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1- Information Overload!

m Habitual over-engineering or under-optimisation
Nature - Human nature to store, save just in case
Fear - litigation through lack of evidence
Knowledge - Lack of knowledge in a subject
Requirements - Failure to look at the requirements for compliance
Misinterpretation - of the written word

Detachment- from operations / enthusiasm _} 7{@ BLAH
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1- Information Overload!

m Hidden and visible pitfalls

- Cost — we are often under the impression
that compliance costs money but often it's
our own industries and inefficiencies that
create overhead.

- Time - Degradation of core business — not
enough time to complete what we should
be doing

- Compliance - Missing the obvious signs
for basic compliance due to the above

NHS
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1- Information Overload!

m Back to basics

- Scoping — Undertake a scoping exercise to see
iIf what you capture is relevant.

- Fresh Eyes — Take a fresh eyed view of what is
going on, ask the obvious questions, get
iInvolved!

- Control process — Ensure that you document
the process or method / write into a quality
system

NHS
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2- Setting up your medical device inventory to capture the
RIGHT information

m Establish your organisations
MANDATORY Dataset

Inventory
Maintenance
Repair
Replacement
Disposal
Documentation

University Hospitals m
of Morecambe Bay

NHS Foundation Trust

NHS
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2- Setting up your medical device inventory to capture the
RIGHT information

m Establish your organisations MANDATORY Dataset
Inventory

We need to have an inventory of all diagnostic and
therapeutic devices

This database needs to be able to identify diagnostic
and therapeutic devices

Maintenance
Repair
Replacement
Disposal
Documentation

NHS
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2- Setting up your medical device inventory to capture the
RIGHT information

m Establish your organisations MANDATORY
Dataset

Inventory
Maintenance

Documented process & system for the
maintenance of Medical Devices

Repair
Replacement
Disposal R;

Documentation

NHS



" J R AR

2- Setting up your medical device inventory to capture the
RIGHT information

m Establish your organisations
MANDATORY Dataset

Inventory
Maintenance
Repair
Documented process & system for the repair of Medical Devices
Linked to ‘sufficient quantity’ and ‘availability’

Replacement
Disposal
Documentation

NHS
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2- Setting up your medical device inventory to capture the
RIGHT information

m Establish your organisations
MANDATORY Dataset

Inventory
Maintenance
Repair
Replacement

Devices should be renewed under a recorded programme
Capital replacement process/programme
Revenue replacement process/programme

Disposal
Documentation

NHS
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2- Setting up your medical device inventory to
capture the RIGHT information

m Establish your organisations
MANDATORY Dataset

Inventory
Maintenance
Repair
Replacement
Disposal
Disposed of or recycled, safely and securely
Documentation

NHS
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2- Setting up your medical device inventory to
capture the RIGHT information

m Establish your organisations
MANDATORY Dataset

Inventory
Maintenance
Repair
Replacement
Disposal
Documentation

Supplied with the necessary information to minimise the risk of
using them incorrectly

NHS
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3- Developing information systems

m Three basic components are required:
Policy
Documented Process / Quality Procedures
Medical Device Management System
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3- Developing information systems

m Three basic components are required:

Policy

Should be a Medical Device Management policy, written to
comply with current NHSLA and CQC documentation.

Should take reference to the guidance in DB2006(05)
Documented Process / Quality Procedures
Medical Device Management System

NHS
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3- Developing information systems

m Three basic components are required:

Policy

Documented Process / Quality Procedures
Ensure that the policy is operationally implemented
Repeatability & consistency

Medical Device Management System
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3- Developing information systems

m Three basic components are required:

Policy
Documented Process / Quality Procedures
Medical Device Management System

Typically at a minimum a computerised database system to record
information however modern, more established systems extend
the scope to become a fully fledged Management Information
System (MIS)

- Compliment / guide workflows and processes

- Automatic gathering of evidence

- Manage evidence / documentation

- Task Management

NHS



" J R AR

4- What technologies or partnerships can
support us?

m Designing the right systems:

Who designed this system? I’d never have done it this way
Mechanics and their tools
Systemic review
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4- What technologies or partnerships can
support us?

m Investment and return:

Individual Development

Internal Solution: Where the site develops the skills and expertise to
create an automated system or process in order to improve.

Partnership development

Quick Fix: Where the site(s) work closely with the developer of the
system to partly automate as much as possible to compliment generic

working processes

Developer

Full Solution: Where the site(s) work closely with the developer of the
system to undertake some major revision to their software to re-engineer
or add new functionality.

NHS
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4- What technologies or partnerships can support
us?

mCase Studies:

- Individual Development — Locally devised automated systems

“Trust Website Updater”
- Capital & revenue replacement programme
- Risk based user training needs analysis
“PPM Reporting System” ****

- Pre and post visit notification and recording

“Contracts Notification”
- Automated notifications regarding support agreement
- Auto attachments to database with mailbox recording

“Customer Feedback Tool” ****
- Automated feedback tool to customers

NHS



4- What technologies or partnerships can support

us?

mCase Studies:

- Individual Development
“PPM Reporting System”

I| From

Subject

| Medical Engineering (UHME]}

Completion of Maintenance Visit to FGH Theatre {L00% of Devices Captured]

L
] Medical Engineering {UHME}

| Medical Engineering {UHME}
] Medical Engineering {UHME]}
] Medical Engineering {UHME]
] Medical Engineering (UHME]
] Medical Engineering {UHME}
] Medical Engineering {UHME}

| Medical Engineering {UHME}
| Medical Enaineerina {UHME!

Completion of Maintenance Visit to BLI Endaoscopy Unit {100% of Devices Captun
Completion of Maintenance Visit to RLI Clinical Investigation Unit [100% of Devic
Completion of Maintenance Visit to RLL Ophthalmics Department (100% of Device
Completion of Maintenance Visit to RLLEEG Department (100% of Devices Captur
Completion of Maintenance Visit to RL Clinical Skills Dept (100% of Devices Capt
Completion of Maintenance Visit to WGH Pre-Op Assessment [100% of Devices C
Completion of Maintenance Visit to WGH Endascopy Unit (L00%: of Devices Capt
Completion of Maintenance Visit to FGH Clinical Investigation Unit (30% of Devic
Completion of Maintenance Visit to FGH Clinical Skills Training Unit (100% of Des
Completion of Maintenance Visit to RL Pre-Assement unit {100% of Devices Capt
Completion of Maintenance Visit to RL Oncalogy Unit {(30% of Devices Captured
Completion of Maintenance Visit to PCT Langdale Suite South (100% of Devices C

Completion of Maintenance Visit to PCT Lanadale Suite Morth 90%: of Devices Ca

www.eDMe couk

Completion of Maintenance Visit to FGH Theatre (100% of Devices
Captured)

% (UHMB) on behalf of Medical Engineering (UHMB)

Mon 11/03/2013 13:56

| Message IE_I]P-Jst Report - FGH -THEAT'RIE - 2013 Jan.docox (29 KB}
@Questiannaire -FiGH.Doc (33 KBj

This is an automated message to inform you that the Medical Engineering
Department have now completed their service and maintenance visit.
The capture rate of scheduled devices was 100% against our target of 85%

Following the service wisit, we have taken the opportunity to provide you with an
electronic service report for your records.

Please confirm receipt of your reports by replying to this email, also any
comments are much appreciated.

Alternatively complete and return the comments sheet found at the back of your
report.

We would recommend that the department controllers print this file and include it
in their departments Medical Devices Folder as it can be used as evidence of safe
practice to 3rd party auditors

We would be grateful if you could spare & couple of minutes to complete our
questionnaire at

http://ubmb/clinicalservices/meddiv/Lists/Customer%205atisfaction®
20Questionnaire/overview.aspx

All Queries should be directed to

PPM Planning Ceordinator
Medical Engineering Department
Furness General Hospital
Telephone : 01229 491116

Notification System Developed by (c)




4- What technologies or partnerships can support us?

mCase Studies:

- Individual Development

“Customer Feedback Tool”

1 From

Medical Engineering [UHME}
Medical Engineering [UHME}
Meadical Engineering [UHME}
Medical Engineering {UHME}
Medical Engineering [UHME]}
Medical Engineering [UHME)
Medical Engineering [UHME]}

Subject

Medical Devices Request For Feedback for Job Ref:
1 J55320 010272013

Medical Devices Request For Feedback for Job Ref

Medical Devices Request For Feedback for Job Ref:
Medical Devices Request For Feedback for Job Ref :
1 156236 01/02/2013
1 J56276 05/02/2013
1 J56296 07/02/2013

Medical Devices Request For Feedback for Job Ref
Medical Devices Request For Feedback for Job Ref
Medical Devices Request For Feedback for Job Ref

J54564 01/02/2013

155923 01/02/2013
155924 04/02/2013

Medical Engineering [UHME]

Medical Devices Request For Feedback for Job Ref

: 156302 07/02/2013

Medical Engineering [UHME]}
Medical Engineering [UHME]}
Medical Engineering [UHME]}
Medical Engineering [UHME]}

Medical Devices Request For Feedback for Job Ref

Medical Devices Request For Feedback for Job Ref:
Medical Devices Request For Feedback for Job Ref:
1 J56507 15/02/2013

Medical Devices Request For Feedback for Job Ref

1 J56306 08/02/2013

156313 08/02/2013
156457 12/02/2013

www.eDMe couk

Medical Devices Request For Feedback for Job Ref: J56302 07/02/2013
SR (UHMB) on behalf of Medical Engineering (UHME)

@ This message was sent with Low importance.
Wed 06,/03,/2013 08:28

Médicai Engineering (UHME)

Recently, a member of the Medical Devices team visited COLPOSCOPY UNIT at RLI to
respond to a repair request for the following device:-

CARL ZEISS LTD COLPOSCOPE 130FC LIGHT SOURCE Asset ID 106310

The fault reported for this device was 'Camera On Microscope Connector Broken'

For quality purposes, each month we contact a small number of our customers and ask
them to complete a customer satisfaction guestionnaire.

VWe would be grateful if you could spare a few moments to follow this link and complete
the short questionnaire

Kind Regards,
UHME Medical Devices Team
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4- WWhat technologies or partnerships can support us?

mCase Studies:

Partnership Development
- “Capital Replacement & Inheritance”
- “Risk based training needs & Inheritance”
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4- \WWhat technologies or partnerships can support us?

mCase Studies:

Developer

“Auto attach” - Automatic attachment of documentation (evidence) to:

- Inventory / Devices
- Work orders / Jobs
- Suppliers/Contracts

“Job status process mapping” - Re-engineering of common processes
- Letters — Quotations, notifications, consignment notes, shipping

“Bulk operations”
- Acceptance testing
- Disposal of equipment

NHS
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5- Next Steps? m

mProactive practical steps to follow:
- Cut the excess
- Re-engineer your processes
Challenge
Slim down
Converge
Automate
- Engage with your stakeholders, ensure they listen to your needs
Peer group / networking forum
Product user or developer group

Management product provider
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hank you for listening

Any questions?

Joe Emmerson
Head of Medical Devices / Divisional Business Manager
University Hospitals of Morecambe Bay NHS Trust




