South Africa

Establishing a National Patient Safety Incident
Reporting and Learning System for public health
facilities in South Africa

Presenter: Ronel Steinh6bel
National Department of Health
Directorate: Quality Assurance

For the Ministry of Health Maldives

il
%\;;4% health

& b Department:
‘:;“;‘,‘ Health
g REPUBLIC OF SOUTH AFRICA

Rz




Contents

» Country background

 Definitions and Objectives

* Why develop a patient safety incident (PSI) reporting and
learning system?

» Purpose of the PSI reporting and learning system

« How was the PSI reporting and learning system developed?

* What is reported

» Implementation of the PSI reporting and learning system

* Findings

« Way forward

%;;% health

Department:

2 £ Health
W REPUBLIC OF SOUTH AFRICA



National and geo-economics

Located at the southern tip of Africa

National Health Act, No. 61 of 2003 T ,,m““@\
Ministry of Health — sets policies, monitor g,

Mafikeng ‘Pg_et?ri‘

. - '_‘- sburg

iImplementation. Approval obtained through ‘(
National Health Council
9 provinces (responsible for providing healthcare

services, autonomous), sub divided into 52 Districts \‘-\ -
Population of 56 million — 80% of population use \J\R‘v _‘-:j;-.; Gk
public health services N e, el et NG
Total expenditure on Health as a % of Gross Nt 2

DomeStIC PrOdUCt (GDP) = 8'8% @\NesternCApe @Eastem Cape @NorthemCape
3 426 Primary Health Care facilities @Freestate () Northwest  (§)Gauteng
422 hOSpitaIS @) Limpopo (@) Mpumalanga () KwaZulu-Natal
93% of population has access to a health facility

within 5km (45 min walk) radius



Definition and Objectives

Definition of a Patient Safety Incident (PSD)*:

PSI is an unplanned or unintended event or circumstance that

could have resulted or did result in harm to a patient while in the

care of a health facility. This event is thus not due to the
underlying health condition or natural progression of disease. An
incident can be a near miss, no harm incident or harmful incident

(adverse event).

Objectives:

« To set up a national standardised patient safety incident
reporting and learning system to give direction to the public
health sector of South Africa regarding the management of
PSIs.

« Data on the reporting of PSIs will be used to develop national
action plan/framework to improve patient safety to ensure that
all South Africans receive safe healthcare.

Patient Safety Incident Reporting and Led g
in the Public Health SEctor of South Africa

National Guideline for
Patient Safety Incident
Reporting and Learning in
the Health Sector of South
Africa

$J health
@) =

Version 2 - 2021




Why develop a reporting and learning

system?

First Guideline developed in 2017:

* No national uniform system to report patient safety incidents
=) number and type of PSlIs not known = improvement strategies?

« World Health Organization’s (WHO) call that all countries should have a national
system for PSI reporting and learning.

* Increasing cost of litigation cases in health sector - Medico-Legal Summit
hosted by the Minister of Health in March 2015. Recommended that a uniform
National Reporting System be developed.

* Audits results from Office of Health Standards Compliance (Regulatory body):
35% compliance for management of PSIs.

Version two approved in 2021. Revision was prompted by two documents:

e 2020/21 Annual PSl report that included an analysis of the data reported on the

National PSI RLS over a two-year period (2018/19 and 2019/20).

e WHQO'’s Global Patient Safety Action Plan 2021-2030 - contains core and

advanced indicators that countries must report on.




Purpose of the PSI reporting and

learning

Create a framework to guide the implementation of a PSI reportlng
system in the public health sector.

Standardise the definitions, classification system, methodology for
reporting, investigating and responses to PSIs.

Ensure that statistical data on PSIs are readily available through
the web-based information system for planning, decision making,
prevent reoccurrence of PSls (learning) to ensure that patient safety,
guality of care and health outcomes of patients are improved »
Inform the development of national and provincial action
plan/framework to improve patient safety.

Ensure appropriate communication with patients who have been
harmed due to a PSI, including an apology if indicated.



How was the reporting and learning system

developed?

End of 2015: Situational analysis conducted in 9 provinces

4

Jan 2016: First draft developed — request inputs from provinces

\ 4

May 2016: Inputs reviewed - Finalised the National Guidelines
for PSI Reporting and Learning for public health facilities

Jun to Sept 2016: Presented at various national committees for
approval e.g. Managerial, District Health, Hospital, National
Health Information System
¥
Oct 2016: 18t presentation to Technical advisory Committee of
the National Health Council — sent back to revise

¥

March 2017: Approved by National Health Councill



What Is reported

 Harmful incidents, no harm incidents and near misses

« Uniform Classification system according to WHO'’s Minimum Information
Model (MIM) for PSI reporting
Classification according to:

v Incident identification (patient (age& sex), time, location)
v . N
’ Contrlbutlng Iactor HO provided
|nC!dent type _ o technical assistance
v Incident outcomes (patient & organization)* with development of the
v Resulting actions férsgtgu'ﬁ'e“l?ﬁ
0 etter Hea
v Reporter o Programme — Mott
v' Free text (Summary of PSI & Findings/ MacDonald (UK)

assisted with the
revision

recommendations)

* WHO Conceptual framework for the international classification for patient safety



« Severity Assessment Code (SAC):
! lll-udElHte M'3 H4

« Three indicators:
v' PSl closure rate
v' SAC 1 reported within 24-hour rate
v" PSI closure rate within 60 working days




Appendix F: Patient Safety Incident Reporting Form

Section A (notification) - to be completed by the staff who witnessed the incident that occurred. Submit section A and B to next level for

notification for SAC 1 incidents

Section B {Account of the event by patient, siaff or other witnesses)- to be completed by staff, patients or other that were directly involved

9. Date SAC 1 reporied to next level _
10. Time SAC 1 reported to next level _

while the incident took place
Section C(investigation) - to be compld
incident took place

SECTION A — Notification of

8. SAC

rating: Mark
with an X

.H
12. Patient and ward information
Patient name and surname

report PSI with
SAC =1

13. Staff witnesses

Patient file number
Patient |d number
Location (department/ward}

11. No of days to

— Patient safety incident form

8. Patient Accidents and self-inflicted injury

Meicsl pnonedure perionned without valid - - " Falls — Bedside
1. Date of PSI [ Age consent _ _ Aae ranshusion i _
T — Gender Tel=i=d blood lin boad Delayd Farafiaion reactions] euents (g Fais — Talzveathioom
3. Event identified gathuliila] Final diagnosis ___ __ infictions _ _ Transfusion Transmitted infections;
by health Number of patienis n e Fatent noomecty 10enthed and recorded | Peripherl line Blood Irfecton Fals —Steicher
: Miszing patient record ‘Surpical site infiections 6. Medical device/equipment F ierapeLic equipment
professional wardiead count Tndiear Teg=r ool Not availzbie Fatertmury
. Hosptl soqured poeumoria _
Name of facility patient was in patient recol
= r—m = referred from (where applicable \entiltor assocated Failure | Self-inflict=d mjury
4. Provide a short overview of the 1 (vhere applicable] al process/ proced Catheter aseociated urinary ract nfection Nmusedwrrem Suicide Aftampted suicide
o Name of facility patient was down e e
What happened/went wrong? referred to (where applicable) pef cated Communicsble diseases 5. External Tatural very, or doaster | Equipment. products Tuetn (= i:‘rviuels. s and gl o Psaﬁ n'n Emergensy medical serviees
i " F ernal prov ranspo
_ __ | Compiled by: Designd Parformed on wrang patient dicati d =! (€ Other Tol specied in classioabon 1 106
| What is the initial outcome or harm? | g'_:“'?"‘ : cedure emors Incorrzet disper b. Root cause analysis - These are the most fundamental underlying factors conlributing to the incident that can be addressed
SECTION B- Account of the event bi I at| | Surpieal procedurs amors Omitted medicine or dose 1 Contributing factor Describe the factor that contributedto  Describe the action plan to Person responsible for Date for
. = m 1. Account by staff, patient or [T A1 el f] | Incomect  treatment  provided  cinical i the event rectify the identified problem _implementing the action plan __implementation
. Describe immediate actions tak | yyres secison e :':dm"ed"mava‘la_bb
inical Emor iverse drug resclion
What happened fo minimise harm? P s o o e TS :
rart ncorrest medidne
incorect dose sirengi
‘Who led that action? Mizzed or delayed diagnosis ncomect patient
' neores Peguingy =" 3. Findings and dations of the investigafi
Ferformed on wiong body part sit=f side_| Incon=st route 7] - Findings and recommendations o nvestigation
Retenfion of fareign object during surpery ipfion error FEzci | What were the key findings fwhy did the incident ooour|?
What was the outcome of the g e b (wty did the incident cecur]
Account Z: Mlunh::q].llad ‘What are the key 7 (Note: shoukd address all the root causes and lessons lzamed, be designed to significantly reduce the lkelihood of recurrence andior
6. Provide a description of comm Whang technique ‘severity of outcome; be oizar and concise and kept 1o a minimum wherever possitle: be Specific. Measurable, Achievable. Realistic and Timed (SMART) 50 that shanges and improvements can be
ra—y = ‘evaluated; bepnumsedwhseverpasslb\e be categorised as- those specific to the area whers the incident happened; those that are common cnly to; the organisation involved; those ihat are universal to
What and how was the incident communi 2. Framework for root cause analysis and implementation of JEETEET NS sgnificance.)
a. Contributing factors — Mark with an X
‘What and how was the incident communi 1. staff Lack o &nowiedge of | Human emar | Humen emor - | Risky
Compiled by: Design: clinical processes/ | clini min teha
— — — - . guidelines’ protocols 4. Tvpe of behavi ccording to Just
What and how was the incident escalated t0 management within the facility? (if appropn| [2 Patent Bshavicur ] Communicaton fector 5. Provide a description of final commu
3. Work/ Fhysical  emircnmental Rematal long distanca oM SNVt | \hhat and how vias the incident
Tvpe of patient safetv incident (PSI): Mark with an X (review this once th | R s B e I e L el e e P e st
Near miss date argroved datal aporoued

Date of closure of PSI
case

Patient outcome according to
degree of harm: Mark with an X

1.

8. Type of closure: XIS
mark with an X concluded
Neonatal trauma Obsteine trauma

Referred to
labour relations
o Torgercacadies 32 P arer

No days to close PSI Litigation
case

fon
Chad Aduft Neonatal | WMat=mal in Fenoperative death (30

Desihs dus fo hospiial assocated | Deaths dus i haanh

gean | deah | gean gt venous ted sepsic | days afier surge
Organisational outcome: engthaf | Admissen 1n5pecla\ Care area Addional
g - high care or IC quipment required

= 2.0, hig
Mark with an X Formal Sompal | Daaged repuiation | Legsl raniheations Mo longer dassfid 55 5 PS Sher

Compiled by DNe<ianation Sianature DNate:



Implementation of the reporting

and learning system

Designate a provincial PSI
champion in each province

Nov and Dec 2017: Provincial o GRS 100 ceporind SLCL .
workshops conducted to train e e S S

staff

¥

Implementation through
national, provincial, district and
facility Patient Safety
Committees

4

Implementation commenced
on 1 April 2018 (beginning of
financial year)




Implementation through Patient Safety Committees

Terms of Reference (TOR) for Provincial PS Committee

Develop a provincial protocol/guideline.

Monitor that facility/District office’s standard operating procedure (SOP) are aligned.
Assist health facilities/district offices to mitigate immediate risks.

Monitor time frame for reporting of Severity Assessment Code (SAC) 1 incidents.
Review PSI reports for all SAC 1 incidents, investigate further were indicated

Monitor SAC 1 incident finalised within 60 days.

Monitor that recommendations are implemented, prevent reoccurrence

Conduct quarterly meetings (attended by hospital and district representatives)

Analyse (including data quality e.g., is it a PSI, classification done correctly?) and
compile reports.

Submit quarterly statistical reports to the national department (where a national web-
based reporting system is not in place)

Disseminate lessons learned from PSI management/ issue alerts

Foster a Just Safety culture

Implement provincial system-wide initiatives to prevent reoccurrence

Provide continuous training of staff/ identify training needs



Implementation through Patient Safety Committees

TOR for Hospital, Community Health Centres, District/Sub-district

Develop SOP for PSI Reporting and Learning System (aligned with Provmmal
protocol/guideline).

Designate staff members to manage PSls in every unit/ward.

Monitor adherence to SOP.

Conduct monthly meetings (can form part of other existing Quality Assurance/Improvement
forums).

Report all SAC 1 incidents within 24 hours to the next level.

Investigate SAC 1 incidents further were indicated (District offices.)

Monitor that SAC 1 incidents reports are finalised within 60 working days.

Monitor implementation of recommendations g) prevent reoccurrence.

Analyse (including data quality e.qg. is it a PSI, classification done correctly?) and compile
monthly/quarterly/annual reports

Submit monthly statistical reports to next level (where a national web-based reporting
system is not in place)

Disseminate lessons learned

Create a Just Safety Culture

Attend Provincial Patient Safety Committee meetings
ldentifv trainina need</Coordinate contintiotic trainina of <taff/



Why and how were the revision

done in 20217

Why

« Annual report indicated that analysis of classification does not provide
meaning full aggregated data. Partly because additional sub-
classifications were required, and staff did not correctly classify
iIncidents. Category for ‘Other’ for type of PSI constituted 25%.

 Add additional classification to report on WHO indictors in Global
Patient Safety Action Plan

How

o Detailed analyses conducted on data that was collected since
Implementation of the PSI RLS (2 years) — guided revision of
classifications.

e Supported by Better Health Programme South Africa - Mott
MacDonald (UK offices).



What was revised?

« Classifications revised for:
v’ type of PSI,
v’ contributing factors,
v' Outcome (patient and organization) and
v’ severity assessment code (SAC) - added SAC 4 (no harm)
« PSI definition. The definition was reviewed to ensure that everyone has the same
understanding of what a PSl is. A decision tree to guide staff to correctly to identify
a PSI was added.
« The PSI reporting form:
v’ rearranged to allow for a logic flow for collection of information.
v’ classifications were updated according to the revised classification
v' prompts were added into some fields to guide staff on the content to be
completed for those fields.
« Added an algorithm to guide a just assessments of individual acts of staff based on

the Just Culture.



Maot reported
as PS5l

PSI decision tree

Event
occurred
Event accumrad Event occurmed
whilst patient was | whilst patient was
within the care of a [ 1 NOT within the care
health faciities of & facilities
Event resulting from Event resulting from the
the natursl " delivery of care, care
progression of services or whilst patient
medical condition wias within a heslth facility

No harm
incident

Harmful
incident

Mot reported
as g PSI




Algorithm to guide a just assessments of individual

acts of staff based on the Just Culture.

Start here

1. Deliberate Harm Test

Identify at the earliest possible
stage those rare cases where
harm was infended

4".‘&5

Were the actions as intended?

United Kingdom National Patient Safety Agency. Sandra Meadows, Karen Baker, Jeremy Butler. The Incident Decision

Tree: Guidelines for action following patient safety incidents. Sept 2019.

2. Incapacity Test
Identify whether ill health or

substance abuse caused or
contributed to the PSI

3. Foresight Test

Examines whether protocols and
safe working practices were adhered
to

Does there appear to be

Did the individual depart from agreed

4. Substitution Test

To assess how a peer would have been lkely fo deal

with the situation

Would another individual coming from the same

evidence of ill health or protocol or safe procedure? professional group, possessing comparable es
Mo | substance abuse? Mo Mo alificati d i behave in th
LN 7 — | =2 4l qualifications and experience, behave in the same
way in similar circumstance?
* Yes # Yes ,L Yes 4 Mo
Where adverse consequences Does the individual have a ves Where the protocols and safe VWhere there any deficiency in fraining, experience, es
infended? Mo kmowin medical condition? procedures available, workable, or supervision?
intelligible, comect and in routine use? Mo
[
# Yes o
YES Nﬂ = H R - . e - . Yes
Is here evidence that the individual Yes VWere there significant mitigation circumstances?
took an unacceptable risk? "
b
‘l' Mo 'lr Mo 4
+ Consult with relevant » Consult with relevant
Regulatory Body Regulatory Body » Advise individual to consult with = Consult with relevant SYSTEM
+ Advise individual to consult with * Advise individual to consult with Labour Union Rep Regulatory Body FAILURE
Labour Union Rep Labour Union Rep Consider: * Advise individual to consult with Labour Union Rep )
Consider: Consider: Cormrecfive training Consider: Review
* Suspension * OHS referral Improved supervision » Referral to disciplinary/Regulatory body system

+ Refemral o SAP
+ Occupational Health and Safety
(OHS) referral
Highlight any system
Failures identified

Reasonable adjustment fo
duties
Sick leave
Highlight any system
Failures identified

OHS referral
Reasonable adjustment fo duties

Highlight any system Failures
identified

* Reasonable adjustment to duties
= OHS referral
* Suspension

Highlight any system Failures identified




Web-based information system for

reporting PSls

Li# health
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Ideal Clinic South Africa A

Used an

existing
information
system

https://www.idealhealthfacility.org.za

PSI Re po rts epes - Help ~  Logout

PSI:
PSI:
PSI:
PSI
PSI:
PSI:
PSI:
PSI:
PSI
PSI:
PSI:

Register

Statistical Data on Indicators

Statistical Data on Classification for Agents

At all levels
of care &
facility typg

Statistical Data on Classification According to Type of Incident

Statistical Data on Classification According to Incident Ouicome

Compliance Report

Aggregate Report for Indicators

Aggregate Report for Classification of Agent

Aggregate Report for Classification According to Type of Incident

Aggregate Report for Classification According fo Ouicome

Detailed Report

PSI Capture Form

Palient Sadely Caplure

Facilly Q  Relerence Number 1ECZH-454

Method to Detect Patient Safety Incident - v Typeof ncident

PS| Date YYYY-A-00 P8I Time: HM

Location of Incident * ' Description of Location

dealiGli
Incident Detail
Patient’s First Name SAC Score*
Patient's Sumame: Date of Reporting SAC 1 Incident to Next Level

13 000 users. PSI Dashboards

Offline

=== module

Dashboards >> Patient Saiely

o | e s |
Province: Distict m Sub-Distict
Facity Type: NH Distict m Owmesship: R

Yaar 01819 v

Provinces

manage their
own user
accounts

Fasty

PEPFAR
disficts

|- v



https://www.idealhealthfacility.org.za/

Results at end of 2020/21financial year:

Compliance rate per province

100% 93°/§9c/ 28%
0
90% 86% 349% 87% g3y, Compliance rate provides
30% 797 data on the percentage of
? facilities that have
70% reported PSI on the web-
609% 2 3% based information system
’ 51% 52% 299" 51% 47D51% and is used as a proxy for
50% ~ - % progress made with
” 40% 37% implementation of the
40% 32% A% ,,30% National Guidelines for
20% .. 2% PSIs. A health facility is
, t viewed as compliant if
20% they have captured a PSI
0 or a Null Report for the
1o 0% 0% 24 specific month on the
0% = web-based information
GP KZN LP MP WC ZA system.
m 2018/19 2019/20 m2020/21

2 9 2 2 1 9%
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Conclusion

Convincing provinces that a national system is needed as some provinces had a

well-established reporting system.

 Culture of reporting patient safety incidents (Just Culture).

Majority (93%) of PSls reported were reported by health professionals — other
methods for detecting PSIs not used. Literature shows that only 7-15% of PSls are
reported by health professionals.

Data quality — incorrect classification done, and incidents reported that involved
standard care. Incident description is poor as well as findings/recommendations.
Facilities to report on web-based information system - ¥ 51% compliance rate
Compliance exercise vs using data to improve quality of service? — capacity of

facilities/district/provinces to analyse, monitor and learn from PSI information.



Way forward

« Continued low compliance rate »
v Presented to the Technical Committee of the National Health Council in
October 2019 — Director General: Health requested that provincial
heads of health must strive towards better use of the.
v' Annual report shared with Provincial Heads of Departments
» Developed an automated notification system for SAC 1 PSIs — rolled out to
other provinces
* Integration of other existing patient safety reporting systems —
Pharmacovigilance and maternal, neonatal, child deaths.
 Strengthen facility/district/provincial capacity to analyse PSI data and use
data to improve safety.
« Continued training and guidance
* Develop a national patient safety plan/framework using data collected.
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