A Compliance, Safety and Performance Toolkit - Caroline Finlay
John:	Our next speaker is Caroline Finlay, of MTS Health and Caroline is going to be talking about a compliance safety and performance toolkit.  Caroline’s been in the industry for thirty-five years.  
CF:	Thank you John.  I hate it when someone declares my age obviously.  I’m really delighted to be here.  I think the last time I spoke at the conference was in 2019, a few things have happened since then but again, a great conference and it’s great to see everyone, fantastic to meet up with old and new friends and colleagues so, great. 
Today, I’m going to talk about compliance, safety, and performance.  We’ve heard a lot in the conference about technology, very important, about changes in the systems, ICS but just going to bring it slightly down to the basics which are what we all know, is we have to be able to make sure that ultimately patients and users are safe and that medical devices are managed appropriately.  
So, I’m going to start the presentation and I’m not going to ask for a hands-up but I’m going to start the presentation by asking just three questions and they’re all related to the subject that we’re going to talk about today.  Do you know who’s responsible for medical devices, board assurance in your organisation?  A fundamental but I just want you to think about whether you do know who the accountable or senior responsible officer is.   The second one is, do you have the tools necessary to actually demonstrate, provide assurance to your executive team and also covering the whole range of the medical device’s agenda?  So, we’re not just talking maintenance here and what are the benefits of an independent compliance audit and if you can think about those, we’re going to come back to those questions at the end of the presentation.  
So, just starting with the basics, we’re at MTS, have developed as I’m sure, many others internal departments have, our own way of actually testing compliance.  It’s based on the MHRA guidance of course, why would it be based on anything else, and it really covers the four main pillars, which is of course, governance, maintenance, procurement, and training.  The methodology we’ve used completed aligns to the guidance and we’ve actually set up a questionnaire which actually contains eighty-eight separate questions because it’s very related to the guidance, there is a bit of overlap and duplication so, its not quite as easy to say, this is in one section and this is in the other, which is why we’ve actually tied it into the four main pillars.  
So, the way that we actually approach those, and we’ve done, and I’m going to talk about the ten compliance audits that we’ve done for the NHS as independent advisers over the last five years, including three of those during peak covid times.  The way that we approach that is really around the questionnaire, the data analysis, and the stakeholders.  I’ve heard a lot about stakeholders, and I know Nana was talking about the importance of stakeholders and obviously stakeholders are absolutely key to actually defining what we should be reporting to the executive team.  Part of that is also doing some onsite wards and department audits and the ones that we’ve done during the last two years, it’s been a little bit trickier, but we have managed to successfully get on site because these are not Teams, its not appropriate to do everything by Teams in my view.  
So the scope of the compliance and performance review and I think I say this in every single presentation I’ve ever done here, this is not just about maintenance, I mean, when I started out in my career as an EBME technician, medical technical officers, it was then, we were very focused on fixing stuff but clinical engineering we already heard during this conference, we already know increasingly has got a profile, its got a profile about the whole medical devices agenda.  So, the review that we do looks at obviously record keeping, inventory management, the whole procurement, governance, I’m not going to read the points out because you can get for yourself, obviously it covers everything that we actually do as a profession. 
What are the benefits of a fresh eyes approach and why would a Trust, why would a Trust or an organisation, why would they employ MTS to come in and do an independent compliance review? Well, there is a benefit from a fresh eyes approach, but there are lots of reasons why we do get asked to come in and some of those have been touched on this morning by Roy and David.  System change, there is so much system change, there’s so much discussion about collaboration but of course, each department does things differently so, even if you’ve got a Trust that are coming together with two separate hospitals, two separate Trusts, they have two EBME departments, one might have a clinical engineering department, one might have an EBME department, they’re very, very different systems so actually, there are also you know, good reasons for doing that.  
The most common reason I have to say is around the retirement or change of personnel or resource issue.  Somehow, the executives, they maybe don’t want to upset their sort of current head of department and so they see when someone retires, which of course in the NHS, they do quite young, they do actually see it as an opportunity to look at what does the future look like, what should we be doing, what shouldn’t we be doing.  Benchmark and best practice are the other major reason and obviously sometimes its about cost and servicing improvements.  I will tell you that very rarely do we ever identify real cost and service improvements without actually identifying what’s needed in terms of investment in workforce, service contract management and we’re going to talk a little bit about that.
The engagement methodology and again, I’m not going to do it because I’m just conscious of time and I want to get into the nitty gritty of what some of the themes that come out of these reviews are but the nitty gritty is that we have to have an engagement methodology because you don’t get the right answers unless you ask the right people and that’s the fact of it.  Sometimes the answers you get from one part of the organisation are very, very different and actually there’s a lot of politics in the NHS as we know so, we have to wade through that politics and make sure that we actually get the right answers and there’s not personality or personal issues.  
Sometimes we come across some HR issues, obviously its not within our remit to start dealing with HR problems but obviously they are flagged to whoever our authorised you know, contact is.  So, stakeholder analysis, really important.  Touching on something that was spoken about earlier, the actual, the appetite for change, there’s no good us going in, putting a lovely report together about telling an organisation what they need to do, if actually they’re just not ready for that change and I think that’s a really important point so, accessing the change and readiness.  I mean a lot of this is about you know, experience and about just understanding the questions that need to be asked but also, how you actually then collate that data and actually replay it back as part of the review.  
So, I’m just going to give you an example of how we use the data to provide the insight and to be honest, half the time we know the answer to the questions once we’ve actually looked at someone’s data, its so telling. This is taken from a very small acute DGH, I think four hundred and fifty bed, eight theatre organisations.  So, this is how we would replay the information back to the Trust.  So, obviously the number of assets they have but what does that mean, because someone’s got ten thousand two hundred assets on their database, does that really mean that they’re looking after ten thousand, two hundred, the answer is generally no.  So, what we’re trying to do and it’s a bit of a bad description of active because I know Equip uses inactive and active in other ways, but live assets let call them.  So, ten thousand, four hundred and fifty-three of these items were live, how do we establish that, well by diving deep into the data.  ICT interface and actually being able to identify equipment that can connect into the EPR systems, that’s becoming increasingly important so obviously where we can, we identify that.  
Equipment with no installation date replacement value, replacement value of an asset, I don’t know how many people can actually say what their replacement value of their asset that they look after but it’s a great baseline for benchmarking, particularly benchmarking maintenance costs so, that is very important.  Obviously backlog replacement, I’m going to talk a bit about capital in a moment but that’s a huge issue.  Lack of investment in replacing business as usual equipment is actually a very big issue, that’s been an issue for a long time.  Obviously as I said, the baselines that we use is to benchmark so, I would say this particular organisation had a big issue, they spent far too much on external service contracts.  So, let’s pause for that thought because I’m going to talk a little bit more about that.  So, this is the result of ten and I promise you, these are ten genuine but obviously anonymised reviews that we’ve done.  
In fact, I’ve said ten acute Trusts, one of them was a major London teaching hospital and the ones in here that come from London teaching hospitals will know its not them, so it’s probably not hard to work out which one it is, but we basically took all the questions and we’ve actually summarised them by risk, risk or priority, I’m not going to go into how you actually determine the difference between risk and priority but basically we actually go through and we replay these in the form of a very detailed analysis which supports a report that actually highlights only the reds to the exec but actually works with the BME manager, had of clinical engineering to actually go through and do a detailed review. Everything that we ever say, there’s no surprises so, we work through and I don’t know whether you know, there probably are people that would actually validate this but, we never put something in front of an exec, particularly if its in the red category or the amber category, we put the greens in front of them of course, but we never put anything that’s a red or an amber without having discussed it with the relevant stakeholder and I think that’s important as well.  
So, in terms of the issues, I don’t know whether this comes as a surprise, but governance has proven to be in every single instance the most reds and by governance we mean, board assurance, reporting, policy, medical device, committees, groups whatever is your organisations terms for them so, governance is a big issue.  
So, the performance rating out of those ten reviews and I think if I’d given you another ten, it would still stay in the same order because actually there are some very common themes that come out of these reviews.  So obviously the procurement becomes, maintenance becomes the best, it’s a bit of a funny way around but the least issues are in maintenance so, that’s why its at the bottom of the list and I don’t think that will have any surprise because we all look after equipment properly, there’s not problem with maintenance.  The worst is procurement and that’s purely because of the failure to be able to be able to predict equipment replacement plans, failure to be able to predict failures so, there’s a lot of emergency purchasing goes on but its also about the lack of tie-up between clinical engineering, procurement, finance and clinical so, this is actually a big role that I see us having a really important role to actually bring that together and make sure that we’re not just maintaining the equipment, we’re actually making sure the exec knows where they should be spending their money.  
The next area of governance which we’ve mentioned which is about policy and I’ve got a slide, specifically on that. The best is actually training.  Now interestingly training features in governance as well because its about reporting so actually, there is a lot of good training that goes on, generally when you go into the wards and departments they’ve got practitioners, they’ve got clinical education teams, some departments are lucky to have an equipment trainer within their department, a coordinator.  The reality is they’re not record keeping, so really is it a training issue or is it actually a record keeping governance issue, maintenance as I mentioned is best.  This is showing it in a different way, but this is actually against the MHRA document, sections of the MHRA document and you can see the highest risk is systems and management.  In order words, we’re not engaging the exec, we’re not engaging them enough, we’re not actually knocking on their door enough and telling them the problems that are going on at operational level.  So, connecting strategy vision and operational is really, really important.   Again, that’s a slightly different way because that’s by subject area and you can see the top areas are really around policy, medical devices, group, every organisation that we reviewed had a group, some of them hadn’t met for five months, some of them had the worst minutes I’ve ever seen, some of them were chaired by completely inappropriate people so  therefore, there is actually a need to look at you know, what’s best practice and that’s what I think we bring by actually sharing hopefully some of this information. 
So key themes.  Inventory management. It literally is my sort of pet subject because it’s the one thing which actually if you do not have your inventory, your asset management system correct, you haven’t got a hope in hell of actually being able to demonstrate compliance, demonstrate performance or demonstrate safety.  So, if there’s devices in the Trust that you don’t know about and that doesn’t just include the stuff that we’ve been traditionally looking after, get the endoscopes, get the endoscopy equipment, get the x-ray equipment, it needs to be a central database, it doesn’t need to be a silo database with departments keeping their own inventories, so that is I think a bit challenge for the whole profession and for the NHS and will be a massive challenge in the ICS as well because how you actually record that data its different in every single hospital, of course it is. So, where we’ve done a review, where its two hospitals being merged into one Trust, obviously they might even have different systems.  
Obviously, the quality of the system is really important so, our common, I’d just thought I’d share some common observations.  I went through all of them, and I picked out the things that appear time and time again.  So, data management system not fit for purpose, I’m not going to name names, I mean, as MTS, we use Equip and I know a lot of Trusts do actually use Equip but there are some systems out there, they’re very good for EBME management but they’re not very good for reporting and what we’re talking about here is being able to produce good reporting, compliance reporting.  So, not enough information, relevant information stored on the equipment and that includes whether it has an ICT or cyber security risk because that should be recorded on your inventory system.  So, common recommendations you know, knowing what you’ve got is very important, equipment inventory audit is often required but really you should be doing that, that should be business as usual, making sure that your inventory is actually being captured, that’s about planned maintenance or if it’s not planned maintenance its about doing spot checks, its about doing ward audits so, it is something that is, no one really should have an excuse for not having the right inventory system that can actually provide the data.  Also, the other common one is to expand the responsibilities and the scope of the equipment that you manage.  I don’t think it’s good enough that theatres look after their own equipment or endoscopy look after their own equipment.  Medical equipment should be looked after centrally, and I think that includes external service contracts as well.  
So key things for improvement, I’ve mentioned governance, I’m not going to labour this because I am a bit conscious of the time as well but medical devices policies, they’re often out of date but the main thing is that they need to reflect, they actually need to reflect what’s going on at an operational level or the other way around.  Don’t write the beautiful policies with the hope of what you think people should be doing, you need to actually reflect what is actually going on.  
Governance structure reporting, making sure your medical devices group reports through, often its patient and safety quality committee but equally there needs to be links into capital investment groups so, I’m sure that governance on paper in every single organisation is really good but its actually making it work.  Did I skip one then? 
So Key things for maintenance.  PPM compliance is just not good enough, I mean, I’m not going to start debating what’s appropriate to be PPM but every single review we’ve done, we try to take their data, the top righthand, go this way for a change, but the top righthand summary, that is a summary of seven of those reviews, I couldn’t do ten because their data wasn’t good enough to actually be able to see where their compliance was.  So, that’s ten hospitals, three were so poor that we couldn’t extract the data fairly and you can see that actually the compliance is pretty poor.  A bit of a caveat for them, two of those reviews were done during peak covid so, I know PPM did get a little bit you know deprioritised so, maybe it would look slightly better but the issue that I’m trying to really identify there is that taking that number of assets and I can’t remember what the total quantity is but if you look at that, the way that people categorise whether its high risk, medium risk or low risk, it varies.  So, at the very least, as a profession, should we not be agreeing what in terms of maintenance risk, what is high, medium, and low, that would be a basic and I think that would be really good for being able to compare genuinely compare what performance stats are like.  
Other common recommendations linked really to the whole compliance is just being able to produce the KPI’s, being able to identify what the KPI’s are but being able to produce good reports, I think that is quite crucial as well.  
As I mentioned earlier, procurement being at the sort of the top of the tree in terms of failure, is really more about the equipment replacement planning but it’s not just about that, its about external contract management.  External contracts need to be managed, they need to be monitored and I say that as a service provider as well but I’m talking about service contracts with individual manufacturers.  You’ve got to remember again, there’s a huge amount of equipment within a hospital no matter how good the department is, there is a lot of spend on external contracts and they need to be managed and obviously accountability for those is really important and what we see in a lot of organisations is that responsibility for managing their contracts is with the departments and I don’t think that’s good enough, I think they need to be involved, they need to be collaborated with but I do think that having service records captured in your service management system, you asset management system is actually very important and I know that that often doesn’t happen because of an administrative shortfall in resource.  
Training obviously again, I mentioned earlier the common observations is more about the data so obviously there’s an increasing sort of desire to actually put all training data into the staff  records systems and I know that there’s a lot of developments going on, I know certainly Equip for example have got a training module which is exactly aligned to doing that but recording what training goes on, particularly for the commonly used devices, particularly linked to equipment library but also the specialist devices, I think it is actually a matter of record keeping.  Producing the reports and being able to report what staff have actually attended and actually had their training, its about competency and I know obviously again, it goes down to what we talked about with the high, medium and low risk, there’s a different risk level for use, than there is for maintenance so, capture both, a risk for maintaining and a risk for using the equipment.  
So, just sort of coming to the end of this really, policies are really important, making sure that these are in practise is really essential and I see that now increasingly, a clinical engineering, clinical technology management, asset management, whatever we want to call ourselves in the future, I do actually think that that is a really important role, I don’t think its good enough to say that you’re only responsible for the equipment that you look after, I think actually you’re responsible for medical devices across your organisation. 
So, finally in terms of an evidence-based action plan which is what we try to give. So out of that compliance toolkit, we can do all the observations but the reality is, we need to put something in front of the exec that actually makes sense to them and actually drives some improvement and the comments I’ve had back, around some of the reviews, I mean, you can imagine that sometimes, an EBME manager is not delighted to see me rock up to do some kind of review on them, you know, they’re always very polite but I know that you know, there’s a concern that they’re thinking about being outsourced or that there is some sort of ulterior motive but the reality is that my professional integrity as a clinical engineer and someone that’s been around the industry a long time, makes me actually want to flag up where they’re actually being hard done by so, investment in workforce, that’s a really key one, investment in why aren’t you training people, you’ve got this fantastic department, these fantastic people, why aren’t you bringing in apprentices, why aren’t you bringing in trainees, why aren’t you growing the next workforce and doing more to improve that.  Also, the shift between external and internal maintenance, you’ve got hospitals that actually, they’re outsourcing stuff because actually they don’t have the right skills internally and that’s what really good when you start to see some of the system changes that happen in and around the ICS, there are skills that are across the system.  So actually, in one particular Trust recently or two Trusts that we looked at, they actually maintain their own anaesthetic engineers for anaesthetic equipment so, there’s a real opportunity there to actually use that skill right across the whole system.  
So, ultimately what we try to do is identify what they should stop doing and there are some things that they should stop doing.  We do find some practice which is just out of fashion, out of date, not necessary and we do highlight that, what they should start doing as well, particularly around innovation, but I think even more importantly is what they should continue doing and what they should spread around their own organisation.  So, we find very very good pockets of good practice.  So, for example, there might be really good practice around training, and they’ve got this most fantastic system in, but the rest of the hospital actually aren’t using it. So, I think it is also about sharing good practice and looking at what is working well.   What I try to do, when we do actually put the report in front of the exec, try to really highlight the positives, while obviously being very clear about what the action plan should be.  
This is my actual last slide before we go back to those questions.  So reporting for compliance, I’m not for one moment going to start talking about KPI’s my original presentation had about five slides that actually identified them, I think I’d be like teaching grandmother to suck eggs, you know what they are, at the end of the day, compliance is about those metrics but I would say that a very important thing is to actually make sure they are available, you don’t spend days and days searching for the data.  So, you need to set the data up in a way which actually you can actually extract and present really well and I think that would actually be the sort of key message.  They also need to be available in a timely manner.  There’s just no point actually you know, presenting yesterdays news and the other thing about your KPI’s, they need to show a trend, so they need to show, if you’re showing a very poor compliance on PPN, has that been around for years, is it something recent, is it to do with covid, we all understand that there’s been some issues but they need to be acted on, so it’s not just about producing a monthly report and then forgetting about it, it needs to actually look at a sort of ongoing picture of what is happening operationally and strategically.  

I did say that we were going to come back to the last three questions.  So, I spoke to John last night and I thought actually I’ve asked the questions, so I shouldn’t be trying to answer them for you so, I thought, if I asked John, perhaps maybe we’ve got an opportunity to do a hands-up, I don’t know whether we’ve got time to do it, we’re a little bit. 
John:	We’ve got two or three minutes yeah. 
CF:	If I just, I mean I have tried to answer them but of course em, how many people do know who’s responsible for medical devices in their organisations. 
John:	So, show of hands.  Who knows who the director responsible is in your organisation?  What do you reckon, 15%?
CF:	It looks quite low, I mean, I’m pleased to see that Roy put his hand up, because I would be quite worried.  Okay.  So, the reason that I put that question in is because, sometimes when we do these reviews, we go to the director and we say, we’ve read the policy and you’re the director responsible and they go, am I, I mean sometimes it’s the director of finance that’s been named in the policy, I mean how crazy is that?  So, I think that’s the point.  
John:	Yeah, that’s interesting.  
CF:	You need to know, and you actually need to use them, knock on their door, get them involved, actually make sure they know what your issues are, don’t let them let you do all the work, you can do the work, but you need to obviously get them sponsoring you and making things happen.  So, sorry, next one.   You take this one John. 
John:	So, you should have the tools necessary to provide internal assurance across the whole medical device agenda, you may just need to develop a method for extracting relevant data and presenting it in a format that hits key metrics.  Now I suppose this covers all the aspects that Caroline was talking about, whether that’s procurement, training, maintenance, or governance but you can’t measure any of them and you can’t plan for any of them if you don’t know what they are.  So, if you had to take those four pillars, procurement, training, maintenance, and governance, can I have a show of hands if you think that your metrics are accurate.  So, hands-up if you think you could provide a good metrics to your responsible director? 
In a report, yeah, as a governance report to the exec, probably about 5% of the audience.   I’m not surprised and I’m not saying it’s anybody’s fault, it’s probably a lack of resource and em and a lack of intent in the exec level personnel within your organisation. 
Question three Caroline. 
CF:	I mean the thing I’d have there is that you’ve all got the tools, I think that’s the point I’m trying to make, if you’ve got an inventory management system that works, that actually meets the requirements, you’ve got the tools, you’ve got the people, what you probably might need is a little bit of support to actually bring that into a sort of more dashboard type approach to reporting.  
John:	Independent audits provide a level of insurance that can be used to highlight investment needs and improvements.  The strange thing is, I’ve been out myself and I’ve done work at North Manchester Hospital, I can see Terry over there, I was brought in and I actually heard somebody say, don’t speak to John Sandam and actually I was thinking well actually, that’s a bit of a stupid thing to do, you know, tell me what your problems are and I will report the problems and I will get you the resources you need.  By hiding things or putting them in the back of your car, and that’s happened as well, so, I’ve said, on your database you’ve got this in your department, it’s definitely not on the ward, where is it and in the end, someone has admitted that its actually in their car, they’ve hidden stuff from me to make the department look better rather than be open and transparent and say, well actually, we’ve got a problem and we need help and we need more manpower, we need more test equipment so I think, that’s an issue but when you get somebody from outside like Caroline or somebody equivalent to Caroline to come in or like me, to come and do an audit and they have to pay for that audit, the strange thing is, if you tell them, they often don’t listen, when somebody comes from outside and tells them, they go oh really, you didn’t know that, well now you do and often they probably do know it but they’ve ignored it but now it’s been raised and also one of the things that you can do now, is that you can say well actually, against the Health and Social Care	Act Regulation 2015, it’s a legal requirement, it’s no longer guidelines from before 2015, for seven years, it’s a legal requirement and you can be breaking the law. 
CF:	Thanks John.  I think the final thing I would say is, just listening to some of the discussions that have gone on around the creation and collaboration of clinical engineering networks.  It isn’t necessarily about MTS or another independent, it actually is also possibly about being able to work together and actually audit each other. I think internal audit, there is internal audit in a Trust, we were talking about this Joe, weren’t we yesterday but the reality is very rarely do they have the expertise to really so, you and pull the wool over their eyes quite easily whereas having someone like MTS you would never pull the wool over my eyes. 
Thank you very much. 
