The CHR Panel agreed 
that all reasonable steps had been taken and these cases were closed.  
 
The Out of Area patients that were located also identified two individuals who had 
deceased. The CHR Panel reviewed the evidence and agreed with the clinical reviewers’ 
assessment that these patients’ deaths were unlikely to be linked to the NOUS and the 
cases were closed. 
 
6.1.3 Patients who have died since being referred to BestCare Diagnostic Ltd.  
There were 28 individuals identified by the CHR who had deceased since the referral for 
the scan by BestCare. The CHR panel felt it appropriate to review these individuals to 
establish whether their referral/scan outcome and their death could have been linked. For 
example, a missed diagnosis or delay in onward referral for treatment.  
 
An assessment was made by the patient’s own GP as to whether there was any link from 
the cause of death to the indication of the request of the scan. Only if there was considered 
to be a positive link, these cases then went on for a full harm assessment by the clinical 
reviewer. The level of harm these deceased individuals had experienced was identified in 
conjunction with their initial referral and outcome of the NOUS scan was completed. 20 



 

patients were assessed as experiencing no harm, 1 patient low harm, 3 patients moderate 
harm and 3 patients were identified as experiencing severe harm and their cases 
underwent stage two of the CHR process below.  
 
Accessing the records of deceased individuals involves a complex process. This is further 
compounded in this review because a GP practice had since closed [relating to one 
person]. The case was clinically assessed on the information that was held and deemed 
low risk harm. The CHR panel agreed that all reasonable and proportionate steps had been 
taken and that this case was be closed.  
 
6.2 Out of Scope Issues Emerging from CHR Stage One 
The CHR process outlined above in section 4.1 entailed experienced clinicians reading 
other clinician’s professional entries in patient records in order to assess any further 
intervention the patient requires. Whilst out of scope of the CHR, there are professional 
accountabilities and responsibilities that cannot be ignored particularly when they relate to 
professional practice. For example, if the patient notes indicate that an ultrasound was 
requested where an alternative intervention would have been appropriate, or over use of 
ultrasound to make a diagnosis. The CHR Panel discussed and agreed how to address this 
matter. Four categories were established for the clinical reviewers to record and where 
appropriate escalate professional concerns that they witnessed as part their reading of the 
patient record.  
 
Table Two 
Observed cases by categories identified by the clinical reviewers  
 

Category Number of observed 
cases 

Clinical risks [which were escalated immediately within the 
CCG for resolution] 
 

26 

Act of omission/commission by GP  
 

42 

Documentation/prescribing issues [for example not in line with 
best practice, but not significant in risk to the patient]  
 

174 

Resource profligacy [wastage] issues [for example over use of 
ultrasounds]. 
 

15 

The CHR panel agreed that whilst these themes were out of scope of the CHR, they should 
be reviewed by the CCG and any follow-up action or lessons learnt be considered. This is 
therefore picked up as a recommendation in section 9.0.  
 
The CHR Panel was assured that all the clinical risks identified during the review were 
escalated internally within the CCG for appropriate action. Acts of omission/commission by 
GP, documentation & prescribing issues have been referred to the CCGs Primary Care 
Team for ongoing intervention as appropriate and overseen by internal CCG governance 
mechanisms. The theme of 'Resource Profligacy' is being addressed with CCG actions 
already initiated including a review of request forms and clinical guidance available to GPs. 
 
 
 



 

6.3 Stage Two 
Stage two cases included all patients who required further action – for example a re-
scan/secondary care review/GP review, also any patient that made contact following 
receiving their ‘No Further Action’ letter, or any which were highlighted by the clinical 
reviewers as being of concern. 
 
The objective of stage two was focused upon those cases who were deemed to require 
additional review or referral and to assess whether any physical or psychological harm had 
been experienced and if so, the level of harm from no harm through to severe. These were 
outlined in the Terms of Reference.  
 
Stage two informed the panel whether additional more detailed investigation were required 
to learn lessons from individual cases and in line with the Sussex-wide Serious Incident 
Reporting and Investigation Policy including the Duty of Candour requirements to ensure 
patients were informed.  
 
It is worth noting that by Stage two all patients on the agreed CHR lists had been written to, 
to make them aware of the Clinical Harm Review process and any clinical follow up 
required at this stage of the process. A total of 876 cases were reviewed for harm and 
these are summarised in the table three below: 
 
Table Three 
Cases Reviewed for Harm 

Level of Harm Number of Cases 
No harm 812 [93%] 
Low harm 35 [4%] 
Moderate harm 20 [2%] 
Severe harm 9 [1%] 
Total 876 

 
Included in the number of cases above are twenty cases where the outcome of the review 
was incomplete by the patient’s GP. In these cases a harm level was allocated based upon 
professional judgement of a clinical reviewer which was then endorsed by the CHR Panel. 
 
To follow up on the initial letters sent to each patient, bespoke patient letters will be sent to 
all patients in the severe and moderate harm categories.  At the time of completing the 
report the CCG was in the process of finalising and sending out these bespoke letters.  In 
addition the CHR Panel agreed that an additional patient in the low harm group should 
receive a bespoke letter. The letters include the offer of a meeting with senior CCG staff.   
 
6.4 Serious Incidents 
Serious Incidents in health care are adverse events, where the consequences to patients, 
families and carers, staff or organisations are so significant or the potential for learning is so 
great, that a heightened level of response is justified. The recognised system-based 
method for conducting investigations, commonly known as Root Cause Analysis (RCA), 
should be applied for the investigation of Serious Incidents. 3   
 
There is a Sussex-wide Serious Incident Reporting and Investigation Policy which applies 
                                            
3 NHS England Patient Safety Domain, Serious Incident Framework,  2015 



 

to all service providers in Sussex. This confirms the process of identification, the threshold 
to trigger an SI [versus a patient safety incident], notification, and the management of the 
investigation, including the involvement of those affected, learning lessons, and closure.   
 
There were four Serious Incidents [SIs] reported by BestCare prior to the CHR 
commencing. Each was to be handled in accordance with the Sussex wide Serious Incident 
Reporting and Investigating Policy. This required the provider BestCare to comply with the 
Duty of Candour and undertake a root cause analysis. This investigation is then submitted 
as a written report to the Sussex SI Panel for review and if it meets a set of expected 
criteria, it is closed. Lessons Learnt are contained in an action plan and implemented by the 
provider. 
 
BestCare submitted several versions of the reports for two of the SIs. Significant support 
and guidance was provided by the CCG Quality Patient Safety Team and the Local 
Healthwatch Panel Member, as the submissions did not meet the expected criteria to 
demonstrate a robust investigation or accessibility for the patient or their family.  
 
Eventually, two SIs were closed by the CCG and were received by the CHR Panel. The role 
of the CHR panel was to consider the root causes of the SIs and any lessons learnt that 
required consideration as part of the recommendations from the CHR. 
 
The trigger for these two SIs included missed diagnosis leading to a delay in treatment for 
cancer.  
 
Lessons learnt were provider focused and the CHR panel did not consider that there were 
any wider learning for the system in addition to those outlined by the CCG in their Lessons 
Learnt Exercise completed in March 2019 and reported in section 8.1 below. 
 
The provider ceased to operate in December 2019. Legal advice was sought about the two 
outstanding SIs and it was agreed that there was a morale duty to follow these through. 
 
The outcome of stage two of the CHR was that 20 patients were identified as experiencing 
moderate harm, and nine patients severe harm. This includes seven deceased individuals - 
three who had moderate harm, and four with serious harm.  This figure includes one 
individual who passed away during the review process so is included in the ‘those who had 
consented to central information sharing’ figures and not the deceased patient group 
figures.  This patient received the initial Clinical Harm Review letter and was therefore 
aware of the review. The CCG is handling these cases in line with their Sussex-wide 
Serious Incident Reporting and Investigation Policy. This is out of scope of the CHR and will 
enter the CCG Governance reporting to the CCG Quality Committee in due course.  
 
The CHR TOR proposed that a ‘cluster SI’ might need to be declared, this is a 
recommendation in section 9.0. 
 
6.5 Complaints and Comments from Service Users 
During the CHR, three written complaints were raised with the CCG about the service 
provided by BestCare. The first two contained concerns about the quality of the ultrasound 
report and concern about the competency and quality of the actual ultrasound scan.   
 
The third complaint was about appointments during the CHR process. This had been 



 

compounded by the stretched resource available to the CCG to complete the CHR and 
features in lessons learnt about dedicated personnel to track and process actions.  
 
As a result of the CHR process there was direct contact with some of the individual 
patients, for example those who rang the ‘help desk’ with queries and those who were 
followed up as part of the SI investigation process. Themes that emerged that are important 
to note in this review: 
• Language barriers between the patient and sonographer. 
• Concerns about intimacy of some of the scans and the manner they were conducted. 
• The complexity of the NHS Complaints framework. An example of protracted complaints 

process involving the CCG, Parliament Health Service Ombudsmen and General 
Medical Council which was still unresolved two years after the patient had died.  

 
Each of these complaints and concerns have been individually reviewed and where 
appropriate these have been addressed by the CCG using the existing reporting and 
escalation processes between Statutory Bodies.  
 

7.0 Key Lines of Enquiry 
The CCG identified thirty seven key lines of enquiry (KLOE) in relation to the service 
provided by BestCare, which were being followed up, several months prior to the CHR 
Panel being convened. These included delays in reporting, adherence to the AQP contract, 
staff competencies and Information Governance. 
 
The CCG Clinical Harm Operational Group [CHROG] undertook a review of the KLOEs in 
October 2019, to refresh, reframe where there were similar themes, then prioritise using 
high, medium and low priority ratings. These revised KLOEs were reviewed by the CHR 
Panel at its October 2019 meeting. Particular attention was paid to the two that were 
deemed high priority by the CHROG. The first focused upon safe systems to provide a 
diagnosis following the scan namely:  
• How many actual missed diagnoses were there and what was/is the patient  harm 
• How many potential missed diagnoses were there and what was/is the patient harm 
 
The second high priority KLOE was focused on the accurate and timely reports for all 
patient who had a scan. This was further described in terms of the number of reports that 
were delayed, number of reports never seen by the GP, number that were inaccurate based 
on other clinical information and number of reports that had inconsistent findings with other 
diagnostic imaging. 
 
The CHR Panel agreed that these high priority lines of enquiry would be addressed by the 
CHR process and additional work was not required. 
 
The remainder of the KLOEs were overseen by the CHROG, but in the event of the demise 
of the provider in early 2020 they were no longer followed up. An internal report was written 
by the CCG in December 2020 – Out of Scope Themes – capturing the learning from the 
KLOES and the CHR to ensure complete governance and implementation of change. In 
addition, many of these also appear in this report in Section 8.0. 
 
 



 

8.0. Lessons Learnt - Lesson Learnt from 
Undertaking the Clinical Harm Review Process 
This section captures early lessons learnt by the CCG prior to the CHR being established, 
lessons learnt about the CHR process and finally, lessons learnt and what might be 
helpfully considered in contracting and quality monitoring of Any Qualified Providers (AQP) 
moving forward. 
 
8.1 Lessons Learnt in relation to BestCare [prior to Clinical 
Harm Review] 
The CCG instigated a ‘Lessons Learnt Exercise’ in relation to BestCare on the 7th March, 
2019 prior to the Clinical Harm Review being established. For completeness, the eight 
areas identified by the members of the CCG’s Executive team, Managing Director and 
members of the Quality and Safeguarding team were as follows: 
1. Consider and confirm rationale for AQP provision at the point of developing service 

specification to test and ensure it is the best delivery model for the service. 
2. With AQPs without a track record of service delivery, CCG to confirm more stringent 

qualitative assessment of provider policies i.e. how are they implemented in practice as 
well as qualitative assessment of clinical oversight. 

3. Consider specific clinical assessment of potential untested providers 
4. For new AQP providers enhanced surveillance and monitoring should be put in place 

during mobilisation of the contract. This should include quality and clinical oversight of 
performance and where feasible a regular series of clinical audits. 

5. By design AQPs have a ‘light touch’ approach to oversight and monitoring – to improve 
governance a regular cycle of quality and performance surveillance should be put into 
place, which should be sensitive enough to identify any overcharging or false reporting. 

6. The CCG had an established process for primary care to raise any issues or concerns 
via an online system referred to as Provider Quality Improvement Tool. Whilst this was 
used to flag concerns about the provider, more needs to be done to reinforce with GPs 
the importance of using the system to monitor and improve the quality of services. 

7. Consider a systematic approach to triangulating complaints about providers with other 
intelligence such as verbal GP concerns flagged via other routes and meetings. These 
should be formally reported to the CCGs Local Management Team. 

8. Establish a quality assurance framework that is sensitive enough to trigger 
organisational responses in relation to quality and safeguarding concerns at the most 
appropriate time.     

 
The ability to pick up concerns about a service as early as possible was also noted during 
conversations with relatives as part of the SI investigation and feedback process. In this 
case it emphasised two points. Firstly the need to have an embedded process in Primary 
Care where concerns are flagged on a timely basis and then reviewed by the CCG. 
Secondly, as commissioner of a service and in its role of contract monitoring, to 
contractually require AQPs to report on complaints and concerns they receive. 
  
Progress has been made with these lessons learnt within the CCG. For example, an 
updated Provider Quality Improvement Tool had been rolled out and education sessions 
have been delivered in primary care to develop understanding of Significant Event 
Assessments, Serious Incidents and undertaking root cause analysis. 
 



 

Plans are underway to establish a Sussex-wide Clinical Reference Group to triangulate and 
escalate concerns emerging from primary care. 
 
8.2 Lessons Learnt during the CHR Process 
Whilst there is a helpful NHSE Handbook outlining the Clinical Harm Review Process, this 
does not provide a detailed roadmap regarding methodology and approach. One of the 
unwritten philosophies of this CHR was that the Panel would support agile and flexible 
thinking about the process where changes added value. This was supported by more 
frequent CHR Panel meetings. So, following discussions and agreement at meetings there 
were modifications to the process as the CHR proceeded.   
 
The need for dedicated and agreed communications resource is vital, and even with the 
liaison with the CCG’s Clinical Lead for Quality, it has proved valuable over the timespan of 
the CHR  to have had a communications professional at both the panel and operational 
meetings.  This is a recommendation for any future CHR that any CCGs or Providers need 
to do. 
 
This section will now explore lessons learnt about panel membership, the CHR process and 
resources allocated to undertake CHR. 
 
8.2.1 CHR Panel Membership  
It is normal practice for CHRs to be led by the relevant provider, however, as this was not 
deemed appropriate in this situation, it was led by the CCG. Panel membership consciously 
included the provider BestCare, to ensure openness and transparency. Due to the distance 
of travel from the provider head office flexibility was given for the provider to dial-in to 
meetings. Additionally, various dates and times were offered to support attendance. In 
practice, provider attendance was usually delegated to a Quality Manager, rather than the 
senior Consultant Radiologist for the company. 
 
However, it should be noted that the COVID-19 pandemic has changed the way meetings 
take place, now using the opportunities of online meeting for any future CHRs should 
ensure appropriately senior representation attendance is achieved. 
 
The benefit of having an external NHSE/I experienced clinician in primary care cannot be 
overstated. 
 
This added value in designing the process and supporting the clinical reviewers to be 
efficient with their time but importantly categorising themes out of scope of the CHR but 
required follow up. 
 
Healthwatch West Sussex adding the patient/lay perspective was central to the panel 
discussions and actively supported the written communication that was developed. This 
perspective was advantageous throughout the process. 
 
8.2.2 The CHR Process  
As with any new processes or reviews of records, the value of ‘testing’ on a small cohort of 
cases/patients prior to finalising the criteria and reviewing the whole cohort proved 
important. Undertaking critical reflection enabled a reduction in the quantity of information 
required for clinical communication and professional judgements of rationale of outcomes. 
These refinements were discussed at the CHR panel meetings from the commencement of 



 

reviews then for further two months [a total of four meetings]. 
 
The CCG Clinical Lead for Quality provided a robust induction, orientation and ongoing 
support for the clinical reviewers which assisted in the consistency of the process and 
resolution of queries raised by the clinical reviewers on a timely basis. 
 
The value added by having an experienced GP as a clinical reviewer [experience and skills 
in primary care and reviewing, auditing patient records] who both guided and supported the 
clinical reviewers [GPs] with less experience and also influenced the approach to case note 
reviews. 
 
An email ‘support group’ for reviewers to share approaches, queries and questions was 
also established early on in the process. 
 
The initial trajectory for completion of the reviews for stage one was vastly underestimated 
and had to be reviewed fairly early on and the time to look at each case increased as did 
the spend on this. In addition, the more complex cases for example where a patient had 
moved out of area, was now deceased or had not consented to central information sharing 
put additional delays in completion of the CHR process.  
 
8.2.3 CHR Resources 
The resources required to complete the CHR should not be underestimated. There needs 
to be Senior Executive Leadership and active engagement and support from the CCGs 
Communication, Contracting, Quality, Corporate Governance and Information Governance 
[Data Protection] Teams. Resources committed to the CHR were rightly scrutinised by the 
CCG. There was a balance between achieving the purpose of the CHR in a timely manner, 
but in the process allocating a huge financial resource deflecting from other equally 
important commissioning functions.  
 
The CHR process required a single senior clinician to lead on a day to day basis supported 
by dedicated project management and administration. In practice this proved challenging 
and created enormous pressure and strain on the team members who were associated with 
the CHR who juggled priorities. A lesson learnt therefore would be to have dedicated 
resources to commit to undertaking the CHR including administration. This should be a 
senior experienced clinician, a member of the quality team and administrative support. This 
resource could be titrated up and down during the process but needs to be released from 
business as usual. 
 
Even with a seemingly robust process, with CCG staff under pressure problems can 
emerge. An example was the incorrect letter being sent to a patient. Another was where a 
patient had more than one scan type, one outcome being no further action, but the other on 
another part of the body required follow up by the GP. Had the patient received two 
conflicting letters this would likely have caused increased anxiety for the patients, and loss 
of confidence in the CCG.  Having a dedicated senior clinician reduces this risk and should 
a problem arise, swift action to remedy can be taken. 
 
An example of how limited and lack of continuity in resources impacted upon the progress 
was in the central patient database. In order to track each case and patient along the CHR 
process a database was set up. This was central to ensuring no patient was ‘lost’, or 
inappropriate/no communication sent and outcomes were known for each individual. The 



 

database by nature had to use multiple cells. The integrity of the data required users to be 
consistent in recording and alterations. As team members changed during the CHR process 
the high level of integrity of the database was challenged which lead to additional 
reconciliation work having to be completed.  A further example was where a group of 20 
patients who had been identified as requiring a re-scan were sent their letters informing of 
this, but their referral was unfortunately not processed. These patients were identified 
through reconciliation and informed of this human error. 
 
The process and TOR for the CHR included all patients who had received a NOUS from the 
two sonographers in question, however, the objectives and data capture did not record any 
ethnicity or diversity data. The CHR panel members unanimously recognised this as a gap 
in the process and forms part of a recommendation for the CCG to consider in relation to 
this process, but more widely for organisations undertaking a CHR and to addressing health 
inequalities. It is nationally recognised that ethnicity recording in primacy care is patchy, this 
should improve from 1st January 2021 when it becomes a contractual requirement.  
 
8.3 Lessons Learnt about NOUS contracting and quality 
monitoring of AQPs identified by the CHR Process 
Most of the lessons learnt identified during the CHR process had already been identified by 
the review undertaken in March 2019 and reported above in section 8.1. However, the CHR 
process highlighted additional areas which potentially could have been picked up earlier as 
part of normal contracting and quality monitoring of the provider.  
 
Two key areas emerged during the CHR, firstly the importance of a provider having robust 
clinical governance processes and secondly the national context of regulation and 
accreditation of sonographers and the courses they undertake. 
 
The CHR Panel received several verbal updates and also reviewed the Serious Incident 
submissions by BestCare. It is clear that the internal provider process and understanding of 
clinical governance including Duty of Candour was limited and required immense input and 
direction from the CCG. There was a lack of understanding and/or training in undertaking 
investigations into complaints and incidents. For example, root cause analysis.  In hindsight 
this could have acted as an early warning to the CCG to intervene earlier.  
 
Sonographers are unregulated in the UK, without standardisation of training or titles. This 
makes it difficult to capture patient risks and harm that might be attributable to this 
diagnostic procedure or a practitioner. A review published in February 2019 by the 
Professional Standards Authority for Health and Social Care [an independent body 
accountable to UK Parliament], written for Health Education England concluded that there 
was no justification for a professional registration for sonographers4. However, they did 
support further work to investigate this area. It is noted that many sonographers are 
registered with the Health Professional Council, General Medical Council or put themselves 
on the Voluntary Register. 
 
Without standardisation in training or accreditation there will be inevitable variation in 
standards of practice although this can be mitigated by robust organisation clinical 

                                            
4 https://www.professionalstandards.org.uk/docs/default-source/publications/right-touch-assurance-for-
sonographers---a-report-for-health-education-england.pdf?sfvrsn=b2fd7420_0  

https://www.professionalstandards.org.uk/docs/default-source/publications/right-touch-assurance-for-sonographers---a-report-for-health-education-england.pdf?sfvrsn=b2fd7420_0
https://www.professionalstandards.org.uk/docs/default-source/publications/right-touch-assurance-for-sonographers---a-report-for-health-education-england.pdf?sfvrsn=b2fd7420_0


 

governance. It is also noted that all organisations have to be registered with the Care 
Quality Commission to undertaken NOUS which require standards of service to be met, 
although these are generic in nature. 
 
A Consortium for the Accreditation of Sonographic Education [CASE]5 is working to improve 
standards of education in this area by accreditation of courses in the UK.  
 
The Society of Radiographers, Royal College of Radiologists, British Medical Ultrasound 
Society and Health Professions Council  6 have long supported the move to regulation of 
sonographers.  
 
Working within the current context of training and regulation therefore opens up a challenge 
in contracting as specific standards for employees undertaking NOUS are more flexible 
nationally and there is a known recruitment challenge to fill vacancies. Having a regulated 
workforce with accredited sonography courses would assist in ensuring the highest 
standards of diagnostic possible. This together with robust clinical governance processes in 
provider organisation would reduce any operator variance and reduce any potential for 
patient harm. 
 
The CHR process identified that the NOUS reports completed by the two sonographer 
following the scan varied in content and standard. The Society College of Radiographers 
and The Royal College of Radiologists produced The Standards for Provision of an 
Ultrasound Service in 20147. This includes standards for the ultrasound examination reports 
and a suggested Quality Assurance process. This document is not specifically referenced in 
the AQP contract. In addition there is a specific document outlining the standards for 
reporting and interpretation of imaging investigations8  published in 2018 and referred to in 
the CCG AQP contract documentation.  
 
In terms of the learning around sonographers and no national regulation the CCG could 
consider a process of bench marking best practice requirements for 
training/competency/supervision from providers undertaking NOUS in future contracts. 
 
The AQP contract outlines some quality and performance metrics that should be reported 
by the provider including completion of clinical audits into 10% of patients seen, the 
interpretation of the examination and the report back to GP. In light of the findings of the 
CHR it is questionable whether these audits undertaken by BestCare were robust, and if 
they had of been whether the provider or CCG would have identified concerns with these 
two sonographers earlier.   
 
As a result of the detailed reviews undertaken by the CCG several improvements to 
contracting and monitoring of service delivery have already been implemented. These 
include: 

                                            
5 http://www.case-uk.org/ 
6 https://www.sor.org/news/no-statutory-regulation-sonographers-society-expresses-disappointment-and-dismay 
7https://www.rcr.ac.uk/system/files/publication/field_publication_files/bfcr181_standards_for_interpretation_rep
orting.pdf  
8https://www.rcr.ac.uk/system/files/publication/field_publication_files/BFCR%2814%2917_Standards_ultrasou
nd.pdf 
 

http://www.case-uk.org/
https://www.rcr.ac.uk/system/files/publication/field_publication_files/bfcr181_standards_for_interpretation_reporting.pdf
https://www.rcr.ac.uk/system/files/publication/field_publication_files/bfcr181_standards_for_interpretation_reporting.pdf
https://www.rcr.ac.uk/system/files/publication/field_publication_files/BFCR%2814%2917_Standards_ultrasound.pdf
https://www.rcr.ac.uk/system/files/publication/field_publication_files/BFCR%2814%2917_Standards_ultrasound.pdf


 

• A new AQP Framework is being used for contract awarding and quality monitoring 
• A review of ultrasound request forms and management of abnormal test results is 

underway in West Sussex 
• A quality review of NOUS provision was undertaken in East and West Sussex 
• There is a more robust governance and monitoring framework for AQPs in place 
• An initial review of clinical guidance available on the Sussex website is underway to 

consider the best mechanism to ensure primary care can access accurate and up to 
date guidance and pathways of care. 

 
The Care Quality Commission undertook an inspection of BestCare before the CHR 
process had commenced in Sussex. The inspection focused upon the offices based in the 
North of England. As services were being provided in Sussex [the South of England], it 
would have been helpful for CWS CCG to have inputted into the pre-inspection data 
capture. 
 

9.0 Recommendations 
Since commissioning this Clinical Harm Review, the Coastal West Sussex CCG has now 
merged to create the West Sussex CCG. It is recognised in the report that the CCG has 
already strengthen the procurement and commissioning processes locally. This section 
contains a set of recommendations for the West Sussex CCG and any CCG who may need 
to host a CHR to consider. There are also a set of recommendations that have a wider 
application in relation to professional registration and commissioning practice.  
 
9.1 Contracting and quality monitoring with Any Qualified 
Providers: 
Recommendation 1 - Early engagement of the commissioning quality and safety team to 
confirm levels of knowledge required of a provider about governance and reporting. . 
 
Recommendation 2 - Establish set of “red flags” that act as an early warning of weak 
governance for example management of Serious Incidents and delays in responses to 
contract queries or complaints.  
 
9.2 Contracting and quality monitoring with NOUS Providers: 
Recommendation 3 - The CCG confirms expectations of what is a good sonography report, 
expects audits to demonstrate compliance in line with RCR standards for reporting. 
 
Recommendation 4 - The contract stipulates the need for fluency in spoken English when 
sonographer recruited. 
 
9.3 Further work identified as a result of the CHR process: 
Recommendation 5 - That the moderate harm cases [numbering 20] identified in stage two 
of the CHR Process with potential for primary care learning are referred to GP practice to 
be investigated under the Significant Event Analysis Process 
 
Recommendation 6 - The 9 severe harm cases are considered as a cluster Serious Incident 
and the resource to further investigate these and learn lessons is identified.  
 
Recommendation 7 - A risk assessment is completed in relation to the wider cohort of 



 

patients [numbering 5299] that underwent NOUS by BestCare Diagnostic Ltd, and the 
appropriateness of a lookback exercise. 
 
Recommendation 8 - The CCG considers the four themes that emerged as a result of stage 
one of the review reference section 6.2 table two and any further actions required to 
improve professional practice and/or commissioning and contracting. This links to the 
internal CCG paper written December 2020 on out of scope lessons learnt and 
recommendations.  
 
Recommendation 9 - The CCG confirms progress with implementation of the lessons learnt 
identified in March 2019, included in section 8.1 above. 
 
Recommendation 10 - The CCG considers further work to confirm the ethnicity and 
protected characteristics of the phase one cohort of patients to establish whether further 
lessons could be learnt about diversity and inclusion in service provision from both the 
workforce and patient perspective. 
 
Recommendation 11 - To consider the benefits of a tracking process of any onward 
referrals and investigation requests in primary care, and to ensure patients are informed of 
results and next steps though sharing established good practice. 
 
Recommendation 12 - To have a standard process in place in primary care to report quality 
concerns or issues about providers. 
 
Recommendation 13 - To conclude and report internally within the CCG outcomes of any 
incomplete referrals to external Statutory Bodies that arose as a result of the Clinical Harm 
Review Process.  
 
9.4 Wider Healthcare System Recommendations: 
Recommendation 14 - To engage with NHS England and Royal Colleges to discuss the 
need to have a regulated workforce with accredited sonography courses which would assist 
in ensuring the highest standards of diagnosis possible. 
 
Recommendation 15 - To refer to NHS Digital the delays experienced in removing out of 
date information from the NHS Website. It was unclear where the delays were occurring 
and whether it was a technical issue with the NHS website managed by NHS Digital 
administration and Exeter Helpdesk or whether BestCare Diagnostic Ltd were unaware of 
the process required. 
 
Recommendation 16 - To engage with the Care Quality Commission about their pre-
inspection information gathering process to confirm all relevant stakeholders are able to 
contribute regarding local experiences. To consider sharing the report for their own 
learning. 
 
Recommendation 17 - To recommend to NHSE/I any revision to the existing publication 
External Clinical Harm Review Handbook reinforces the benefits of having a patient 
representative at every panel meeting, together with consideration of remuneration for 
example to Healthwatch. In addition, the lessons learnt from this specific CHR and the 
process are considered best practice for future reviews for example dedicated resource to 
develop and implement communications plan. 



 

 
Recommendation 18 - National research into feasibility of Artificial Intelligence to assist in 
the NOUS service. 
 

10.0 Conclusion 
The service concerns identified in BestCare Diagnostic Ltd, the AQP provider for NOUS led 
to a suspension of the service, prior to the cessation of the business in December 2019. 
 
The CCG has completed a comprehensive and diligent Clinical Harm Review of all the 
patients that received a NOUS from two specific sonographers of concern. This included 
1731 patients in the CCG area, 66 patients now living out of area and 28 individuals who 
have died since receiving the scan.  
 
A small cohort of patients [number = 3] were uncontactable and the CHR reviewed clinical 
evidence, and it has been agreed that all reasonable steps had been taken to leave no 
other option than to close without further action.  
 
Where an individual was in the CCG area and required follow up healthcare, each case has 
been individually reviewed by their GP or a CCG clinical reviewer to establish any harm – 
physical or psychologically that has come to them. In addition, the 28 individuals who 
deceased post scanning have been reviewed to determine whether the NOUS service 
provided was implicated or a factor to them dying. 
 
The GPs of those patients living out of the CCG area have been contacted and requested 
to follow up if clinically required as well as the patients having been informed directly. 
 
The majority of patients were deemed to have suffered no clinical harm [number 812 
cases], 35 cases experienced low clinical harm, 20 cases moderate clinical harm and 9 
serious clinical harm. 
 
Those who were identified as forming part of the CHR have been sent appropriate written 
communication, including access to a patient helpline and further support. 
 
A significant number of lessons learnt have been identified during the CHR process and the 
CCG has already taken action to learn from the lessons of the CHR and improve the 
commissioning and monitoring of AQP services. 
 
The report includes 18 recommendations for the CCG to consider. 
 
The CHR panel members considers that the CCG CHR process has achieved its purpose, 
as set out in the Terms of Reference for the CHR. 
 
In addition the CHR Panel outlined in its TOR success criteria as follows  
1. All patients scanned by the two sonographers are risk assessed / reviewed as soon as 

feasible to reduce any potential harm or actual harm as a result of delay 
2. A risk assessment is undertaken to consider the remainder of BestCare Diagnostic Ltd 

patients 
3. Public are reassured for the safety of our commissioned services 
4. The system is engaged in the process of learning 



 

5. Communication to all stakeholders is timely and supportive 
6. Review is conducted with transparency and respect for all parties 
 
The CHR Panel consider that number 1, 3, 4, 5 and 6 have successfully been achieved, for 
the reasons set out in this report, although more work is to be concluded as identified in the 
recommendations including the CCG undertaking a risk assessment in relation to the wider 
group of patients who underwent NOUS by BestCare Diagnostic Ltd during their time of 
operation in West Sussex. Implementation of recommendation 7 will conclude number 2 in 
the success criteria above. 
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tracking patients and/or their clinical notes, which has not been an easy task. It’s all credit 
to the team’s commitment that we are in a position to know the outcome of the vast majority 
of the patients who received a NOUS from the two sonographers of concern and ensure 
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12.0 Glossary and Abbreviations 
AQP – Any Qualified Provider. This is an NHS initiative to increase patient choice. 
Providers of services qualify and register with the CCG via an assurance process that tests 
providers’ fitness to offer NHS-funded services. Commissioners set local pathways and 
referral protocols which providers must accept. 
 
Caldicott Guardian - All NHS organisations have a senior individual responsible for 
protecting the confidentiality of people’s health information and making sure it is used 
properly.  
 
CHR - Clinical Harm Review – a clinical harm review is to give assurance to patients, 
patient groups, commissioners and the public as to whether any patients have been 
harmed as a result of an incident as well as to avoid future harm to patients. 
 
CCG – Clinical Commissioning Group - commission most of the hospital and community 
NHS services in the local areas for which they are responsible. Commissioning involves 
deciding what services are needed for diverse local populations, and ensuring that they are 
provided. 
 
Conflict of Interest - A Conflict of Interest can be defined as a situation that arises when a 
person that has a private or personal interest significant enough to influence the way they 
make a decision. 
 
DPIA - Data Processing Impact Assessment.  The DPIA assists in evidencing the risks and 
benefits about levels of information sharing during the CHR process 
 
Duty of Candour -Duty of candour means NHS organisations have a legal duty to inform 
and apologise to patients if mistakes have been made in the delivery of their care or 
treatment, or where moderate or severe harm has been caused. 
 



 

FAQ – Frequently asked questions are an information sheet summarising questions and the 
answers to those questions that might be asked by a patient, relative or other healthcare 
professional.  
 
GDPR –General Data Protection Regulations - The primary purpose of GDPR is to protect 
the personal data of residents of countries within the European Union (EU). 
 
GP Federation- A federation is a group of general practices or surgeries forming an 
organisational entity and working together within the local health economy 
 
HASC- Health and Social Care [HASC] Scrutiny Committees, specifically health overview 
and scrutiny committee of the local authority who review performance of local health 
services 
 
Healthwatch – Healthwatch West Sussex CIC. Healthwatch is the independent champion 
for people who use health and social care services. It is here to find out what matters to 
people and help make sure their views shape the support they need.  There is a local 
Healthwatch in every area of England. 
 
HSJ –Health Services Journal.  A weekly commercial journal for topical health related 
matters.  
 
HWB – West Sussex Health and Wellbeing Board. Health and wellbeing boards bring 
together relevant statutory agencies, Healthwatch and others to agree strategic priorities 
and ensure commissioned services meet local needs. 
 
KLOEs – Key Lines of Enquiry. These are established by organisations in order to focus on 
areas that they need more information about. 
 
LMC – Surrey and Sussex Local Medical Committee. The body that has a statutory duty to 
represent GPs at this local level 
 
National Spine - The NHS central ‘Spine’ is the digital central point allowing key NHS online 
services and allowing the exchange of information across local and national NHS systems. 
What is the Spine? The Spine connects pharmacy teams with GP practice staff, patients 
and others. 
 
NHSE – NHS England South. The regional teams with NHS England are responsible for 
commissioning specialised services and monitoring CCG performance. 
 
NOUS -non-obstetric ultrasound service. This is an ultrasound scan that is not relating to 
pregnancy. 
 
Pandemic – a disease widespread over a whole country or world. 
 
Primary Care - Services provided by family doctors/GPs, dentists, pharmacists, 
optometrists and ophthalmic practitioners 
 
Provider Quality Improvement Tool – an electronic reporting tool for Primary Care/GP to 
raise concerns about provider services. These are then investigated by the CCG. 



 

 
OOA - Out of Area. Out of area being defined as being registered with a GP outside of the 
CCG catchment or geographical area. 
 
RCA – Root Cause Analysis. Systematic process to analyse the causes of incidents, learn 
from them and where possible reduce the risk of recurrence. 
 
Secondary Care - Health care usually provided in a hospital setting 
 
SI - Serious Incidents in health care are adverse events, where the consequences to 
patients, families and carers, staff or organisations are so significant or the potential for 
learning is so great, that a heightened level of response is justified 
 
Significant Event Analysis Process - Used in the primary care setting a significant event 
(also known as an untoward or critical incident) is any unintended or unexpected event, 
which could or did lead to harm of one or more patients. This includes incidents which did 
not cause harm but could have done, or where the event should have been prevented. 
 
Sonographer - A sonographer is a healthcare professional who specialises in the use of 
ultrasonic imaging devices to produce diagnostic images, scans, videos or three-
dimensional volumes of anatomy and diagnostic data, frequently a radiographer, but may 
be any healthcare professional with the appropriate training. 
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