Webinar Q and A – July 2024 – Tom Rose and Jem Ramazanoglu
Please send responses via the QMS Q Community SIG

Q1-KS, How can we incorporate/account for adaptive/behavioural challenges in QMS.
A1- TJR, Clinicians employed by the NHS have the qualifications stipulated by their employer and their professional bodies they are also required to undertake and record annual CPD activities in order to retain their registration with their professional body. Providing that these conditions are met then they should have the right to make the necessary clinical decisions regarding their work with patients within the scope of their contract with their employer. Having said that there are also certain regulatory standards that they are obliged to meet, for example the Health and Care Act, 2024 and their employer will probably require certain local standard to be met.
Other, non-clinical work activities, like record keeping, are a different matter. Clear instructions should be provided for this type of work activity (process) and these instructions should be followed to the letter.
All work should be checked/inspected periodically and any omissions/errors recorded following the non-conformance procedure (process). This process applies to all staff. Records should be maintained of the person doing the work and the person checking/inspecting the work with signatures and dates as per the relevant procedure (process).

Q2-SM, A reflection rather than a question. It is difficult to define quality. Hence designing for quality can be a challenge to meet every stakeholder’s interpretation.
A2-TJR, I don’t think that that should be the case. It should not be difficult for the organisation to select a clinical standard(s) for the Service that they are delivering. Once selected then that standard(s) will specify the quality standard for that particular Service. There will be an improvement mechanism, operated by the issuing authority, for updates/improvements to that Service standard. If no standard is available the organisation should produce one. Details on how this should be undertaken can be readily found.
Regarding non-clinical activities in the delivery of the service then the organisation should produce documented procedures (processes) for all key activities. These procedures (processes) should also highlight patient safety aspects to completing the procedure. These documented procedures (processes) specify the quality required in completing the specific process.

Q3-RB, Is there a particular methodology you've been using to support 'designing for quality'?

A3-TJR, Certainly. The first task is to select the Standards that you would like to apply to the clinical conditions that you will be treating in the Service that you are designing. These standards may be stipulated by however is commissioning the Service. Patient numbers that the new Service will be expected to treat and budgets require due consideration at this point as this will be the key influence on how the design progresses. The size and makeup of the Design Team can be decided upon now. Clearly I’m unable to outline the full design process here but I can say, as in my answer to Q2 above, all the key procedures (processes) required to deliver the Service must be specified and documented. The IT infrastructure and applications for record keeping information must also be specified and processes (procedures) must be documented, including data input forms. Work checking/inspection and non-conformance reporting procedures (processes) must also be specified and documented, although these specific procedures (processes) should be standard across all Services delivered by the organisation.
As soon as the outline structure and operation of the Service has been designed it is time to think about how the Service delivery will interact with patients. At this point co-design activities can include patient representatives, although I’m sure the organisation will have much knowledge in this area.
Identifying the Service Standard(s) and designing procedures (processes) to meet and deliver those standards is what Juran calls Quality Planning. To qualify, design procedures (processes) must be documented and followed during the design activity.

Q4-CA, This is an organisation development model  (culture eats strategy) that works at another level, starting with the gap of the customer needs Organisational Effectiveness Model (Version 2).doc

[bookmark: _GoBack]A4-TJR, Please provide a working link as this looks to be of interest to members of this SIG. My search efforts did not find the document. 

Q5-BM, You say WHAT you do - STANDARD = Quality Planning. You do what you say you do - How well, How far from the standard = improvement + continuous improvement - Quality Control + Quality Assurance.

A5-TJR, Say what you do = Process Design/Documentation. Do what you say, evidences by non-conformance reports (NCRs) to you process requirements as documented, a key element of your QMS.

Q6-KD, ln testing your QMS which you mentioned was for your QI team, was this designed to deliver your QI strategic priorities i.e. what the QI team are trying to deliver such as capability or was it designed to deliver the organisation's strategic priorities through a QI approach?

A6-JR, We did start by trying to work out what organisational strategies we were contributing to (in the style of strategy deployment) but this was really challenging as our strategies weren't designed in a way that made it easy to do that. We ended up starting by asking our stakeholder what they needed from a QI function. We did interviews, focus groups and surveys, and refined this into 5 domains. We set out 10 KPIs to monitor how well do are delivering on them.
Q-SM, Jem thanks for sharing your approach. Can you confirm I understood it right you can start anywhere on the diagram rather than strategic priority being your first step?
A-TJR, With reference to my BS ISI 7101 diagram – Yes you can start at any point but as earlier Clauses are completed then following Clause documentation must be reviewed for compliance.

Q7-MRK, Does ISO 9001 not state that it is the business area to determine control required?
A7-TJR, Yes that is the case throughout the Clauses of ISO 9001 and 710, but the documentation set produced must meet the requirements of the Standard. Audit will soon determine if the documentation is not sufficient. 

Q8-RM, I find ensuring competence and engagement from training to everyday - and showing that - an interesting and challenging area, like devolving and responsibilities and keeping a level of authorisation (e.g. legally speaking)
A8-TJR, A QMS can only be really effective if it is complete, i.e. all Clauses addressed and documented. Without this level of QMS design, documentation and Staff training staff cannot be expected to take responsibility.

Q9-IH, Agree with Tom, we use QI and QMS interchangeably but this is misleading - QI is just one element of a QMS.
A9-TJR, QI and a QMS are certainly not the same and should NOT be compared. Without an effective QMS the results of QI activities are unsustainable. The NHS needs Quality Management and not Quality Improvement.

Q10-KD, Agree - the improvement element of a QMS can often be referred to as only QI, however it can be all encompassing - audit, research and innovation etc.
A10-TJR, Have a look at https://catmalvern.co.uk/Lectures/ManagementSystems/Index.html
Can you see where the NHS’s QI activities fit into a Management System? (and NHS IMPACT)

Q11-MRK, I take the approach for ISO 9001 = business management standard - change business to organisation. 
A11-TJR, ISO 9001 and 7101 are standard for the design of a Management System for the management of the Quality of an organisation’s (business’s) deliverables. As part of the Management System the Quality of the organisations deliverables are pre-determined. 
Note: It seems to me that the only way that NHS Trusts implement their pre-determined standards is via their Standard Operating Procedures (SOPs). How do SOPs relate to QI activities? How do NHS Trusts ensure that day to day work activities are in compliance with relevant SOPs? How do SOPs relate to the day to day work activities of Trust Staff?

Q12-IH, Similar to Jem's experience, we don’t share same language in healthcare when we talk about quality and having a common shared understanding would be really helpful - this is very clear in other industries but still early days in healthcare despite some disciplines e.g. radiotherapy, pathology/lab where QMS is well established in our process but not so well understood for teams not in quality role and also mix up with clinical governance, quality governance, patient safety, risk management - the boundaries are blurry which isn't helpful for anyone who want to make sense of what QMS is.
A12-TJR, BS ISO 9001:, Annex SL, and BS ISO 7101:2023 State, quite clearly, what a QMS is. (These documents include standardised Terms and Definitions.) Of course you have to read them, and the associated literature, to understand Quality Management. I do agree this is not an easy task but most employees do not require detailed knowledge as long their organisation has a well designed QMS and a Quality Team to manage its implementation and that all training includes relevant and documented work procedures (processes). Patient Safety and Risk Management should be covered by the QMS. Remember the QMS includes all key work procedures (processes). The organisations QMS should be designed to include any requirements of Clinical Governance and Quality Governance.

Q13-LM, I'm sure your Pathology/Radiology Departments would be happy to go through their management system with you. I can only speak for Pathology here, but we usually have Quality Manuals which are quite high level documents mapping out how we comply with the relevant standard.
A13-TJR, I think that the Quality Manual, although not mandated, is a useful title for the document that specifies the requirements of Clauses 1, 4 and 5 and states its policy regarding Clauses 6 to 10. This document would cover all Departments of the organisation included in the Scope of the QMS (Clause 1). Each Department would then have a Procedures (processes) Manual covering the Services it delivered for the organisation.
This is not the traditional way that Quality Manuals have been designed but it makes the QMS a lot easier to understand and manage. I have designed a template for the structure of a Quality Manual.

IH, Radiology/Imaging Department have UKAS/QSI standards but I don't believe it's compulsory, unlike in Radiotherapy which it is mandated. A quality manual is no longer mandated but it's something maybe useful depending on how QMS is embedded in the Service.

ENQ, From my path labs experience in QMS, ISO 15189 and other accreditation standards we are also using Quality Manual that delineates our QMS processes. And also these are now integrated within the new CQC well-led single assessment framework, which is very encouraging for QMS to be embedded within NHS.
LM, There's also BS EN 15224 – Quality management system for healthcare

MDS, Tom's slides: https://catmalvern.co.uk/Lectures/Lecture10
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