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Agenda Overview

Agenda Item Presenter Time Location
Tea, Coffee & Scones 10.30 Graves Hall
Welcome Mote Prof Conor O Keane 10.45 Corrigan Hall
Agenda Owverview M= Gillian Walsh 10.50
Programme Status Update Prof Kieran Sheahan | 10.55
Intended IT Solution & Implementation Plan Mr Fergus Murray 11.05
g = Data Extraction Mr Fergus Murray
% « Central Data Repository Mr Fergus Murray
= » Mapping Mr Fergus Murray
= Report & Analysis Functionality Dr Howard Johnson
» |mplementation Plan Mr Fergus Murray
Questions & Answers All 12.00
Proposed Information Governance Policy Prof Kieran Sheahan | 12.15
Question & Answers All 12.45
LUNCH 13.00 Graves Hall
Queries & Data Comparability 1400 Corrigan Hall
§ s Autopsy Guidelines
E » Surgical Guidelines Dr Niall Swan
E - Any other gqueries
Wrap up & Mext Steps Prof Kieran Sheahan | 15.30
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o Background

Need for Quality Assurance

— High Profile cancer misdiagnosis cases in
2007 & 2008

{
g

— No formal measures to reassure the public that Pathologists practice to the
highest international standards
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— No set national standards or benchmarks for key aspects of diagnostic service ..°§fq?gq%g,,
A
About the Programme L N
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— Faculty of Pathology launched the National Quality Assurance Programme in
Histopathology Jan 2009

— Run in conjunction with the National Cancer Control Programme (NCCP) and the Directorate of
Quality & Clinical Care

— Participation in the QA Programme is not mandatory but all 35 Histopathology laboratories in
Ireland, from both private and public hospitals, are taking part

RCPI are responsible for the executive management of the Implementation of the Programme
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Programme Vision
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The Approach

Profession

Led \

Shared Openness
Learning

Evidence

Collaboration Based
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Governance Structure

Steering Committee

Faculty, RCPI,
Observer: HIQA

Members: NCCP, Integrated Services, DQCC, HSE ICT, IHAI, <

Faculty

A

A

Y

Executive Management
Head of Operations,
Project Manager, RCPI

HSE ICT

y

A

A

Working Group

4

Local Hospital Project
Teams
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- Programme Status

« The Faculty of Pathology has
developed Guidelines for the
iImplementation of a QA programme
in Histopathology

« The key focus areas of these
guidelines are:

» Turnaround Time of samples |
« Completeness of reporting

« Accuracy of diagnosis
g1 15

« Once the programme is established, and data quality
has stabilised, standards or benchmarks will be
developed

« Hospitals can then monitor quality against these
standards on an ongoing basis
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Programme Status

Task Completion Date

Development, approval & release of guidelines Q2 2009 v
Development & approval of high level implementation strategy. Engagement Q2 2009 v
with key stakeholders. Questionnaire & training workshops.

Project scheduling and execution Q4 2009v
Release of revision 2 of guidelines Q4 2009v
Commencement of collation of QA data by each phase 1 hospital Q1 2010v
Selection of Data processing method Q2 2010v

Commencement of collation of QA data by each phase 2 hospital Q1 2010v
Submission of key quality data Q1 2011
Setting of National Benchmarks TBD
Embedding of QA programme TBD
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r- Guidelines

e Guidelines developed by the Working Group in consultation with
Phase 1 hospital clinical Leads

e Revision 1 released Q2 2009

e Reviewed every 6 months to reflect participant’s experience &
contributions

e To facilitate audit of Report Completeness Cancer Datasets developed
In consultation with 4 Cancer Dataset groups of the Histopathology
Working Group

e Paediatric Guidelines defined by Paediatric QA Subgroup
e Revision 2 released Q4 2009

e Adult Autopsy Guidelines further defined in consultation with Autopsy
QA Subgroup & Coroners Association

Revision 3 released Q2 2010
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Phased Implementation

All public, private & voluntary hospitals in Ireland with
histopathology laboratories (35 in total) taking part

24 hospitals in Phase one - implemented Guidelines 2009 &
begun live data collection Jan 2010

11 hospitals in Phase two — implementing Guidelines 2010 &

scheduled to begin live data collection Jan 2011

Some sites in Phase 1 who have been experiencing difficulties
may wish to consider moving to Phase 2
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Data Submission

e To minimise local workload, Faculty have decided Iin
favour of an automatic extract of data

e | ocal ownership of data will be maintained

e Data Extraction will be covered in more detaill later In
the Agenda
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Information Governance

¢ Faculty recognise need for confidentiality in clinical audit to
encourage full participation

e Faculty in collaboration with HSE ICT & Programme Steering
Group have developed Draft Information Governance Policy

e Key points of Policy will be discussed today

e Participants are invited to comment on Policy over the coming
month
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o Basic QA Programme Steps

« Conduct QA activity

Record » Record activity & associated data

ACCGSS » Access QA data

An alyse « Analyse QA data ]

Rep()rt « Generate QA report

|m prove  Use reports to drive Improvement
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- Summary Data Approach

Manual
preparation of
local reports

Extraction of raw Manual collation
data locally of results locally

Manual
preparation and Submission of data
circulation of by email to
national reports Faculty
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Raw Data Approach

Automatic
extraction of raw Automatic
data to Central collation of results
Database

Review of results
using template QA
reports

Preparation and
circulation of Approval & Sign
national reports off of QA data
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Pros & Cons of Each Approach

Raw Raw
A new data analysis resource for all More time required to implement.
quality indicators available to hospitals
Less human intervention Extra man power required
Less workload at local level when High dependency on Laboratory system
programme is established vendors
- Summary Summary O
= o
8 Clearly within scope of the project !_imited po_tential for_data analysis and a
interpretation at National level.
Within timeframe of the project More complicated audit required at
hospital site
Simple solution at Faculty level Greater risk of human error
Greater increase in workload for local
lab/IT teams
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Raw Data Approach Selected

 Studies have been completed to determine the most appropriate method of
data submission to the Faculty.

* Inorderto
« minimize local workload &
* ensure accuracy of data,
« allow standardised approach to QA data review & improvement

the Programme Steering Group and Faculty have decided on an automatic
extract of raw data.

« HSE ICT will work with local teams and LIS Vendors to develop
required extract



-84 ROYAL COLLEGE OF

¥/ PHYSICIANS OF IRELAND

F o
v

o Data Ownership

« The following steps will be taken to maintain local control over data:

 Data will be subject to local sign-off before it is accessible centrally
« Sensitive information will be encrypted before leaving hospital site

 During programme set up only local team will have access to data and
reports including Hospital ldentity

« Data protection law does not apply to data extracted as it will not contain
personally identifiable information

This will be discussed in more detail in Information Governance Section
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IT Support

« Conduct QA activity

R e CO rd * Local sites recording QA activities into LIS systems

A « HSE ICT working with Vendors & Local teams to
C C e S S extract data from LIS systems

* HSE ICT working with Health Intelligence Unit, HSE to
n a yS e Develop system to Store & Analyse extracted data

R e p O rt » System will include template QA reports

I m p rove + Use reports to drive Improvement
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Detailed Process Flow

Information Flow National QA Programme Histopathology

Local IT System

Code Data into
LIS

Extract Data from
LIS

Encrypt &
Transmit Data

Central Data Repository

LOCAL ACCESS

STEP 7

System Maps Analyse Local
Data Data

System Validates Generate Local
Data Reports

Approve Local

Import Data Data

NATIONAL ACCESS

STEP 12

Circulate Reports
to Data Owner/
Controller

STEP 11

Generate National
Reports

STEP 10

Analyse National
Data
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Data Flow
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- Data Extraction

« HSE ICT working with Vendors & Local teams to extract QA data
from LIS systems — data quality very important

* Vendors have been sent specification of required Extract file
(single interface) & scheduled to complete work by end Nov. 2010

« Some LIS Vendors recommend query tools, some recommend
bespoke solution

« HSE ICT have received capital funding for once-off development
work required from LIS Vendors

« Support will be required from Local sites in the application &
testing of chosen solution
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Data Extraction

« Local Laboratories will extract LIS QA data on a routine but
cumulative basis (rolling 12 months) using the ‘Case Received
Date’. For example;-

OA Extract | Jan | Feb | Mar | Apr | May | Jun | Jul [ Aug | Sep | Oct | Nov | Dec | Jan | Feb

Jan-10 Y

Feb-10 Y Y

Mar-10
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The Extract
- emaes

1 | Hospital Patient Identifier 8 Case Report Authorised Date/Time 15 | Specimen ID

2 | National Patient Identifier 9 Case Procedure Code 16 | Specimen Tissue Code

3 | Patient Sex 10 | Case Procedure Completed Date/Time 17 | Specimen Received Date/Time
4 | CaselD 11 | Case Quality Code 18 | Specimen Priority

5 | Case Age 12 | Quality Procedure Completed Date/Time | 19 | Block ID

6 | Case Received Date/Time 13 | Case Morphology Code 20 [ Stain Code

7 | Case Reporting Pathologist ID 14 | Morphology Code Authorised Date/Time | 21 | Stain Date/Time

Example
A594417, Female,HB000001S/10,64,17/08/2010,,17/08/2010,,,,,,,,,,,17/08/2010, Block 1,Stain 1,17/08/2010

A594417, Female,HB000001S/10,64,17/08/2010,,17/08/2010,,,,,,,,,,17/08/2010,,Block 1,Stain 2,17/08/2010
A594417, Female,HB000001S/10,64,17/08/2010,,17/08/2010,,,,,,,,,,,17/08/2010,,Block 2,Stain 1,17/08/2010
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System IT Data Phase 1 Phase 2
Name Vendor Extract Hospitals | Hospitals
APEX 1ISoft bespoke s/w 9 2

Telepath 1ISoft bespoke s/w 4 -

WinPath Clinisys bespoke s/w 5 4

Lab Centre| Clinisys bespoke s/w 1 -

Copath Sunquest guery tools 3 1

Meditech Meditech guery tools 1 1

AP Easy SBCNE guery tools 1 -

Netacquire | Custom s/w | bespoke s/w - 2

Manual - - - 2
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- Local Encryption

« Sensitive data extracted from the local LIS (i.e. MRN and
Consultant ID) will be encrypted locally BEFORE data

« Labs can use Case/Specimen ID to match with LIS patient

« The partially encrypted QA extract data for that period will then
be saved & transferred securely to a central data repository

« Each Consultant will be told the encrypted value of his/her own
ID enabling them to review their own data

« If Unique Health Identifier introduced - encryption process will
ensure that records for same patient in different labs not linked
together (i.e. will not result in same ID following encryption)
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Transmit Data to CDR

The proposed secure data transfer facility will comply with the
agreed Information Governance Policy

Partially encrypted files will be saved (with a different naming
convention) to a secure LIS directory or ‘drop off point’

An automated facility will ‘poll’ this LIS directory or ‘drop off
point’ and all such files, transferring them securely to the CDR

All files transferred will then be renamed/moved to prevent
them being copied a second time
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> Central Data Repository

- A system is required to store, analyse, access and report on QA data
centrally — with flexible design to ‘future proof’

« On investigation of potential systems to be used for this purpose, the
Health Atlas Ireland (HAI) system emerged as an excellent fit

« Health Atlas Ireland is an open-source system that provides geographic
mapping, database and statistical functionality

« Health Atlas Ireland includes a user-friendly interface which supports
web-enabled access across the Irish health sector

« The potential value offered to local users in terms of automatic
processing & reporting of data was recognised
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> Central Data Repository

W, A Histopathology Module within HAI is being developed to facilitate QA
data from this programme — existing supplier framework with OpenAPP

« This will be called the National QA Intelligence System (NQIS) for
Histopathology

« This module will primarily be a tool for analysing and reporting on QA
data over time, and will be available to all participants

« The HSE ICT has secured ICT capital funding for this project

* As the system is built on open source software there will be no initial or
ongoing licensing cost for users

Training will be provided on a ‘train the trainer’ basis
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NQIS Facilities

. Grant and restrict access to local and national users
. Maintain reference data

. Maintain mapping tables

. Validate and import LIS QA data

. Generate local reports and analyses

. Delete local CDR data (and replace)

. Sign off local QA data

. Generate national reports and analyses

Correct national CDR data
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Data Validation
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A balance must be struck between data quality and usability —
data already resides on LIS & may not be easy to change

Validation rules typically;-
— Prevent duplication of data (e.g. file processed previously?)
— Ensure QA files are well formed & can be processed

— Ensure that all mandatory fields completed, valid dates entered,
coded entries exist on reference/mapping tables where prescribed

Identify all applicable validation errors/warnings before
providing user with suitable report (e.g. on-line)

LIS QA files with errors should be rejected and renamed (e.g.
“filename.ERR”) so that they are not processed again



-84 ROYAL COLLEGE OF

¥/ PHYSICIANS OF IRELAND

Mapping

« As laboratories use different codes to record QA activities, data
extracted will require a mapping step on NQIS, for example;-

Local Codes National Codes
SLK — Case referred to St. Q001 — Case referred
Luke’s Hosp externally for review

WGH — Case referred to
Wexford General Hospital
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- Data Import

« Only additional QA data for each period is added to NQIS
database (i.e. ‘add differences’ approach)

« Datais initially imported with a ‘Local’ Status — data can only be
accessed and modified/replaced by local users within that lab

« Data is then verified using local reports/analyses. Incomplete or
iIncorrect data can be replaced with corrected LIS data

« Verified data can then be ‘signed off" locally, to assume a ‘National
status — anonymised data is now accessible nationally

« Authorised local users will always have access to their own QA
data, regardless of its status (i.e. local or national)
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Bl T Implementation Plan — Phase 1

Labs to ensure good data quality — has all QA data been
recorded accurately since Jan 20107

Working Group to finalise list of national QA codes asap

Labs to map local QA codes to agreed national codes asap,
and maintain mapping tables on an on-going basis

Lead/pilot labs to provide sample QA data using query tools
(e.g. data for July, July/Aug, July/Aug/Sept)

Labs using Copath, Meditech & AP Easy LIS to develop
extract queries, assisted by IT vendors & HSE by Nov.

LIS vendors of other lab systems to complete bespoke s/w
development by Nov, assisted by local labs, HSE & RCPI
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IT Implementation Plan — Phase 1

* HAI developers (OpenAPP) to complete development of NQIS
module by Dec, assisted by HSE & RCPI

« Lab personnel to assist with training, testing & implementation
of enhanced systems, processes & infrastructures by Dec/Jan

» Labs to extract & verify ‘live’ 2010 QA data from Jan-Mar 2011

 RCPI to produce national reports for 2010 in Mar 2011 &
consider benchmarks by June 2011
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B Need for Information Governance

« Patient ID & Consultant ID will be encrypted
« Therefore no data protection issue

« However Faculty recognise need for confidentiality in clinical audit to
encourage full participation

« During set up, external parties will come into contact with data albeit
encrypted

« Important for all parties to understand sensitivity of data & handle
accordingly

« Important for all parties to be 100% clear how data will be handled at
every stage of Programme
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P Consultant ID

« Medical Practitioners Act 2007 - all registered medical practitioners
required to maintain professional competence

* With professional development and clinical audit activities

« Participation in these activities will have to be recorded & reported to
Medical Council.

« The Faculty recognise the potential overlap between the QA programme
& Professional Competence from a data collection viewpoint
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- Consultant ID

» ‘Reporting Pathologist’ has been included in the data extracted from
the LIS so that it cane be cross referenced by clinical audit activity in
the future if required

« Consultant ID will be encrypted with each Consultant holding the key
to his/her own identity.

» This solution would be more complete if ‘reviewing Pathologist’ were
also recorded for each QA activity.

* This is currently not consistently captured as part of the QA
Programme.
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Information Flow

Information Flow National QA Programme Histopathology

Local IT System Central Data Repository

LOCAL ACCESS NATIONAL ACCESS

STEP 7 STEP 12

Circulate Reports
to Data Owner/
Controller

Code Data into System Maps Analyse Local
LIS Data Data

STEP 11

Extract Data from System Validates Generate Local Generate National
LIS Data Reports Reports

STEP 10

Encrypt &
Transmit Data

Approve Local Analyse National

Import Data Data Data




-84 ROYAL COLLEGE OF

¥/ PHYSICIANS OF IRELAND

Key Parties with Access to Data

« Data Originators — Participating Laboratories

« Data Controller — Faculty of Pathology & Programme Steering Group

« HSE ICT Directorate

« Health Intelligence Unit, HSE (Health Atlas Ireland)

ICT System & Service Providers ( Vendors)
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Data Originator — Roles & Responsibilities

« |dentify a designated Clinical Lead locally with overall responsibility
for the programme, e.g. Lead Pathologist, Clinical Director

« Report and escalate serious incidents and patterns of practice with
the potential to affect patient safety in compliance with local policy
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o Data Originator — Clinical Lead

 ldentify a designated person locally with responsibility for the
operational management of the programme on an ongoing basis

« Authorise local user access rights and access levels to the NQIS for
this programme

« Approve and sign-off QA data for each relevant period, allowing
status of data to change from local to national

Review local performance relative to National Benchmarks provided




-84 ROYAL COLLEGE OF

¥/ PHYSICIANS OF IRELAND

Data Originator — Operational Manager

* Provide accurate list(s) of locally implemented codes

« Maintain local code mapping tables on the NQIS

« Ensure data extracted from the LIS is accurate and complete

« Encrypt sensitive data (i.e. Medical Record Number, Consultant ID)

« Routinely transmit QA data to the NQIS

« Develop standard operation procedures (SOPs) for all QA
programme related processes

Supply and maintain up to date mailing list
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Data Controller — Roles & Responsibilities

Define the Information Governance Policy for this programme

« Oversee the development and implementation of the ICT solutions

* Ensure that adequate technical & organisational security

« Ensure that all NQIS users receive appropriate training

ldentify a designated National Operational Manager
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Data Controller — Roles & Responsibilities

« Authorise national user access to the NQIS for this programme

* Report serious incidents

« Use data in the setting of National Benchmarks

« Ensure data is not disclosed to any third party without consent of the
Data Originator

Ensure data is used only for the purpose intended
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. Data Controller — National Operational Manager
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« Ensure that all stakeholders and participants comply with the
Information Governance Policy for this programme

« Maintain list of national codes (e.g. quality, procedure, tissue codes)

« Assist Data Originators with the mapping of local / national codes

« Ensure that QA data is uploaded as scheduled, in a timely manner

« Co-ordinate the ongoing setup and removal of users

« Handle QA programme related calls/queries on an ongoing basis

Circulate national QA reports to the agreed list of recipients
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- Access

» Access to data in the NQIS will be restricted to authorised local and
national users

« Users must be members of the defined Data Originator, Data
Controller, HSE ICT Directorate and HSE Information Unit entities.

« Authorisation for the granting of user access accounts is required
from the specified Access Controller

« Each user must read and agree to a user undertaking

« User undertakings must be signed and approved by Department
Manager
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' Local National
Access Level
Standard [ Update Approval | Consultant Standard Administrator
Import & Delete No Yes No No No No
Permissions Analyse & Report Yes Yes Yes Yes Yes Yes
Sign off No No Yes No No No
Local Encrypted Yes Yes Yes Yes No Yes
: E'a“"”"’;' ; Yes Yes Yes Yes Yes Yes
Accessible ncrypte
Data
Consultant ID No No No Yes No Yes
Hospital | No No No No No Yes
égﬁ?rsosu er Data Originator Data Controller
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Reports - Local

« Participants will have the facility to access and analyse their own
local data

* Reports can be preset or ad hoc as shown by Dr Johnson

* Information governance around local reports should be consistent
with this national policy but governed according to local protocol
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- Reports - Central

# « Centrally generated reports will contain data pertaining to all participants
anonymously represented within the following groupings:

All Participants

«Cancer Centres

*Non Cancer Centres

« Centrally generated reports will be made available to participants, the
Faculty and the Programme Steering Group only

* Reports will be made available to each Data Originator and will identify
receiving hospital only. All other hospitals will be anonymous.

* Reports issued to Faculty and Programme Steering Group will be fully
anonymous.

Reports cannot be published to or shared with any other party.
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Queries & Data
Comparability

FACULTY OF PATHOLOGY

. ROYAL COLLEGE OF PHYSICIANS OF IRELAND
National

Cancer Control

"~ Feidhmeannacht na Seirbhise Sl4inte
Programme "_, Health Service Executive
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Data Quality

* Very Important for us to work together
to ensure:

—Data Quality
—Data Integrity
—Data Conformity
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Autopsy Guidelines

FACULTY OF PATHOLOGY

. ROYAL COLLEGE OF PHYSICIANS OF IRELAND
National

Cancer Control

"~ Feidhmeannacht na Seirbhise Sl4inte
Programme "_, Health Service Executive
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1.3.1 Adult Autopsy — Intradepartmental Consultation

Monitors Indicators
Intradepartmental % of total cases with Intradepartmental
Consultation Consultation
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1.3.2 Adult Autopsy — Case Review

Monitors Indicators
Autopsy Summary review of all cases
Case Review * % of cases with toxicology

* % of cases with histology

e % of cases with brain retention

e % of cases with other organ retention
Focused or Random review

o Review type
= No of cases reviewed

= % of total cases
reviewed
Evaluation of Overall Autopsy™"

o % Excellent
% Good

% Satisfactory
% Poor

% Unacceptable

|l C| O] O




ROYAL COLLEGE OF
2

PHYSICIANS OF IRELAND

Adult Autopsy Review Form

Histopathology QA Programme Adult Autopsy Case Review Form Revision 2.0 @ s i

Date of review (mm/dd/yyyy):
Reviewer Hame(s):

Autopsy Number:

NCHD:

Consultant:

Date of autopsy (mm/ddiyyyy):

Final report date® (mm/ddiyyyy):
Final Report Turn-around time (days):

Evaluation of Clinical Details provided [ Bosd [ sstigiseremn [ Unzstiziscrary [ Unsvsilsbie
Comment

Evaluation of Autopsy Protocol [ Gasd [ sstisisaten [ Unestisisctary

Comment

Evaluation of Special Procedures conducted

To liEOIDg? [T Considered necessan but not pericrmed [T Considered necessan and performed

Histalo ay I_ Consideted necessany but ot pericimed I_Cnnsidued necessany and performed

Brain retention [ Considersd necessan but et pericimed [ Consideed necezsamn and perfanmed
Evaluation of Overall autopsy diagnosis [ Escellers [ Giood [ Satistactory [ Unsatisfactory [ Unacceprable

Comment
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Adult Autopsy Review Criteria

Definition of Terms
Evaluation of Clinical details
Good: The history provides sufficient background information about the deceased to make clear the context of the autopsy

Satisfactory: The history provides some background information about the deceased and makes the context of the autopsy somewhat clearer - compared to
having no history at all,

Unsatisfactory: The history provides littie background information about the deceased or the circumstance of the death. It does not make clear the context of
the autopsy. it may leave the reader wondering where the deceased was at the time of death and in what circumstances they died.

Unavailable: Clinical details not available to pathologist

Evaluation of Autopsy Protocol

Good: The autopsy protocol is sufficiently detailed for the reader to understand how that particular system appeared during the autopsy macroscopically. A
good description may contain negative features — e.g. no focal lesions were seen on sectioning the brain’; the tricuspid, pulmonary, mitral and aortic valves
appeared unremarkable’,

Satistactory; The pathologist has made some effort to describe the mternal & external examination

Unsatisfactory: Very lttle effort has been made to describe the internal & external findings. R provides no or very little comment about negative findings,
implying a lack of critical observation

Evaluation of Overall autopsy diagnosis

Excellent: The autopsy report reads well and the cause of death takes inte appropriate account the findings presented in the autepsy repeort. The autopsy
report is of a standard that you would expect of yourselves and/or your collsagues

Good: The cause of death takes into appropriate account the findings presented in t
would be classified as excellent

3
.
¥
o
W
3
4
©
©
"
-
\
o
©
O
A
Il

y not be as detailed as an autopsy report that

Satisfactory: The autopsy report sufficiently explains the cause of death given by the pathologist. The autopsy report fulfils ts main purpose of documenting
the cause of death but lacks additional details that distinguish a Good or Excelient autcpsy report. There is cbvious room for improvement

Unsatisfactory: The autopsy report does not sufficiently explain the cause of death given by the pathoiogist. The cause of death may appear to be incorrect
based on the information presented in the autopsy report. The autopsy report is at a standard below what you would expect of yourself and your

Unacceptable: The autopsy report does not sufficiently explain the cause of death given by the pathologist OR the cause of death is incorrect. t may be
carelessly drafted. The autopsy report is below an acceptadie standard that the profession would expect, which indicates that the pathologist is likely to
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Autopsy Autopsy Guidelines - TAT

Monitors Indicators
Turnaround Total no of cases
Time. % completed within 1, 2, 3, 4,5 and 6 months

e (Case type

o

Cases with neither toxicology nor
neuropathology
= % completed within 1,2 and 3
months
Cases with neuropathology but no
toxicology
= % completed within 2, 3 and 4
months

Cases with toxicology

= % completed within 3 and 6 months
Cases with toxicology and other
examination e.g. neuropathology

= % completed within 3 and 6 months
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1.4.1 Paediatric & Perinatal Autopsy - Extra

Departmental Consultation

Monitors

Indicators

Extra departmental
Consultation

% of total cases reviewed at M&M
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1.4.2 P & P Autopsy — Retrospective review

Monitors Indicators

Retrospective | Case Type
review =  S|DS/Metabolic cases
= All other paediatric autopsy cases
o % of total cases reviewed
o Scores of cases reviewed
e Mean

e Range
e % cases below minimum
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1.4.2P & P Autopsy — Review Form

Factor Category Total Score | Factor Breakdown Score
Weights und measures 20+ Centiles/Reference ronges | 16 Exam ple SI DS
Baody weigh I
g it Max score = 500
T T Min Acceptable score = 380
Main organ weights 40* Heani b
Lungs 5
Liver b
kadney b
Hrain H
Minor organ weights 15 Spleen B
Adrenal A
Thymus 3
Histology main organ a0# Hean 14
Lungs 10
Liver 11
Kidney 11
Hrain 11
Histology minor organ 30 Spleen 11
Adrenal 1
Thymus 10
Radiology 1100k 11tk
Microhinlogy 50 Swihs 20
Blogd culivres 11
PCR: infectious disenss 11
CSF 11
Binchemistry 20 20
Toxicolagy A5% R
Yirology 10 10
Metabolic investigations+ 5l Ol Reed O snain for lipid® | 140
Others 4
Clinkeo-pathologle comment | 20% 211
Tatal Score
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1.4.3P & P Autopsy — TAT

Monitors Indicators

Final Repart | Total no of cases

Turnaround | % total cases completed within 1,2,3.4 5 and 6
Time, manths

% cases SIDS/Metabolic cases completed within
« 3 months
= G months

% all other paedialric aulopsy cases compleled
after 2, 3 and 4 month intervals,
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Autopsy QA Data

« Recording Autopsy Data on LIS common practice in some Labs

« Faculty recommend all labs adopt this approach

« Faculty also recommend recording Autopsy QA data onto LIS

« Should be done by expanding coding system adopted for Surgical
QA data

Faculty have provided the following list of Autopsy codes
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Adult & Paediatric Autopsy Codes

Q035

Post mortem — Toxicology performed

Q036

Post mortem — Histology performed

Q037

Post mortem — Neuropathology performed

Q038

Post mortem — Neither Toxicology nor Histology nor Neuropathology performed

Q039

Postmortem — Organ retained

Q040

Perinatal & Paediatric Postmortem — SIDS/Metabolic

Q041

Perinatal & Paediatric Postmortem — Non SIDS/Metabolic

Q042

Autopsy case review satisfactory

Q043

Autopsy case review unsatisfactory

Q044

Perinatal & Paediatric autopsy satisfac|t

Q045

Perinatal & Paediatric autopsy unsatisfactory < Min Accepted Score
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Implementing Solution

« Each Autopsy can be added to LIS as a new case

« Each Autopsy can be given a Lab No/Case ID with an appropriate
prefix e.g. A

* |tis not necessary to add full text of Autopsy report to LIS system

« If support is required links can be established with another lab
which has successfully implemented solution

Contact Programme Manager, Gillian Walsh
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Surgical Guidelines

FACULTY OF PATHOLOGY

. ROYAL COLLEGE OF PHYSICIANS OF IRELAND
National

Cancer Control

Programme [~ redhmeannachina seirbhsse idinte
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QA Guidelines

1.1 Hospital Workload
1.2.1 |Interinstitutional Consultation
1.2.2 |Intradepartmental Consultation
1.2.3 |Frozen section correlation
1.2.4 |Cyto/Histo correlation and follow up
1.2.5.1 |Retrospective review - focused real time
1.2.5.2 |Retrospective review - report completeness
1.2.6 |Multi disciplinary team meetings
1.2.7 |Laboratory based incidents
1.2.8 |Laboratory based external quality assessment
1.2.9 |Turnaround time
1.2.10 |Addendum reports
1.2.11 |Reports communicated directly to clinician by pathologist
1.3.1 |Adult Autﬂps!r Intradepartmental Consultation
1.3.2 |Adult Autopsy case review
1.3.3 |Adult Autopsy Turnaround time
1.4.1 [Perinatal & Paediatric Autopsy Extra departmental consultation
1.4.2 |Perinatal & Paediatric retrospective review

Perinatal & Paediatric Autopsy Turnaround time
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Hospital Workload 1.1

Case type
Total no of cases"
Total no of specimens
Total no of blocks
Total no of slides
Biopsy
Mo. of Small Biopsies"
MNo. of Gl Endoscopic Biopsies
Mon - Biopsy
Mo. of Cancer Resections"
MNo. of Non Biopsies other”
Cytology
Mo. of Gyne Cytology cases”
No. of Non-Gyne Cytology cases - Exfoliative™
No. of Non-Gyne Cytology cases -FNA™
Autopsies
Mo of Coroner Autopsies™
MNo. of consented Autopsies”
MNo. of consented autopsies as a percentage of overall hospital
deaths.
No. of Immunohistochemical stains (excluding controls)
Mo of cases
Mo of stains
Mo. of Special Stains™ (excluding controls)
Mo of cases
Mo of stains
MNo. of Frozen sections
Total no of cases

Total no of specimens
Total no of blocks
Mo of cases by organ/site™
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Hospital Workload 1.1

« The Faculty acknowledge that every slide is worked on

 Need to consider how to count this workload in a meaningful way?

« What are we really trying to capture?

 INAB accreditation may bring about more conformity in how we

record workload
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Hospital Workload 1.1

« Faculty suggest Control slides & unstained slides should not be

counted in Workload totals

« The practice of recording further levels varies widely from lab to lab

 Faculty propose to accept variation in how further levels are
counted and use Workload figures as an approximate guide only for

any composite analysis of labs

Better suggestions on how to consistently capture further levels?
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Procedure code table

QA Guideline | Code Expansion
11 P01 Small Biopsy
P02 G| Endoscopic Biopsy
P03 Non Biopsy — Cancer Resection
P04 MNon Biopsy — Other
P06 Non Gynaecological cytology — FNA
PO7 Mon Gynaecological cytology — Exfoliative
P09 Gynaecological cytology
P10 Post mortem - Coroner
P11 Postmortem - Non Coroner/Consented/House



-84 ROYAL COLLEGE OF

¥/ PHYSICIANS OF IRELAND

B Case Type Classification Queries

Example 1 | > Skin Punch biopsy is PO1

»Non-melanoma skin cancer resections are non biopsies P04
» Currently melanoma wide local excisions +/- central node are
considered cancer resections P03

Example 2 | >Resections for a biopsy-proven neoplasm in which there is no
residual tumour present in the specimen(e.g. Radical hysterectomy,
mastectomy, colectomy for malignant polyp) should be coded as
cancer resection P03

»Resections for non invasive neoplasms are also included as P03

Example 3 | > For Staging operative specimens prior to resection(e.g. Lymph
node biopsies, liver biopsies) these should be recorded as cancer
resection specimens. Coding depends on nature of the specimen i.e.
Liver biopsy = P01, lymph node biopsy = P04

»During the definitive cancer surgery where multiple specimen types
are received e.g. Whipple’s with gall bladder, lymph node (only 1 P
code i.e. P03 is applied
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General Coding Queries

1| Only one P code per case number

2 | TURB with bladder tumour is P04 (cystectomy would be P03)

3| All outside material referred in for opinion / review / additional testing is P04
- must also get relevant Q code if applicable

4| All supplementary reports need a Q code
- additional information (Q020), amended report (Q021), corrected report

(Q022)

6 | Diagnosis does not change P code
TURP (P04) that contains adenocarcinoma does not change to a P03
LLETZ (P0O4) with stromal invasion does not change to P03

Upper & lower Gl series, split into separate case type categories
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1.2.1 Inter Institutional Consultation

Monitor Indicators
Inter Institutional Cases referred externally for review™
Consultation « No. of cases referred

e % Agreement™

Cases received internally for review™
« No. of cases received
« % Agreement

Cases referred externally for opinion™
» No. of cases referred

 Should we consider recording cases referred in for opinion also?

« Where a single Pathologist laboratory seeks a second opinion

within his/her regional hospital network code as Intra Departmental

If sent further afield code as Inter institutional
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Intra Departmental Consultation

' Monitor

Indicatars

' Intradepartmental | e
Consultation

% of total cases with intradepartmental
consultation

« Where a single Pathologist laboratory seeks a second opinion

within his/her regional hospital network code as Intra Departmental

 |If sent further afield code as Inter institutional
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1.2.3 Frozen Section Correlation

Monitor Indicators

Correlation of Mo. of cases, No of blocks
frozen section Correlation Results™
diagnoses versus % Concordance
final diagnoses. % Deferral rate

% Minor Discordance
% Major Discordance
Turnaround time™"

Median

« TAT = Total TAT divided by the no. of Blocks

 Where a Frozen section case contains a number of Blocks, TAT =
Total TAT divided by the no. of Blocks

 Where a Frozen section case contains a number of specimens
provided over a period of time, each such specimen should be
considered as a unique case only for the purpose of calculating TAT.
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1.2.4 Cytological/Histological Correlation

Monitor Indicators

Cytological/ Period of review

histological Case type™

correlation and = NMo. of cytology cases with histology follow-up

follow-up « Total no. of all cytology cases(with and without follow-
up)

o Correlation Results™"
= % discordance
» % false positive cases
» Discrepancy Classification™"
s % false negative cases
» Discrepancy Classification

« Are the following optional codes useful?

QA Guideline | Code Expansion
1.2.4 Q024 Cytology Interpretation error
Q025 Histology Interpretation error
Q026 Cytology sampling error
L Qo27 Histology sampling error
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1.2.4 Cytological/Histological Correlation

« For excessive numbers of cytology cases with histology follow up, it
Is recommended that all higher risk, clinically relevant cases and a
minimum of 10% of all remaining cases be reviewed.

« Cyto/Histo correlation should only be conducted on cases with
Histology occurring within 6 months of original Cytology

« Cyto/Histo correlation should not be done in isolation

Code assigned to Histology case
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1.2.5.1 Retrospective Review - Focused

Monitor Indicators

Focused real time | Case type

review % of cases reviewed
« Period of review

« No. of cases per review
« % Agreement
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1.2.5.1 Retrospective Review - Report Completeness

Monitor Indicators
Report Case type
completeness No of reviews

« Period of review
« No. of cases per review
» % Completeness™

« Faculty have released minimum Cancer Datasets for Lung, Breast,
Prostate & Colorectal cancer reporting

» Report completeness should be measured against datasets

Datasets will be reviewed after a period of general use
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1.2.6 Multl disciplinary Team

Monitor Indicators

Multi disciplinary | Total no. of cases reviewed™"
Team % Agreement
Conference type
= Total no of cases reviewed per
conference type
= 5 Agreement

« Where no in house MDT's are held in a hospital, a case should only be
recorded as reviewed at MDT if pathologist from institution which generated
the case participates in person or remotely i.e. via video link.

« Case should be recorded under Inter-institutional case review as ‘case
referred externally for review’ or under Intradepartmental consultation for
cases sent out from smaller departments within their regional network.

 If a case is reviewed more than once at MDT, each individual review should
be counted.
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Laboratory based Non Conformances

Monitors Indicators
MNon- Pre analytic™"
conformance » Total No. of non-conformances(expressed as % of total cases)
" reporting o Risk rating ™
Analytic ™
» Total No. of non-conformances(expressed as % of total cases)
o Risk rating
Post Analytic phase™"
» Total No. of non-conformances(expressed as % of total cases)
o Risk rating
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HSE Risk Assessment Matrix

Risk rating = Likelihood x Impact

TABLE 1: LIKELITHOOD SCORING

TABLE 2: IMPACT SCORING

core Impact
Actual Actual o Actual o Actual o Actual o —
Frequency Probability Frequency Probability fraquency Probability Frequency Probability Frequency Probability 1 N'Eg]lgll)l'ﬂ
Qeeurs Docurs Qs At least
every 5 1% avery -5 10%% every 1-2 50% Bimonthly T5% H LY 2 M inﬂl'
‘years ar years years mont ¥
—_— 3 Moderate
4 Major
Table 4: HSE Risk Matrix (Combining Impact and Likelihood) 5 Extreme

Risk Matrix |
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o Alternatives

A) Tallor existing HSE Risk Matrix to
Pathology

B) Look at using Royal College of
Pathologists guidelines

C) Other suggestions?
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RC Path Guidelines

Category
(Expression

of concern)

Description

A

Inadequate dissection, sampling or macroscopic description

Where relevant, this should be assessed against guidance such as the College
datasets and tissue pathways. It should be remembered that the pathologist issuing
the final report may not have dissected, described and sampled the specimen.

Discrepancy in microscopy

1. A diagnosis which one is surprised to see from any pathologist (e.g. an
obvious cancer reported as benign)

2. A diagnosis which is fairly clearly incorrect, but which one is not surprised to
see a small percentage of pathologists suggesting (e.g. a moderately difficult
diagnosis, or missing a small clump of malignant cells in an otherwise benign
biopsy)

3. A diagnosis where inter-observer variation is known to be large (e.g.
disagreements between two adjacent tumour grades, or any very difficult
diagnosis)

(Note: In deciding where a specific discrepancy lies in this classification,
consideration should be given to the range of responses that might be expected if
the case was used in a relevant interpretive external quality assessment scheme. (1)
would be a surprising diagnosis even from one participant; (2) would be unsurprising
from a small minority of participants; (3) would generate diagnoses so varied that the
case could not be used for scoring purposes.)

Discrepancy in clinical correlation

This would represent a failure to answer the clinical question (if clearly expressed on
the request form), despite that answer being evident from the material available; or a
failure to indicate that a specimen is clearly inadequate to answer the clinical
guestion.

Failure to seek a second opinion in an obviously difficult case
This could imply over-confidence

Discrepancy in report
This would include typographical errors and internal inconsistencies or ambiguities in
the report which should have been corrected before authorisation
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RC Path Guidelines

Category Description
(Duty of care) (with examples)
1 No impact on care
+« No harm: erroneous report not transmitted or received
+« Near miss: erroneous report received but ignored or disregarded
2 Minimal harm (no morbidity)
» Delay in diagnosis only, <3 months
¢« Unnecessary non-invasive further diagnostic efforts (e.g. blood sampling,
radiograph, computed tomography)
+ Delay in therapy only, <3 months
» Unnecessary therapy based on diagnostic error without morbidity
3 Minor harm (minor morbidity)
* Delay in diagnosis only, >3 months
+ Unnecessary invasive further diagnostic efforts (e.g. biopsy, angiogram)
+ Delay in therapy only, > 3 months
+ Delay in therapy with minor morbidity e.g. unnecessary therapy
4 Moderate harm (moderate morbidity)
* Moderate morbidity due to delay in diagnosis or therapy
+« Moderate morbidity due to otherwise unnecessary diagnostic efforts
+ Moderate morbidity due to otherwise unnecessary therapeutic efforts
5 Major harm (major morbidity)
+ Loss of limb or an organ or function of an organ system due to
unnecessary diagnostic efforts
« Severe morbidity due to delayed or unnecessary therapeutic efforts
+ Death
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- 1.2.7 Lab based EQA

F o
v

Monitors Indicators

Benchmarking — List of external quality assessment schemes
(External Quality | participated in by hospital.

Assessment)

* Itis highly recommended that all histopathology
laboratories participate in external quality
assessment schemes

* This data is not captured in LIS extract & will be
entered into NQIS separately
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1.2.9 Turnaround time

Monitors Indicators

Turnaround |« TAT for all Surgical cases
time * % completed by day™™ 1,2,3,456,7, 8,9, 10
« TAT for all Cytology cases
* % completed by day 1,2,34,56,7
« (Case type
= Small Biopsy
= 9% completed by day 1,2,34.56,7
o Gl Endoscopic Biopsy
* % completed by day 1,2,3,4,56,7
Non Biopsy — Cancer Resection by organ/site™
= % completed by day 3,4,5,6,7,8,9,10
o Non Biopsy other
» % completed by day 3,4,5,6,7,8,8,10
o Non Gynaecological cytology — FNA
= % completed by day 3,4,5,6,7
Non Gynaecological cytology — Exfoliative
* % completed by day 3,4,56,7
o Gynaecological cytology
= % completed by day 3,4,.5,6,7

o

[
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o 1.2.9 Turnaround time

e Turnaround times will be calculated automatically on
NQIS

* For Turnaround time calculations the day of receipt of a
specimen is considered day O.

« The % of cases completed by day 1 includes samples
completed on day 0 and day 1

Turnaround time excludes Weekends & Bank holidays
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1.2.10 Addendum Reports

| Monitors Indicators
Addendum Review Period
Reports Report type ™

o Y% Corrected report
o Y Supplementary Reports
o % Amended Reports
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1.2.11 Reports communicated to Clinician

Monitors Indicators

Reports communicated Mumber of cases reported to clinician
directly to clinician by (expressed as a percentage of total cases)
pathologist
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Wrap Up & Next
Steps

FACULTY OF PATHOLOGY

. ROYAL COLLEGE OF PHYSICIANS OF IRELAND
National

Cancer Control

Programme ff~ redhmeannacht na seirbhise Sidinte
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Next Steps for Programme

¢ Allow consultation on Information Governance Policy

¢ Release Information Governance Policy

e Support development of method of QA data extraction

e Support Phase 2 in Guideline implementation

e Develop NQIS system

e Set up & train participants on NQIS system

e Generate QA reports

e Develop proposal for the setting of National Benchmarks

Develop proposal for embedding QA programme into Healthcare system
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Next Steps for Phase 1 Participants

« Communicate updates from today to department

« Continue to review QA data regularly

* Review Guidelines and ensure all aspects are
Implemented

* Encourage members of department to record QA
activities consistently

Support IT solution implementation
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B Next Steps for Phase 2 Participants

Communicate updates from today to department

Set up Quality committee if it does not already exist, In
small departments this may be just Pathologist and
scientist

Agree plan to implement Guidelines by the end of the
year

Seek support from Phase 1 sites through programme
manager if required

Implement guidelines
Test data collection method
Begin live data collection Jan 2010




