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About the Pharmacists’ Defence Association 

The Pharmacists’ Defence Association (PDA) is a not-for-profit organisation which aims to act upon 

and support the needs of individual pharmacists and, when necessary, defend their reputation. It 

currently has more than 27,000 members. The PDA Union was inaugurated in May 2008 and 

achieved independent certification in 2011.  

The primary aims of the PDA are to:  

• Support pharmacists in their legal, practice and employment needs  

• Represent the individual or collective concerns of pharmacists in the most appropriate 

manner  

• Proactively seek to influence the professional, practice and employment agenda to support 

members  

• Lead and support initiatives designed to improve the knowledge and skills of pharmacists 

in managing risk and safe practices, so improving patient care  

• Work with like-minded organisations to further improve the membership benefits to 

individual pharmacists  

• Provide insurance cover to safeguard and defend the reputation of the individual 

pharmacist 
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Summary of NHS Improvement’s (NHSI’s) proposals 

NHS Improvement is consulting from 20 March 2018 until 12 June 2018 on revisions to its Serious 

Incident Framework (2015). 

 

The PDA’s recommendations are: 

• NHS England and NHS Improvement must consider in more detail how the Serious Incident 

Framework can be applied to community pharmacy practice and GP surgeries.  This may involve 

investigations within those providers in isolation or as part of a wider investigation across different 

parts of the healthcare system. The PDA would be pleased to assist in this regard. 

• Figure 2 from the consultation document “Summary of common problems associated with 

investigation in the NHS and the key contributory factors”, should be incorporated in to the Serious 

Incident Framework to help people recognize the common pitfalls in incident investigation. 

• References to the reporting, investigation and response to incidents based on the likelihood of 

media attention (Section 1, page 14; Section 3, page 33; Appendix 3, page 61 and Appendix 7, final 

page) and the decision as to whether to share information throughout the system based on the 

likelihood of “national media attention” (Section 3.2, p34), should be removed from the Serious 

Incident Framework. These may lead to (and be permissive of) the wrong focus and behavior in 

investigations as people seek to avoid transparency and exposure instead of just “getting it right” – 

which in turn should lead to better reputational outcomes and media response. These behaviours 

are not conducive to a systems approach to patient safety - which will need to consider 

organizational and wider systems issues - or the stated overarching purpose “to learn from 

incidents”. 

• References to disciplinary procedures in the Serious Incident Framework should be changed so it is 

clear that they relate only to deliberate egregious acts of e.g. negligence or harm, to avoid 

normalizing such procedures or inadvertently inferring that they should be used in connection with 

incident investigations. The regular use of such procedures is not conducive to a systems approach 

to patient safety. For parity and to maintain a systems approach, where such references are made, 

corresponding references must also be made to the actions to be taken in the event of 
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unacceptable actions on the part of an employer, director or unregulated individual, or systemic 

organisational or health system failings. 

• Since the aim is to embed a systems approach in the Serious Incident Framework whilst not 

removing accountability, solutions must be found to hold the board members of organisations to 

account for system failures. 

• The text on page 9 of the Serious Incident Framework “incidents cannot simply be linked to the 

actions of the individual healthcare staff involved but rather the system in which the individuals 

were working. Looking at what was wrong in the system helps organisations to learn lessons that 

can prevent the incident recurring” should be revised. The use of the word “simply” could suggest 

that incidents should be linked to the actions of individuals, and in the first instance, before the 

system is examined. The primary focus of incident management should be to determine and 

address the causes and contributing factors in the system in which individuals are working. 

• The Serious Incident Framework’s ‘overview of the investigation process’ states “Caution: 

recommendations must be developed with those with budgetary responsibility and understanding 

of the wider issues/competing priorities” and the principle is also repeated elsewhere in the 

document (section 4.4.2 – Action Plan and Appendix 8). It is important that such individuals 

understand the problem but their involvement must not suppress patient safety recommendations 

on financial grounds, otherwise the recommendations themselves may not address systemic causes 

of incidents and at an NHS system level, this will suppress the identification and resolution of such. 

• The Serious Incident Framework includes numerous references in the main body of the text to 

nursing and medical teams and their professional regulators. We would ask that it be updated 

appropriately to also include references to pharmacists and the General Pharmaceutical Council. 

• The sentence in the consultation document “Since the NHS is unlikely to be able to substantially 

increase its investment in safety investigation and because there is evidence (as described above) 

that current resource could be used more effectively, we need to consider how the system can 

improve the quality and efficacy of investigation and how the recommendations from investigations 

can be implemented to support more effective improvement activity” must not be reflected in the 

Serious Incident Framework. A lack of investment may be seen by some as one of the systemic 

causes of poor-quality safety investigations and as such, it is important that staff can continue to 
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raise that point, else policy makers and the NHS may cease to hear the concern. 

• Patient safety investigation teams must include staff working in patient-facing roles, on the front 

line of care. They must be able to make recommendations freely, which should be given at least the 

same priority as those made by management. 

• A table with examples of “systems” and “person” approaches to patient safety and contributing 

factors / underlying causes of incidents should be included in the Serious Incident Framework, to 

help people see the difference and recognize the approach they need to take. Alongside 

appropriate engagement of staff, this could help reinvigorate the approach to patient safety within 

organisations. 

• The Serious Incident Framework should more strongly promote the use of NRLS Root Cause 

Analysis Investigation tools and Contributory Factors Classification Framework. 

• In the ‘Underpinning Principles’ table in the Serious Incident Framework, under the heading 

‘Objective’, it states: “Those working within the same team may have a shared perception of 

appropriate/safe care that is influenced by the culture and environment in which they work. As a 

result, they may fail to challenge the ‘status quo’ which is critical for identifying system weaknesses 

and opportunities for learning.” We agree with this statement, but the Framework should 

acknowledge that the same is true of those working within an organisation more widely (and not 

necessarily in the same team); this is important because systemic issues may relate to the 

organisational culture.  

• In the ‘Underpinning Principles’ table in the Serious Incident Framework, the principle ‘systems 

based’ should be retained to help ensure the focus is on the system and not the individual.  

• If the name of the framework is changed, it ought to reflect the importance of a systems-based 

approach to patient safety. For example, it could be called “Serious Incident Systems Investigation 

Framework.” 
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Foreword 

The PDA was encouraged to read the overall approach to patient safety outlined in the 

consultation document. The focus on systems issues, rather than apportioning blame to the 

individual for a human error, was not only refreshing but would underpin a safer future for NHS 

patients. 

 

More than 1 billion prescription medicines are supplied each year on the NHS, in England alone. 

[1] The importance of safe medicines supply and the care associated with it, in our view, needs 

greater focus and attention from the NHS and the government. We believe that a systems 

approach to safety, as proposed, would be more effective than that which prevails at present in 

many pharmacy providers. 

 

In December 2017, the PDA launched its Safer Pharmacies Charter in parliament. [2] This sets out 

seven basic commitments for pharmacy owners which would underpin and systemically improve 

patient safety in pharmacy. Each commitment details a basic fundamental safety requirement, 

such as safe staffing and the ability to raise concerns. The GPhC has stated that the charter reflects 

its standards for pharmacists and pharmacies. [3] Unfortunately, members tell us that the 

standards described in the charter are often not met or enforced. [4] Our view is that there are 

clear shortcomings in pharmacy premises regulation in Great Britain. A Freedom of Information 

request in November 2017 revealed that the General Pharmaceutical Council (GPhC), which is the 

statutory pharmacy regulator in Great Britain, has issued over 3,500 sanctions against individual 

registrants since 2010, but has never issued a single sanction for a failure to comply with its 

Standards for Registered Pharmacies. [5]  

 

The PDA has previously recommended that the regulation of pharmacy premises be transferred to 

a dedicated premises regulator, with a view to improving public safety and protection. [6] [7] [8] If 
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that change were made, such a regulator would be better positioned to understand the 

application of the Serious Incident Framework and monitor its use than the GPhC or PSNI (which 

focus on the regulation of individual healthcare professionals and are overseen by the Professional 

Standards Authority, which does the same). The CQC is a dedicated premises regulator and some 

of its actions provide examples of the approach patients might expect. All providers registered 

under the Health and Social Care Act are required to report incidents to the CQC, and it promotes 

the use of the Serious Incident Framework among providers, including checking, during 

inspections, how it’s used. No such comparable requirements exist for the GPhC or PSNI. 

 

The PDA has seen recent evidence from staff working for a major pharmacy provider that errors 

on prescription handout – typically where a person inadvertently hands out medicines to the 

wrong patient in a pharmacy - are being called “never events”. We have seen evidence which 

suggests that the same provider may have over 5,000 of these “never events” every year in its 

pharmacies. The term “never event” appears to be being misused and trivialized. We are 

concerned that the term, in that provider at least, will lose its meaning, importance and the ability 

to convey the seriousness and gravity of the incident. It does not lead to (and nor does it warrant) 

an extensive investigation in each and every case using the Never Events Policy and Framework. 

The focus we have seen thus far is that handout errors are being attributed to a failure to follow 

SOPs – a superficial “person” focus which appears to have included the naming and shaming of 

those involved. This may simply have the effect of reducing the number of incidents reported (but 

not the number occurring), or the identification of errors as handout errors. We are concerned 

that the board of directors of that company may not then be adequately alerted to errors which 

would warrant an extensive investigation individually, such as those which have caused severe 

harm or death. Whilst handout errors have the potential to cause harm, so too do other types of 

error, such as undetected drug substitution or delivery of medicines to the wrong person. These 

may not receive the same focus and attention. We believe that a systems approach to this issue 

would be far more sensible, appropriate and effective – to determine and address the systemic 

factors contributing to and causing such errors. Whilst this is one example, the PDA believes it is 
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indicative of the need for a greater systems focus on patient safety in community pharmacy. 

 

Notwithstanding that the Serious Incident Framework needs improvement, we are of the view 

that it would be of great value in community pharmacy and GP practice-based pharmacy. We 

understand that it is intended to be broadly applicable to all providers of NHS care, but in reality it 

is not being used widely, if at all, in community pharmacy and we have no evidence of it being 

used in GP practices by pharmacists. In its current form it appears particularly well-suited to use in 

hospital environments, for example. However, from the patient’s perspective, their “journey” may 

include community pharmacies or GP surgeries who played a part in the incident and as such, it is 

important that the serious incident investigation framework is set up to be able to involve those 

organisations where necessary. 

 

In smaller organisations with few employees, some elements of the Serious Incident Framework 

would be difficult to implement; setting up investigation teams, for example. For it to be possible 

to follow the Serious Incident Framework across all community pharmacy and GP providers, this 

may require external resources – for example a field team of NHS investigators. For the purposes 

of consistency, independence and transparency, such a team would need to conduct 

investigations in all community pharmacy providers, large or small, where the incident met certain 

conditions. We would be pleased to work with NHS England (which commissions pharmacy 

services) and/or NHS Improvement to look in more detail at how this could be achieved and 

reflected in the Serious Incident Framework. 
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Recommendation 

NHS England and NHS Improvement must consider in more detail how the Serious 

Incident Framework can be applied to community pharmacy practice and GP surgeries.  

This may involve investigations within those providers in isolation or as part of a wider 

investigation across different parts of the healthcare system. The PDA would be pleased 

to assist in this regard. 



P a g e  | 10 

 

| representing your interests |                                     
 

Questions 

 

1. Please state how you are responding to this survey 

I am responding on behalf of an organisation. 

 

2. Which group do you represent? 

Pharmacy (including clinical and non-clinical staff). 

 

3. If you are responding as a group/team/ department or organisation and are happy to 

state the name of your group/team/department and/or organisation, please do so. 

The Pharmacists’ Defence Association. 

 

4. How could the Serious Incident framework be revised to reduce defensiveness and 

increase openness so that patients, families, carers and staff are more effectively 

involved and supported? Please let us know your ideas 

We were impressed and in agreement with the contents of figure 2 of the consultation document, 

which identified common problems with patient safety investigations and common contributing 

factors to those problems. It provides a useful tool which could help “open people’s eyes” to their 

own approach, in a non-affronting manner. Our view is that many individuals and organisations do 

not realise their approach to patient safety is not systems-focused. 
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A systems approach to patient safety focuses on systemic issues in the workplace and 

environment, for example, rather than shortcomings of the individual. As Reason said in 2000 “the 

person approach has serious shortcomings and is ill suited to the medical domain. Indeed, 

continued adherence to this approach is likely to thwart the development of safer healthcare 

Recommendation 

Figure 2 from the consultation document “Summary of common problems associated 

with investigation in the NHS and the key contributory factors”, should be incorporated 

in to the Serious Incident Framework to help people recognize the common pitfalls in 

incident investigation. 

Recommendation 

References to the reporting, investigation and response to incidents based on the 

likelihood of media attention (Section 1, page 14; Section 3, page 33; Appendix 3, page 

61 and Appendix 7, final page) and the decision as to whether to share information 

throughout the system based on the likelihood of “national media attention” (Section 

3.2, p34), should be removed from the Serious Incident Framework. These may lead to 

(and be permissive of) the wrong focus and behavior in investigations as people seek to 

avoid transparency and exposure instead of just “getting it right” – which in turn should 

lead to better reputational outcomes and media response. These behaviours are not 

conducive to a systems approach to patient safety - which will need to consider 

organizational and wider systems issues - or the stated overarching purpose “to learn 

from incidents”. 
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institutions.” [9] The Serious Incident Framework in places “falls in to the trap” of focusing on the 

person approach, for example in its references to disciplinary processes. Whilst we find much to 

agree with in the consultation document, the proposals do the same in some places; for example 

on page 14 it states “Of course, occasionally a safety investigation may reveal evidence that an 

individual’s actions may have been unacceptable; if it does, these issues need to be referred to the 

individual’s employer and potentially their professional regulator.” We make the following 

recommendation in this regard. 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Recommendation 

References to disciplinary procedures in the Serious Incident Framework should be 

changed so it is clear that they relate only to deliberate egregious acts of e.g. negligence 

or harm, to avoid normalizing such procedures or inadvertently inferring that they 

should be used in connection with incident investigations. The regular use of such 

procedures is not conducive to a systems approach to patient safety. For parity and to 

maintain a systems approach, where such references are made, corresponding 

references must also be made to the actions to be taken in the event of unacceptable 

actions on the part of an employer, director or unregulated individual, or systemic 

organisational or health system failings. 

Recommendation 

Since the aim is to embed a systems approach in the Serious Incident Framework whilst 

not removing accountability, solutions must be found to hold the board members of 

organisations to account for system failures. 



P a g e  | 13 

 

| representing your interests |                                     
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Recommendation 

The text on page 9 of the Serious Incident Framework “incidents cannot simply be linked 

to the actions of the individual healthcare staff involved but rather the system in which 

the individuals were working. Looking at what was wrong in the system helps 

organisations to learn lessons that can prevent the incident recurring” should be revised. 

The use of the word “simply” could suggest that incidents should be linked to the actions 

of individuals, and in the first instance, before the system is examined. The primary focus 

of incident management should be to determine and address the causes and 

contributing factors in the system in which individuals are working. 

Recommendation 

The Serious Incident Framework’s ‘overview of the investigation process’ states 

“Caution: recommendations must be developed with those with budgetary responsibility 

and understanding of the wider issues/competing priorities” and the principle is also 

repeated elsewhere in the document (section 4.4.2 – Action Plan and Appendix 8). It is 

important that such individuals understand the problem but their involvement must not 

suppress patient safety recommendations on financial grounds, otherwise the 

recommendations themselves may not address systemic causes of incidents and at an 

NHS system level, this will suppress the identification and resolution of such. 
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5. How effective do you think each of the following approaches would be in promoting 

open and supportive involvement of patients, families and carers? 

Options: 

• Very effective 

• Somewhat effective 

• Not very effective 

Recommendation 

The Serious Incident Framework includes numerous references in the main body of the 

text to nursing and medical teams and their professional regulators. We would ask that 

it be updated appropriately to also include references to pharmacists and the General 

Pharmaceutical Council. 

Recommendation 

The sentence in the consultation document “Since the NHS is unlikely to be able to 

substantially increase its investment in safety investigation and because there is evidence 

(as described above) that current resource could be used more effectively, we need to 

consider how the system can improve the quality and efficacy of investigation and how 

the recommendations from investigations can be implemented to support more effective 

improvement activity” must not be reflected in the Serious Incident Framework. A lack of 

investment may be seen by some as one of the systemic causes of poor-quality safety 

investigations and as such, it is important that staff can continue to raise that point, else 

policy makers and the NHS may cease to hear the concern. 
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• Completely ineffective 

• Don't know/ undecided 

 

A. “Providing patients/families/ carers with clear standardised information explaining how 

they can expect to be involved. This will mean they can more easily judge if an 

organisation is meeting these requirements and if it is not, raise this with the 

organisation (with support from their key point of contact that organisations are 

currently required to provide)” 

Very effective. NHS services are provided for the public and this could provide a standard by 

which the public can judge the organisation’s support and openness. However, if a patient has 

experienced an issue which can be attributed to an organisational systemic issue, he or she 

may need to seek to hold the organisation to account through the involvement of an external 

body, such as a regulator. 

 

B. “Requiring organisations to establish a process for gathering timely feedback from 

patients/families/ carers about the investigation process. Concerns can then be more 

easily addressed and reliance on the formal complaints process as a means of addressing 

potential problems reduced” 

Somewhat effective. It would be more effective if accompanied by a similar requirement for 

organisations to act upon the feedback received. 

 

C. “Asking patients/families/ carers to complete a standard feedback survey on receipt of 

the final draft investigation report that asks whether their expectations were met. This 

could help those responsible for overseeing investigations determine if a report can be 

signed off as complete” 

Somewhat effective. This could be a useful measure but not in isolation; patients should be 
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involved at an early stage in the investigation and not just at the end, which may be some 

months after the incident. In addition, if the draft report had already been prepared, it may be 

difficult at that point to influence what it says, or the direction of the investigation, to any 

great extent. 

 

6. How effective do you think each of the following approaches would be in promoting 

more open and supportive involvement of staff? 

Options: 

• Very effective 

• Somewhat effective 

• Not very effective 

• Completely ineffective 

• Don't know/ undecided 

 

A. “Requiring organisations to have dedicated and trained support staff who listen to and 

advise staff on their worries and concerns following incidents” 

Not very effective. This could provide useful reassurance for some staff who need somebody 

to talk to about their concerns. However, it’s likely that any employee who was suspicious of 

the organisation’s intentions in relation to the investigation of the incident would have the 

same concerns about talking to one of its appointed representatives, with whom he or she 

may be unfamiliar.  

 

 

B. “Requiring a formal assessment to be completed to determine whether an individual 

intended harm or neglect, acted with unmitigated recklessness or has performance, 

conduct or health issues before the employer takes any action against a staff member.” 
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Not very effective. It appears that the intention here is to provide a “barrier” to prevent 

inappropriate disciplinary action. However, the process would need to be accompanied by 

appropriate training for those investigating and considering disciplinary action. To have such 

questions routinely asked of a staff member may be unpleasant for the person involved. This 

may not assist a systems approach to patient safety; instead, it appears to focus on the person. 

Our view is that routine disciplinary action has no place in a systems approach to patient 

safety. However, where disciplinary action is taken for any reason, it should be standard 

practice for an employer to consider whether there are performance, conduct or health issues 

before doing so – and if it is not, a better solution might be to improve that process instead. 

 

 

C. “Requiring those making judgements about the need for individual action to 

demonstrate up-to-date training and understanding of just accountability” 

Very effective. We would see this as very helpful to ensuring a fair and just process. 

 

7. Please add any further comments or ideas below 

Our comments have been provided above in relation to each of the statements. 

 

8. How could the Serious Incident framework best support more effective use of 

investigation resources? Please tell us your ideas. 

The framework could achieve this through a decision aid to help staff determine whether or 

not an incident has to be investigated as a Serious Incident. 

 

9. How effective do you think each of the following approaches would be in promoting 

better use of existing investigative resources? 

Options: 
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• Very effective 

• Somewhat effective 

• Not very effective 

• Completely ineffective 

• Don't know/ undecided 

 

A. “Continuing to discourage the use of prescriptive Serious Incident lists as a tool for 

reporting” 

Very effective. Such lists may lead to organisations routinely branding certain incidents as 

“serious”, with the practical effect of normalising them, meaning they are not then treated 

with the rigour intended as part of the investigation process. This can result in ineffective 

actions being taken and is rightly discouraged. 

 

B. “Setting minimum resource requirements for an investigation team” 

Very effective. This would help underpin the quality of investigations and ensure teams were 

only convened when an incident was genuinely of a serious nature. It would give an indication 

of the nature of incidents which should be investigated under this framework. 

 

C. “Setting a nationally agreed minimum number of investigations for each organisation 

(based on the size of the organisation) so that each organisation can plan how it achieves 

this number with the appropriate resources to deliver good quality outputs” 

Not very effective. This could help organisations ensure they had sufficient funding for staff to 

conduct such investigations. However, it could lead to inappropriate classification of incidents 

as “serious” to meet the target, whereas genuinely serious incidents would not be investigated 

under this framework. 
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D. “Requiring organisations annually to develop an investigation strategy that identifies 

and describes which incidents will be investigated and how their investigation will be 

resourced” 

Completely ineffective. An organisation will not know, one year in advance, what incidents it 

will face and this approach would lead, in effect, to the creation of Serious Incident lists as 

organisations tried to predict what they would and wouldn’t investigate. 

 

E. “Stating that incidents do not always have to be investigated if an ongoing improvement 

programme is delivering measurable improvement/reduction of risk” 

Completely ineffective. This could be interpreted broadly and provide an excuse not to 

conduct investigations where they would be needed. Further, if a serious incident occurred 

whilst an improvement programme was ongoing, it could mean that the improvement 

programme was itself not effective. It would also be difficult to determine what degree of 

improvement, over what period of time, would obviate the need for an investigation. 

 

F. “Providing decision aids and record-keeping templates that help determine which 

incidents should be fully investigated” 

Very effective. Whilst lists of specific incident types would not be helpful (see our answer to A), 

decision aids and record-keeping templates would be useful to help people decide how to 

determine whether an incident should be investigated using the Serious Incident Framework. 

 

G. “Providing information on other processes for managing incidents that may be 

appropriate for certain types of concerns/issues raised” 

Very effective. This may help prevent people inappropriately investigating using the Serious 

Incident Framework. 
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10. Please add any further comments or ideas below 

Our comments have been provided above in relation to each of the statements. 

 

11. What changes could be made to the assurance processes to better foster an environment 

for learning and improvement? Please tell us your ideas. 

It seems to us that many people who are “passionate” and dedicated to improving patient 

safety do not recognise that their own approach to it has become institutionalised and is not 

systems-based, instead focusing on the errors and omissions of individuals. Members have 

reported the same occurring at major pharmacy providers. This could undermine the 

development of an environment for learning and improvement, since staff will feel less able to 

be candid due to the fear of admonishment. 

 

Reason (2000) stated “Seeking as far as possible to uncouple a person's unsafe acts from any 

institutional responsibility is clearly in the interests of managers. It is also legally more 

convenient, at least in Britain.” [9] 

 

 

 

 

 

 

 

 

The Serious Incident Framework could also support people to recognise where their approach 

is not systems-based. We therefore make the following recommendation. 

 

 

Recommendation 

Patient safety investigation teams must include staff working in patient-facing roles, 

on the front line of care. They must be able to make recommendations freely, which 

should be given at least the same priority as those made by management. 
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12. How effective do you think each of the following approaches would be in developing an 

environment for learning and improvement? 

Options: 

• Very effective 

• Somewhat effective 

• Not very effective 

• Completely ineffective 

• Don't know/ undecided 

 

A. “Providing clearer descriptions of roles and responsibilities at each level of the system” 

Somewhat effective. This could help people understand what was expected of them and 

others, but it would not guarantee learning and improvement on its own. It would need to 

avoid being too prescriptive, since improvement may also be needed to the roles and 

responsibilities themselves and people would need to be permitted to work beyond their own 

roles and responsibilities.  

 

 

B. “Requiring a designated trained person in provider and commissioning organisations to 

Recommendation 

A table with examples of “systems” and “person” approaches to patient safety and 

contributing factors / underlying causes of incidents should be included in the Serious 

Incident Framework, to help people see the difference and recognize the approach they 

need to take. Alongside appropriate engagement of staff, this could help reinvigorate 

the approach to patient safety within organisations. 
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oversee processes associated with Serious Incident management” 

Somewhat effective. A systems approach to Serious Incident management would benefit from 

oversight from an external organisation if it could hold the organisation to account for 

systemic issues. Budgetary challenges in implementing the necessary improvements would 

also be apparent to the commissioner, however. This may result in some degree of influence 

on the proposed solutions as the commissioner may seek to manage its own budget by proxy. 

The commissioner may avoid encouraging actions which cost more money to implement since 

it would be duty bound to remunerate those costs for the commissioned service. 

 

C. “Setting minimum training requirements for board members and commissioners signing 

off investigation reports (covering behaviours as well as process to support learning and 

improvement)” 

Very effective. A systems approach to Serious Incident management needs the involvement 

and engagement of the board and commissioners to create the right environment. 

 

D. “Introducing a standardised quality assurance tool to support investigation sign off and 

closure” 

Somewhat effective. Measures to improve the learning and development environment could 

be included. 

 

E. “Requiring increased involvement of patient and family representatives in the sign off 

process” 

Very effective. This would help the public hold the organisation to account for the changes 

required. 

 

13. Please add any further ideas or comments below 
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Our comments have been provided above in relation to each of the statements. 

 

 

14. What changes could be made to the framework to identify and facilitate cross-system 

investigations? Please tell us your ideas 

This needs co-ordination at a local level by an authority with oversight of all of the provider 

organisations. It could be developed as a collaborative board of individuals comprised of 

hospital directors, senior staff at CCGs and local NHS England / NHS Improvement teams (to 

include community and primary care pharmacy within its remit). 

 

15. How effective do you think each of the following approaches would be in helping 

organisations to identify and conduct cross-system investigations? 

Options: 

• Very effective 

• Somewhat effective 

• Not very effective 

• Completely ineffective 

• Don't know/ undecided 

 

A. “Requiring a cross-system investigation to be considered each time an investigation is 

initiated and, if it is not considered appropriate, the recording of why” 

Somewhat effective. This would remind those entering the Serious Incident management 

process to consider cross-system investigations on each occasion, but could not guarantee the 

approach would be adopted when required. 

 

B. “Having a designated trained lead in all sustainability and transformation partnerships 
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who can work with all relevant organisations when a cross-system investigation is 

necessary” 

Somewhat effective. This would help establish a governance mechanism to facilitate cross-

system investigation. However, the issues could be similar to those we mentioned in 12B – 

that the STP may try to suppress recommendations due to budgetary challenges. 

 

C. “Continuing to discourage the use of Serious Incident data for performance 

management” 

Very effective. Serious Incident investigations and the resultant recommendations should be 

bespoke to the circumstances and there are many factors which determine how many such 

incidents, and the type thereof, which will occur in a particular organisation. 

 

D. “Mandating through contracts/future regulation the need to contribute to cross-system 

investigations as required” 

Very effective. This would help mitigate any potential financial interest in not contributing to 

such investigations, as well as helping facilitate them. 

 

E. “Rewarding those who initiate and/or engage in cross-system investigation” 

Very effective. This would be a welcome, positive and engaging approach pulling people 

towards cross-system investigation. This should exist alongside a punitive approach to 

organisations which do not, when commissioned to do so. 

 

16. Please add any further comments or ideas below 

Our comments have been provided above in relation to each of the statements. 
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17. How could the Serious Incident framework best ensure that the necessary time and 

expertise are devoted to investigation? Please tell us your ideas 

The Serious Incident framework could set minimum resource requirements for investigation, 

which would allow service providers to seek the necessary funding from commissioners. It 

would also be useful as a guide to those conducting the investigations to ensure sufficient 

resources were allocated to the investigation process. 

 

18. How effective do you think the following approaches would be in ensuring the necessary 

expertise is devoted to investigation? 

Options: 

• Very effective 

• Somewhat effective 

• Not very effective 

• Completely ineffective 

• Don't know/ undecided 

 

 

A. “Requiring each provider to have a flexible, trained team of investigators comprising 

staff employed by the organisation who combine investigation and management or 

clinical roles, but have dedicated and protected time for investigation duties. Additional 

clinical or managerial expertise should be sought as required on a case-by-case basis.” 

Somewhat effective. This would be helpful to ensuring that those with experience in 

investigation and front-line service provision were involved. However, it would also need 

dedicated staff resource because staff who were employed in jobs other than investigation 

may struggle to dedicate the appropriate amount of time to investigation. The nature of 

incidents is that they are unpredictable in nature and frequency, which may mean that there 

are periods when a substantial amount of staff time is required to investigate an incident 
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beyond that which could be released at short notice. However, as mentioned earlier, smaller 

organisations (such as community pharmacies and GP practices) may need access to an 

external NHS investigation team as they may have too few staff to set one up themselves. 

 

B. Requiring each provider to have a dedicated team of trained lead investigators with no 

duties in that organisation other than investigation. Additional clinical or managerial 

expertise should be sought as required on a case-by-case basis” 

Very effective. An investigation team should comprise both dedicated lead investigators and 

those working on the front line of service provision, in order to help ensure a system-focused 

approach to investigation and patient safety. Smaller organisations (such as community 

pharmacies and GP practices) may need access to an external NHS investigation team as they 

may have too few staff to set one up themselves. 

 

C. “Requiring each provider to base the number of investigators it employs on its size and 

the number of investigations it expects to conduct each year, eg four whole time 

equivalent (WTE) lead investigators to conduct 20 investigations a year 

Very effective. It would be useful to have a guideline, but the nature and demands of Serious 

Incident investigations will vary year on year, and they may be difficult to predict in both 

nature and frequency. 

 

D. Requiring each provider to have a trained head of investigation who selects, supports 

and oversees patient safety investigation management processes” 

Somewhat effective. Whilst this would be helpful, measures would be needed to help ensure 

the person’s view and selection process did not become institutionalised to the point where it 

was influenced by organisational culture to the detriment of patients. 
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E. “Requiring a trained head of investigation oversight for commissioning organisations” 

Very effective. This would help ensure consistency of investigation approach among those 

commissioned to provide services. 

 

19. How effective do you think each of the following approaches would be in ensuring the 

necessary time is devoted to investigation? 

A. “Removing the 60 working day timeframe and instead allowing the investigation team to 

set the timeframe for each investigation in consultation with the patient/family/carer (as 

is often the case in the complaints process)” 

Very effective. The 60 day limit may have the effect of limiting the quality of investigations. 

Our view is that whether a Serious Incident Investigation is needed ought to be determined on 

principle alone, and be done with the requisite quality. The 60 day limit could be retained as a 

recommendation to give investigators a sense of the urgency with which the investigation is to 

be conducted, and patients some assurance that the process should not be unnecessarily 

protracted. Patients must have recourse, however, if the investigation takes too long. 

 

B. “Keeping the set timeframe at 60 working days but reducing the number of 

investigations undertaken” 

Not very effective. Please refer to our response to proposal A of this question for our rationale. 

 

C. “Keeping the set timeframe at 60 working days but requiring organisations to rationalise 

their internal approval processes to allow more time for investigation before external 

submission” 

Not very effective. Please refer to our response to proposal A of this question for our rationale. 

 

D. “Recommending a 60 working day timeframe but allowing providers some leeway on 
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meeting it and not managing performance against it” 

Very effective. Please refer to our response to proposal A of this question for our rationale. 

 

20. Please add any further ideas or comments below 

Our comments have been provided above in relation to each of the statements. 

 

21. How could the Serious Incident framework support uptake of evidence-based 

investigation approaches? Please tell us your ideas. 

 

 

 

 

 

 

 

22. How strongly do you agree that a mandated investigation report template and assurance 

checklist could help to standardise and improve evidence-based practice across the NHS? 

Options: 

• Strongly agree 

• Agree 

• Neither agree nor disagree 

• Disagree 

• Strongly disagree 

• Other (please specify) 

 

Strongly agree 

 

Recommendation 

The Serious Incident Framework should more strongly promote the use of NRLS Root 

Cause Analysis Investigation tools and Contributory Factors Classification Framework. 
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23. Please add further ideas or comments below 

A template for incident reporting could help ensure consistency of approach. If Serious 

Incidents are reported electronically using that template, a large number of reports could 

be subjected to quantitative or qualitative analysis. This could help inform future policy 

decisions in the NHS. 

 

24. A revised set of principles has been drafted for your consideration (see Appendix 2). 

Do you think these principles could support the implementation of good practice? 

Options: 

• Yes 

• No 

• Don't know / undecided 

 

Yes 

 

Please explain your answer 

We are very supportive of many of the principles in the consultation for the revised Serious 

Incident Framework. Our view is that if incident investigations were conducted in the manner 

described in these principles, it would greatly improve the process, learning and patient safety 

within the NHS. 

 

25. Do you think these principles are clear and comprehensive? 

No 

 

Please explain your answer 

The principles are clear and easy to read. However, we have answered ‘No’ simply on the grounds 



P a g e  | 30 

 

| representing your interests |                                     
 

we believe that ‘systems based’ ought to be retained as one of the underpinning principles to 

emphasize its importance. 

 

26. Is there anything you would add or change in the drafted principles? Please give us your 

ideas 

 

It appears to us that the underpinning principles in the current Serious Incident framework are to 

be replaced by those proposed in the consultation document. However, we would make the 

following recommendation on the existing principles, in case it transpires that this part of the 

framework does not change as a result of this consultation. 

 

 

 

 

 

 

 

 

 

 

 

Recommendation 

In the ‘Underpinning Principles’ table in the Serious Incident Framework, under the 

heading ‘Objective’, it states: “Those working within the same team may have a shared 

perception of appropriate/safe care that is influenced by the culture and environment in 

which they work. As a result, they may fail to challenge the ‘status quo’ which is critical 

for identifying system weaknesses and opportunities for learning.” We agree with this 

statement, but the Framework should acknowledge that the same is true of those 

working within an organisation more widely (and not necessarily in the same team); this 

is important because systemic issues may relate to the organisational culture.  



P a g e  | 31 

 

| representing your interests |                                     
 

 

 

 

 

 

 

 

27. Do you think the name of the Serious Incident framework should be changed to reflect 

the step change in process and behaviour that may be required in some areas to embed 

good practice? 

Options: 

• Yes 

• No 

• Don't know / undecided 

Yes 

 

If yes, please include your suggestion(s): 

 

 

 

 

 

 

 

 

28. If you have any further comments or ideas, please share these with us below 

Our comments have been provided in response to each of the questions, but please also find 

Recommendation 

In the ‘Underpinning Principles’ table in the Serious Incident Framework, the principle 

‘systems based’ should be retained to help ensure the focus is on the system and not the 

individual.  

Recommendation 

If the name of the framework is changed, it ought to reflect the importance of a 

systems-based approach to patient safety. For example, it could be called “Serious 

Incident Systems Investigation Framework.” 
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our comments in the Foreword to this document. 
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