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Executive Summary

This reportprovides a picture of the health inspection in Latvia based on the views of a team of
international experts from other countries as seen in the first week of July 2018 based on documents
provided to the team and interviews with stakeholders

The team founadthe Health hspectorate ofthe Republic oLatvia(hereafter¢ HI)in a process of
change. With the strong leadership of the inspectorate, supported by the staff and with the support
from the Ministry of Health and the political support this change iitade and working methods has

a good chance of success.

The findings can beummarised a®llows:

Improvement of patient safety outcomes
1 The Health hspectorate has an important role to play in Latvia if it could focus effectively
on improvement of otcomes of paient safety and quality of care

Independent and transparentjdgements
9 independent, impartial and transparent judgment areyKactors to make this possible

Including the sakeholders

9 To fulfil this role a major change must be made towairdslvement of stakeholders
including paients and medical professionals

1 Mediation and involvement of stakeholders such as hospitals, other healtpcaviders
and insurance companies could help to find solutions to help patients settling their claims
and improving théhealth system at the same time

Inspection methods such as riflased inspections
9 Focus on the further development of inspection methods such asbeskd inspection
and further empowerment of thélealth hspectorate itself are importargteps forward

Complaints related to laims andMedical Risk Fund (hereafteyMRF

1 The central position of the complaints handling related to claims in Itealth
Inspectorate is problematic and needsdbange

1 The complaints andMRF process creates a high burden of work for thealth
Inspectorate, particularly the experts and sets an adversarial culture between the
Ingpectorate and the health sector

In this report, he team presentsmany ideas, optionsand international practice® ¥ & & A & SNE
inspectorate organisations. Theaee provided by way ofxamples for inspiring thought rather than

being copied directly anenplemented.

Further training based on a shared vision for further development seems an importanjoaxt he

team will started this activityat the end of August 20180ne of the key factorwasif the staff and

workforce at the inspection level receive enough support to make a relevant change possible.

This support includes training and a flexible approach towamggrisational, financial and legal

settings, to make the HI do what is necessary for improvement of the level of patient safety and quality

of care in Latvia.
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Our recommendations are provided in detail within this report and are summarised as:

1. Reposition the HI as more independent, transparent and accountableyenti

2. Move to more of a learning culture (including thematic reviefvcommon and systemic
problems)

3. Empower the staff (including continuous educatidraining and éstering an integrated
culture)

4. Improve the image of thenkpectorate with the stakeholders and corside-branding the
organisation

5. Focus on improving theuglity and safety of healthcare

6. Move from compliance to more eoperative methods of inspectioto be atrusted partner
for stakeholders

7. Introduce selassessment as part of theview framework

8. Introduce better riskbased profiling for prioritisation of inspectis and better use of
indicators

9. Redesign the complaints procedure e.g. consider introducing a triage process, catémgorisat
and a mediation step into the processse complaints as a tool for learning

10. Improve engagement withealth institutions and groups

11. Externalise the Medical Risk Fund (MfRREtion from the Inspectorate

12. Separate the (expert) function of determiningaii MRF case should receive a {joay from
the assessment of the amount to be paidt. This could include creating a schedule of
payment amounts or range@able of compensationpased on problem and severi(y.e.
remove the subjectivity)

13. Sepaate the eyertise functions of parmacy from the existig HI generalxperts.

TheHIwill ¢ if supported by the right measuresertainyd0 S I 6t S G2 YIF1S GKS OKI y:
GKS GFNBSGO YR y2G YAaaray3a (KiomNsvegaland tolpdintdt & A a
the problem of setting the right goal for inspectorates to accomplish the kind of improvement of
healthcare withoutunintended consequences.

As the leadership ithin the HI in Latvia and theogernment level in Latvia seems to be fully aware of

the challenges faced and are putting important steps in place (includingabisevaluatioras an early

a0SLIW G2 AYLINRGS (GKS F20dza FyR aSNWAOS @wthe 6KS 1L
people ofLatvia,this report might be of some help and support to these developmente peer

evaluation teanrstands ready to provide any other assistance and advice, as well as facilitate contacts

and cooperation with relevant international bodigas needed.

1 This expression is used by one of EPSO founding f&iwdrard Hamblisalled : 30 years down in the wrong
rabbit hole: how we got there and how we get out, Leadership Development Centre 2018 Fellow, July 2018
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1. Introduction to the report

1.1.General introduction
This report provides a picture of the health inspection in Latvia based on the views of a team of
international experts from other countries as seen in the first week of July 2018 bas#wtoments
provided to the team and interviews with stakeholders
While elements of this report may appear critical, it is offered in the spirit of opportunities for learning
and improvement offered by colleagues.
Readers of this repohould keedn mind that this report is written with aritical insideview from
other inspectorates in Europe. When we look from this perspective atHbalth hspectorateof
Latvia,we see a very hard working and dedicated team of professionals whwaue within tight
constraints in thesetting in which they work and the legal financial framework of their activities.
However,we also see that with the help of the Ministof Healthand other stakeholders therare
important steps to makeo improve the outcomes of patiergafety and quality of care in Latvia and
make the inspectorate work more rewarding for themselves and for the public

1.2.Procurement procedure and prprocurement
As a result of its coperative relation with the European Partnership of Supervighnyanisations in
Health Services and Social Careréafter- EPSO) and based on a number of criteria set by the
National Health Servicef Latvia (hereafter¢ NHS)for regulations of procurement, Foundation
Eurinspect was in 2017 asked by the Procunetm@ommission to participatan a preprocurement
process and to give input to a feasibility study as a atprfor a possible procurement procedure
FAYIFYOSR FNRY (KS 9dz2NRLISIYy pavéoprhent YCRzy RY RIBBENY & W 2 §
on the subjecbf expert services in the area of healthcare quality and patient safety
Based on this input a final procurement negotiations procedure was organised biXHi&for
NEIdzZ  GA2ya 2F LINRPOAINBYSyYyid G9ELISNI aSNDAOSE Ay K
The actual procurement process started in 2017 and waBdandatiorEurinspect finalized by signing
the contract in31 May2018.

2 procurement identification No VM NVD 2017/19 ESF

3 European Social Fund Operational programme Development and Employment , specific support objective 9.2.3.to support aevelopme
and introduction of health network development guidelines and a quality assurance system in priority areas (cardiovasoldgs,0

perinatal and neonatal period care and mental health), in particular for improvement of health of residents exposeddk dieaicial
SEOfdzaAA2Yy YR LR@GSNIE&Qr LINRB2SO0 y2 (DPHPODPNDPKMPKMKAAMD

41D No VM NVD 2017/36 ESF
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1.3.The main Objectives / @pose of the projectd, Il and IlI
According to the technical description document of Higovementioned procurement thesubject of
GKS LINROdzNBYSyid Aa GSELISNI aSNBAOSa Ay (GKS | NBI
three subsubjects
1. Expert services in the area ofedical institution supervision
2. Expert services in the area phtient complaint analysis
3. Expert services in assessing the Wwaif the Medical Risk Fund
According to this document the aiProf this procurementA &o dévelop the knowledge and skills of
the employees of the institution under the authority of the Health inspection and the Ministry of
Health in the area of institutional supervision and patient complaint consideratioihalsao develop
the activityofi KS aSRAOFf wAal CdzyR®E
The Latvian project is not the first project of its kind for Eurinspect foundation-apeaation with the
European Partnership for supervisory organisations in Healtticgs and Social Care (furthdePSQ)
Comparable Peer elwmtion projects have been undertaken for the Norwegian Board of Health and
for the Danish Board of Healtln this Latvian projectcomparable assessment questions used in
Norway (March 2012and DenmarkJune 2014@are usedas one input to helpo assesghe Latvian
Health Inspectorateand analysehe current state and procedures dfie inspectionsystems and
methods used byhe Latvian hspectorate®
The expert team in undertaking their analysigs of the opinion that thahree projectshave a high
degree of coherence and therefore should be described in such a waththaport can be read aa
whole and not in three separate reports as could have been done in reaction to the procurement
guestions Howeverand for ease of referencéhe answers to the procurement questioase outlined
separately(in section5 of thisreport).
In summary, the team was asked:
Project |
For the supervision system of the medical institutions in Lataia,
1 Analyse the current state and procedures:
a. choice and application of supervision systems;
b. strong and weak points of supervision systems;
c. seltassessment methods;
d. indicators in supervision of medical institutions and provision of consulting support.
1 Reflect on development opportunities falevelopment and improvement of the supervision
system of medical institutions in Latvia
1 Present suggestions for sel§sessment fovarious institutions and practices.
This includes the provision of at least three examples of foreign good practice byf wamparison
while still being applicable to the Latvian context.

5 Technical Description. p-Jappendix 1 to the procurement documents
5 refer section 5.1.1

13



Project Il
To improve healthcare quality and patient safetydssessing theormative acts of the Republic of
Latvia and the EU regulation in the area of patient complaints iardadidentify limitations and submit
suggestiongor:
a. analyses methods for patient complaints and accidsnises;
b. implementation of a patient complaint systetmindicateevents forimprovement and
development
c. engagement of medical institutions in thegeess of complaint analyses
d. prevention of patient complaints and accident causes engaging the medical
institution.
This includes the provision of at least three examples of foreign good practice by way of comparison
while still being applicable to the tvdan context.
Project 1l
To perform assessment of:
1 the option of receiving compensation for harm to life or health outside a court procedure as is
set in the normative actef the Republic of Latvia and the EU regulation;
1 the proportionality of theamount of harm to patient as is set in the normative acts of the
Republic of Latvia
To submit suggestions for:
1 principles for creating the budget for the Medical Risk Fund, management and administration
1 methods and criteria of determining the amounttwdrm to patient life or health as a result of
healthcare service provision,
1 methods and criteria which influence the amount of harm inflicted to the patient and which
are applicable to the situation in Latvia.
This includes the provision examples of dqwactice for the above by way of comparison while still
being applicable to the Latvian context.

1.4 .Approach Material and Methods
The team has taken a mixed method approach to this engagegqwarnbining analysis dfackground
documentation,and qualitative data to provide a contextual perspective on the results and analysing
the issues from multiple perspectives. The approach of the tieatoded:

1 desk analysis of existing procedures, documentatiooluding quantitative data and

normativeacts of the Republic of Latvia aatithe European Unionegulationsand OECD
{1 semistructured interviews over a concentrated period on a site visig A" July 2018and
1 subsequent thematic analysis and reflection of ther{@@®vided in this report)

1.5.Structure of this report
The report begins with acknowledgements and an Executive Sumfoboywed by introduction
paragraphs irthe Section 1 and Sction 2 on the Settings of thénspectorate in Latvia with a short
description of
a. the generabnd legaketting
b. priorities and policy context
c. the financial context
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The nextSction 3 includesseveralgeneral observationoyerallremarks) thataffect the system as a
whole and thereforeelevant to all (and thereforaot repeatedin each ofthe separate setions of the
report). Thissection has subsectiongoveringculture, leadership, workload, inspection methads
complaints and MRKMedical Risk Fund These overall remarksan be seen as background
information while reading the other chapters of the repo

Before providing detailed reflections of the findings of the specific projects, the team fauetbvant

to provide a broader context of health and sociaivéce inspection,monitoring and regulation in
Europe and to pin to some of the current trés and focugoints asobserved by EPSO in the various
EPSO member countries and regions. Haition 4 has subsections Quality and patient safety as
priority; Integrated care;Data driven andevidencebased approach; The alture of safety ina
supportive environment including instruments used in a supportive approach.

In Section5.1 the team provides refletionsand answersegarding development opportunities and
improvement for the supervision system of medical institutions in Latvigg€rb- Expert services
medical institution supervision system)

In Section5.2 the team provides reflexionand answers regardingroject Il- Expert services in the
area of patient complaint analyses

In Section5.3 the team provides reflexionand answersregarding Project 1 Expert services in
assessing the work of the Medical Treatment Risk Fund.

In Section6 the teamprovidestheir reflections and recommendations

The team recognises that context and culture are vital features ofPa®y evalation and, as such,
has providedseveralreflections and options rathehan strictrecommendations to follow.
However,some of the reflections point in the direction of changes in the systemdhamnecessary
and can be seen as essential preconditionsafenccessful implementatioof the report.

In order to make a meaningful and practical comparison between approaches in various countries, this
report chooses where and whealevant-to give a concrete refence to alternative options imarious
countries options for improvement to use as inspiration and concrete best practices. This is explicitly
done without giving a full description of those systems and health systems in the couatniesrned
anddoes rot imply that the examples provided should be adopted or copied without consideration of
the local context.

The idea is to make use of the presented options and practices by makailgranade system for
Latvia fitting into the local culture and thdocal political legahnd financial environmerdnd context.

Appendix 3 (Description of the Latvian Health Inspectorate using the EPSO Peer Evaluation
Framework)usesa best practice set of guiding questions as used for similar EPSO peer evaluations.
Thiscontains 13 areas with a set of criteria for each including those set by the International Society for
Quiality in Healthcare (ISQua) and ISO/IEC standard 17020:19987. It has been used to structure a first
general assessment of the Latvian medical ingttutsupervision system. For this assessment
guestions are answered based on the available information provided to the team, the interviews with
the stakeholders (sekst in Appendix 2) and staff and leadership of the inspectorate.

Appendix 4 (Selected case studies, international examples and best practice=y an overview of
good practices including links to further informatidg®ather than providing complete overviews of the
Health Inspectorate structure, functions and processesother countries,Appendix 4provides
selected anaxplicit examples relevant to the areas of and corresponding key findings fismegort

In the central text of this report references are given tesh studies, examples and practices.
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Appendix5 (Risk Fund Research for this projedxpert services in assessing the work of the medical
risk fund) provides adetailed overview of the MRF purpos&amework, aset of international
comparisons and some considerations for future models and optiarthéoMRF in Latvia.

Appendix 6 ERN Assessment Manual for ApplicantSelfAssessment Checklist for Healthcage
Cure, (Active PDF)

2. Settingof the Health hspectorate in Latvia
2.1. Generaland legal

The Healthrispectorate in Latvia is a state administrative institutsubordinated tothe Ministry of
Health of the Republic of Latvia.

The Health Inspectorate is to perform state administration functions in the field of supervision and
control of the sector, in ater to fulfil and implement requirements set by the laws and regulations.

It has a number of control and surveillance functions inclugiegforming core functions of the
Medical Risk Fund

Itsmain purpose i$o reducethe risk for society and consumhbealth by realizing state surveillance.
Excepftfor the registration activities and the MRMédical Risk fund) activities almost all activities are
compliance andontrol orientedas is seen in the schedule bel¢g@verview of tasks of the Latvian
Health hspectoratg.

Thereporting systems are mainly based on quantitative data. Qatalé data are available at an
overall level however, this does not appear to be analysed in great detail and not used for thematic
analysis (i.eassessing where are thesgstemic problems)

Big data is not used for analyses and goal setting.

16



OVERVIEW of tasks of the Latvian health inspectorate
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2.2. Priorities and policy

The inspectorate has a yearlydjusted set of priorities. These priorities arenainly set by
politicalgovernment strategy The priorities arenot actively influenced by then$pectorate itself or
by its stakeholders. A bottomp discussion on priorities and goa#ésms and instruments to uder
improvement of healthcare is not in place

The priorities othe inspectorate for 2018 are the following

Control of organization of health care in children's social ¢
institutions

Controls the compliance of psycimeurological
hospitals/departments with the obligatory requirements fc
medicalinstitutions, the use of medical documentation an
restrictive means.

Control of newly registered medical institutions

The development of selssessment questionnaire fq
medical institutions on the provision of qualitative and s
medical services

2.3. Anancialcontext

Latvia has a low expenditure orealthcarein relation to othercompamble countries’
Serious reforms have been taking place in the health system as a whole and are on its way in
the inspectorate as well. Theecent measures foincreased funding for healthcarare
expected to address some access isstagthermore,it seems tha as well politicians
(Parliament, Minister of Health and Ministry of Health) as vaslbther stakeholders of the HlI
are willing to movdorward towardsan environment of qualitymprovement
However, public financing for healthcare remains well below the EU average and some
efficiencyincreasing measures are still to be implemented, including effective prevention
measures, streamlining of the hospital sector, strengthening of primary caréaagekting of
quality management. Health outcomes are relatively poor and timely access to affordable
healthcare for everyone remains a general concern. The relatively higlofquacket

7 http://www.oecd.org/health/healthsystems/HealtkSpendingLatest TrendsBrief. pdf
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payments and the division of health services into two baskets (" "minimum") risks
lowering access for some groups and leading to adverse health outdomes.

All this suggests that Latvia is coming off a low base of healthcare expenditure, provision and
outcomes. It is understandable, therefore, that there is gigant work to be done by the
government and its health agencies to improve healthcare. The HI is part obribasler
picture.

Somesteps seem to be within both the control and reach of the HI to improve their services.

8P4sP - Brussels, 23.5.2018, COM(2018) 413 fgfaliropean Commission Council Recommendation on the
2018 National Reform Programme of Latvia
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3. Some Overall remarks

3.1. Culture

The peer evaluatiorteam stars this review with theprinciplethat every inspectorate neesto work
within its existingegulatoryframework and legainandate and ira traditional setting otulture and
history. Sometimes there is a blurred boundary between whether processes and procedures are driven
directly from legislation or the institutional interpretation given to it over the years.

In this broader context it is important to mention that each heatire system andhodel hasts own
specific contexaind historicroots.

Howeverthe EPSO experience shows that all supervisory systems have many aims goals and learning
opportunities in common.

If we look at the Latvian system with a helicopter view we see that the systgmeiiating in the model

of acentralisedcontrol system This system regulatiois based on inspectioand compliance and an
implicit mistrust of public organisations, withh&gh focus on procedural checking and punishment for
variation or infringements.

However,in the current environmentwe see a strong leadership of the inspectorate and willingness
to change with a focus omprovement of the system. Thisssipported bythe Minister of Health and
the Ministry and potentially by a number of other stakeholders in Latveésed on the crossection
interviewed) striving to introduce more of a quality improvement and learning culture.

Even if the policy settings or their interpretation by sostaff at the inspectorate level is not yet
completelyalignedto this evolving culturethe basic setting of the inspectorate leaderslaippears
solid. If enough support is providgtiis is apositive startfor a process to work cooperativel(jn the
same direction as other Inspectorates in Eurpp@vards improvement of quality and safety of
healthcare and social care in Latvia

3.2. Leadership

The leadership of the HI has changed four timeshin last two years and the current head thie

inspectoratehas been in the role for eight months

While there is strong vision at the leadershdvel, this is notyet reflected more broadly within the
organisation and staffThe peer evaluationteam observedstrong leadership supported bstaff

members who experience a heavy workload aaithough theyapproach their workwith good will

and enthusiasm, nevertheleghe impression ighat many of themsee their role as reviewing
documents and procedesand feelstretched and overworkeah that setting

3.3. Workload

The workload of the organisation balances public health, planned health inspection and complaint
investigation and processing.

There are over 4500 health organisations that come withinrémait of the HI. The current staffing
levels and workload within the HI prevent appropriate and systematic review of all facilities
Inspection methodsThework of the Latvian Health inspectorate can be separated in time spent to
control (70%) and timspent to other activities in the office such as preparing control and evaluating
documents(30%).

The variousnspectiors are carried out byhe MedicallnstitutionsControl Division in Riga and the

four Regional ContrdDivisionsThe inspectorate has total of 18 inspectorateffices
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Themethods used for inspectioand control of Medical Institutionsan be divided into the following
type of control activitiesthe amount of time used for these activities is roughly indicated behind the
varioustypes of activities

1 ScheduledControlc scheduled in advance and carried out in 10 % of the cases in combination
with received information or examination of applications

55% of the overall working time is spent to this type of work

1 Thematiccontrol regardinga selected policy them@udity

10% of the overall working time is spent to this type of work

1 Examination of Applicationggarding individual casgsvork organisationhygiene,recipes,
medicalcertificates informatioretc.)
10% of theoverall working time is spent to this type of work

9 other type of Control such as follow up controls and examination of received information

25 % of the overall working time is spent to this type of work

There is a riskased profiling methodology used by the HI to assist in prioritising which organisations

to inspect. However, the criteria applied do not, in theer evaluationi S| YO& 2LIAYA2Yy S
sufficient nor relevant risk factors to be effectivideally these risk criteria should consider a mix of
outcomes, reported harm events and patient feedback as indicators of risk.

3.4. Complaints and MRF cases

The Complaints and MRF cases as seen in the Latvian Health inspectorate are strongly intégrelated
virtue of the process and expert stafthough should not beThe functioning of these two systems is

in the opinion of thepeerevaluationteam and most intervieweesuboptimal.

The examples of the complaints process and examples discussed withsgieetors and heads of
department indicated thathere is a strong reliance orxgerts, mostly from within thénspectorate

though sometimeshis role is outsourced. Thegerts review each case on its merits and determine

the amount of the payment frorthe medical risk fund to the complainant.

This is a separate process from civil cases and, if the court is aware that there is a complaint pending
under the medical insurance fund, they will not proceed with the civil case until the complaints process
has been completed.

Feedback from the experts interviewed indicated approximately 1/3 of all complaint cases have
subsequent appeals to their decisions. The process, as described, sounds highly bureaucratic and
litigious and has started to drive a busingse for some lawyers in Latviéhe procedure used in the
complaints cases is comparable to a court procedHi@vever,complainants andlefendants danot

bring and pay for their own experts.
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Those involved in the cases complain about the length of tihad the cases takeThreemonth
timeframes and longer were mentioned. Howevercompared to ourt cases this time frame is
relativelyshort. The duration of court cases of this type in other countci@s bemeasured in years
rather than in months.
There is an opeended question as to whether the experts are sufficiently skilled antbgate with
all of the clinical practice and technology to be able to assess all of the casesahageas an expert.
There is also a question as to whether theperts, as medical experts, are the best role to decide both
fault and the amount to be paid for damages.
The experts seem to be proceeding like independent judges in syfecaseshowever without the
protection procedures of the defendant and complai and the independergof judges
Hospitals are unofficiallgware - as Latvia is a small countiyf the pending complaint cases against
medical staff under their employmeibly evidence to investigate the case is requested at the relevant
facility. Havever, the hospitals are not officially advised and there is no requirement on the part of
the defendant to notify their employer and the facility that they have a case pending against them.
Thisprocesshas(in addition toother questionst raiseshe followingeffectsfor the healthcare system
as a whole:
a. There is ngoroper channel for mediation between the complainant and the hospital
doctor/ nurse
b. Each case is regarded as separate and there is no thematic analysis by the HI to identify
common (sgtemic) issues in théealth sector to help identify and influence any
guality improvement at a systentavel.
c. Public review of th®/RF claintases, Researdi the quality of the procedurefr the
parties involved fbr the complainant, forthe defendantand for the inspectorateis
not in placeReview of the outcome of theases andeview ofthe quality of the follow
up isnot possible
There is a clear and very direct pathway from complaint to litigation and application for payment from
the MedicalRisk Fund. There are few gates in the process that could allow for an outcome that the
patient/complainant may regard as justice having been served and an effective outcome re#itdted
do not relate to consideration of payment from the fund and a cqoegling binary (yeso) decision
for payment. In many cases, the patient may not want compensatiogy may just want an apology
remedy of a mistaker the assurance that steps have been taken to ensure the problem will not
happen again to either thenagdves or another patient
From the perspective of thpeer evaluatiorteam, the current process of the édiicalRisk kind has
the unintended consequence of lowtgrm litigation and work without taking steps earlier in the
process to resolve the issue wther means (e.g. mediation) or, post the process, to address any
systemic issues at source and address the cause rather than the symptom. While its function is clear,
the process, workload it creates, and outcomes are-cptimal.

4. Some current trendsn Europe as observed by the team

4.1. Quality and patient safetyasa priority
Nowadays quality and patient safety is a priority for healthcare systems andndst
supervisory authorities and in many countries and regions. This has not always been the case.
Traditionally, many countries have used an authoritarian, inspection or control approach to
supervision of healthcare in the sense that inspection and supemigas based on a strictly
formal legal framework of mainly organisational and timeframe related norms and standards
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to be checked by the supervisory authority. This approach fitted in the more traditional
hierarchy of social structure and was strangnary countries

¢KS 9' unmc NBLERNI a{ NI G§SIA S denlONR gederald dzNB LIS
issues of assessing quality and also has chapters about some European member state
experiences in relation to the assessment of quality of care. itiideeport is not specifically

focused on inspectorates, it is written from the EU perspective of comparing the approach for
quality of care in Europe and compares and contrasts a number of different systems.

4.2. Quality improvementby measurement of outome°
Quality and patient safety has been investigated using both patient outcomes and measures
of process.
4.2.1.Patient outcomesneasures
Patient outcome measuresiglude measuresuch asadverse events, complications, morbidity and
mortality. These are the outcomes that healthcare systems aim to prevent through the
implementation of patient safety practices.

4.2.2.Measures of process
In comparisorto the patient outcomemeasuresmeasures oprocess allow for the identification of
system and human errors, and near misses, which enable organizations to implement strategies on the
assumption that improving these processes will lead to improvement of patient safety.
Since errogin process do not always lead to patient harm, near misseslagmportant measures
of process.
Conversely, not all adverse events are caused by error and asteap#fore it is vital that patient
outcomes are emphasized in any evaluation of qualitgt patient safety.

4.3. Integrated care

Healthcare has grown complex and needs abadinated organisational approadaif integrated care
Traditionally the task of ensuring safety and quality in healthcare has been in many cdtiaries
component of professinal duty, not only for medical doctors but also for other groups as healthcare
professionals as welHowever,a large proportion of patientseed support fom different typesof
professionals. This support needs to be coordinated to be regarded as poartite. Therefore,not

only each individual professional but also the organisation as such is responsible for delivering proper
servicesThe complexity of the caraas it istoday- isnot limited to withinone healthcare organization

but extends to thepathway of the patient, sometimes even cross border. This requires an integrated
care approach and for the inspectorates in Europe-aperative approach to supervision with other
stakeholders and caregivers.

4.4. Data driven andevidencebasedapproach

One ofthe trendswith Supervisory organisations is to work toward a d#t®en andevidencebased
approach while monitoring performance towardgoals, using data for decisiemaking, and
depending upona regular followup in cooperation with the serwic providers andprofessionals
involved

9 https://ec.europa.eu/health/sites/health/files/systems_performance assessment/docs/sowhat_en.pdf
W5 ANBOG2NIGS 2F 1 SIfTGK b2NBIFe 6vHnnpld X&®FyR AGA F2Ay3
1 for example in Norwaysee Healthcare welfare arlchw , Geir Sverre Braut, p136
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establishing a supportive environment where health professionatsidentify errors or near misses

and analyse why and how these may have occurféxre is a trend in a number of countries now
implementing blamdtree reporting in combination with a policy of reporting near misses by hospitals

and healthcare professiofm Within this environment, patient safety practices, such as clinical
supervision (CS), can be implemented to address the problems identified and reduce the likelihood of
injuries

A commitment to asupportive approach for qualitymprovement isseen inmany countries. This
supportiveapproach,where & dzLJS NJIfealéh dvdvkdara andhealth services work together to solve

problems and improve performance of the systaawell asvork together to support individual health
professionals is a challenge andhdor many inspectorates and regulators in Europe.

Supportive supervision is a process of helping staff to improve their own work performance
continuously. It is carried out in a respectful and rarthoritarian way with a focus on using
supervisory vigs and the supervisorprocess agn opportunity to improve knowledge and skills of

health staff, organisations and the health system.

Supportive supervision encourages open, way communication, and building team approaches that

facilitate problem saling.

4.5.1Instruments often usedby inspectoratesn a supportive approach
4.5.1.1.Internal control as Clinical governanioesocial and health services
For this internal control an instrumenthat is often usedis self regulation, sel+
assessmentselfmonitoring, or other internal quality control systents Section 6.1.1
(more proactive using seffssessment) outlinesome of these practicda more detail.

4.5.1.2.Training of Staff
Onthe-job-training, internal and externalcoachingas well as international exchange
programs - often combined with other types of international cooperation such as
participation in working groups and internatial projects are often useds improvement
tools for inspectorates.to implement new working rteds in the organisation.
4.5.1.3.Engagement strategy
Most inspectorates in Europe are using specific instruments to set up an engagement
strategy with their stakeholders Finland has selected and practice a number of
instrumens such a%*
9 interactive supervision

1 regional events

1 guidance

1 assessment tools

1 municipal initiatives

2 For more information, refer als®raut G.S. (2003) Publiglslation andorofessional selfregulation : quality

and safety efforts in Norwegian healthcare in B.J.Yongberg and M.J.Hatlie, The Patient safety handbmok Bost
: Jones and Barlett Publishers.

B Refer Appendix 4 Section 7.1 Engagement of Stakeholdgfmland
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4.6. OECD Best practice principles for Regulatory Policy

In 2014, the OECD published a report with a set of principles to help guide regulatory enforcement and
inspections* This paper distilled a number of examples into a set of 11 principles. The main hypothesis
is that an increasing number of OECD countries are coming to realise the importance of the
enforcement phase in ensuring the quality and effectiverefsggulatory policy and delivery and for
reducing the overall level of regulatory burdens imposed on businesses and citizens.

Increased attention is being given to the efficiency of the enforcement phase in the regulatory
governance cycle and promotingroportionality in enforcement (proportionality being here
understood both as allocation of resources proportional to the level of risk, and to enforcement actions
proportional to the seriousness of the violation). Achieving efficiency improvements lbaww foom a
review of the overall policies, the institutional framework and the tools used by regulatory agencies. It
corresponds to a greater reliance on risk analysis and on a more targeted approach to the use of
inspection and enforcement resources. &glely little focus has been given to consistently improve
the way regulatory enforcement and inspections are organised and delivered. There is thus
considerable potential for reducing regulatory costs on businesses and citizens through improving the
efficiency and effectiveness of inspection services.

Reform of inspections and regulatory delivery to make them more comphtomesed, supportive and
risk-based can all lead to reahd significant improvements foeconomic actors, even within the
frameworkof existing regulations. Finally, the reform of enforcement and inspections is as much about
changing methods and culture as it is about reforming institutions organisational mechanisms and
legislation.

The 11 principles outlined in the OECD report include

Evidencebased enforcement

Selectivity

Riskfocus and proportionality

Responsive regulation

Longterm vision

Coordination and consolidation

Transparent governance

Information integration

. Clear and fair process

10. Compliance promotion

11. Professionalism

© o NN RE

14 http://dx.doi.org/10.1787/9789264208117-en
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5. Medical Organisation SupervisidArocurement Questions
5.1. Project I¢ Expertservices in the area of medical institutiosupervision system

Analyse the current state of the inspectorate for the supervision system of the medical institutions in
Latvia, to:
W Analyse the current state and procedures:
W choice and application of supervision systems;
w strong and weak points of supervision systems;
W selfassessment methods;
1 indicators in supervision of medical institutions and provision of consulting support
1 Reflect on development opportunities for development and improvement ofghpervision
system of medical institutions in Latvia
1 Present suggestions for selfsessment for various institutions and practicekis includes
the provision of at least three examples of foreign good practice by way of comparison while
still being applicable to the Latvian context.

5.1.1The current stateand procedure®f the inspectorate
The current state of the supervision system of the medical institutions in Latvia includstigerigths
andwealknessesds describedn Appendix 3- Description of the Latvian Health Inspectorate using the
Peer Evaluation Framework.
This uses a framewbkrof the following 13 areas to consider the current state of the inspectorate

1. Satutory basis clemand functions clearly defined
2. Independece, impartiality and integrity

3. (onfidentialityand safeguarding of information
4. Organisation and management

5. Quality systems

6. Personnel (capacity and capability)

7. Facilities and equipment

8. Ingpection methods and procedures

9. Engagement and communication with the organisatmmindividual subject to review
10. Openness and transparency

11. Disciplinary sanctions

12. Impact asessments

13. Co-operation and engagement with other stakeholders including other supervisory bodies.
While this appendix provides a detailed narrative, key highlights relating tortweipement questions
asoutlined aboveinclude somerelevantareasfor development and improvement of the supervision
system of medical institutions in Latvia.

5.1.1.1. Independene
In its current state thédl issubordinated tahe Ministry ofHealth reporting directly to the Minister of
health. The functions are clearly defined Wggislation and the Operation of the Inspectorate is
NE3dzA F SR 0& wS3dz F GA2y b2 1c¢c 2F GKS /I oAySi
dated 05.02.2008.
The purpose, task and functions are outlinedhitp://www.vi.gov.lv/en/start/ 142/functions
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Its purpose ist least internally within the inspectoratdearlyknown as ¢ reduce the risk for society

and consumer health by realizing state surveillance. The Health Inspectoretepexform state
administration functions in the field of supervision and control of the sector, in order to fulfil and
implement requirements set by the laws and regulations valid in the said sphere.

Its task isto ensurelegal, professional, consistent and competent state surveillance and control in
health sector, taking part in such policy realization as public health, health care, pharmacy, drug and
psychotropic substances legal circulation and consumer rights protectio

The externabndinternal perceptionis that it is forall its functions highly dependent on the Ministry
of Health and therefore novperatingindependently. The external opinion is that there is reason for
not trusting the opinions of the HI. Wheththis image is correct or not is natvalue judgement being
made bythe peerevaluationteam. The team did noevidenceany indicationof unfair, incorrector
otherwise inappropriatgunctioning of the inspectorateHowever the perception of mistrust frm
stakeholdersvas quite clear.

Asthe team is of the opinion that the inspectorate is in nesfdand deservesempowerment of its
function to make its work moresorthwhile, effective and appreciatetly the outside world in Latvia,
someformal measures to make the inspectorate seeore as an independeninstitution couldbe
useful Thesegformal measures could be legal settlemenitthe Hlasan independent governmental
organisatiorwith direct reporting to the board of Ministers of Latvia, imgsdent chairman appointed
for instance fora fixed term

Most countries have a more formalr informal independencyet by the culture of theountry, by
formal or informal status of the chairmaor by other legal measuré$ Some countries do not have
formalindependene of the regulator (e.g. th&JK). InEngland thisias led to politically driven decisions
about the dismissal of the chairman or board members. From an outside view this does notoseem
be helpful to improve the quality of the organisaticand its effectivenessThe saying goesHo
progress without mistake'® This, inour opinion, isalso true for progress in supervision systems

5.1.1.2.  Choice and application of supervision systems
The choice and application of supervision systems including strong and weak points is ddacribed
Appendix 4, Section 8Methods of inspection/ supervision)
However,answering to the procurement questions more in detail feeer evaluatiorteam comesa®
the followingconclusions and comments the choice and application of supervision system

5.1.1.2.1. Measurement and Risk based approach for inspection
In its current choice afystems,The Latvian Health Inspectorate has a high degree of regulation and
procedurec from what was evidenced, this is well documented and followed.
Inspections by the HI place a heavy focus on procedural checking against legislative compliance and
this is typically carried out by the checking of procedural documents in each site and the proof of
compliance against these regulations.

15 For instancéNorway® chair is appointed foa number of years and can only be dismissed by the crown
(ministers and king); the Netherlands inspectorate does not have a formal independency of the organisation
but has traditionally a chair with a high status ; Portugal has an independent board titiad political
background which is appointed for a number of years without option to dismiss.
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Quiality of care is not measured by the Inspectorate in terms of prooesgutcomes Measurement

of the process of improvenms of patient safety and quality of care is ret organisational concept

of the nspectorate.

Current measurements used by the HI are volume baisedhpwmany inspections were conducted,
how many complaints were reviewed) and, within the inspectiomsny of the measurements relate

to the volume of documents that were reviewed for compliance.

Most of the measurement is based on data regarding numbadstimescalesind give no insight in
guality of care and outconse

¢KS &2 OF tf f SR arl&esdjidz Af yATi2 NIVAI G8Sh kit Bidsidn inasofthe
overview documentprovided to the teamHowever,it seems that a great quantities data system is
providing results in termef numberof reviews,numbers ofstaff, number of patientdimetables etc.

The objectives of the inspectorate itself are clear. These objectives of the inspections are for patient
safety and quality ofare, howeverthe outcomes irthese field are not assessedhd not measured.

As aresult,there isno knowledge on what the resultsave been achievenh terms ofpatient safety

and qualityofcar®@ F A SR 2y GKS .1 LQa AYy(iSNBSyilAzya

To the opinion of thepeer evaluationteam, one of the important improvements for théHealth
inspectoratecould be to movedwards a more measuremefprocess anautput) orientedapproach

and work towardsisk-based inspections

The outputmeasurement mighbe done in ceoperation with The Centre for Disease Prevention and
Control, which seems to work on some early stage dagwakntalin this direction.Currently there
does not appear to be a sharing of this reporting with the HI to assist them in identifying and prioritising
inspection of organisations. An option is to share and work together.

Another option could be to devep some outcome indicatrs following for instance the Swedish
model. Development of outcome indicatorcismplex andould easily get out of hand (too costigo
complex and too many indicatdf$ and bureaucratic with high costswasevidencedn some of the
EPS@ountries andegions irnthe past.

Onthe topic of announced and unannounced inspections piker evaluationteam noted that both

types of inspection are used in many EPSO member countries

Both have a number of pros and con€.Unamounced inspections do not really fit in a high trust
partnership with health institutions. Furthermorenannounced inspections have the disadvantage
that wrong impressions can easily be $ébwever sometimgsan unannounced inspectiggivesa clear
LISNELISOUA GBS 2y K2¢ SikdiohIodl o2yN NIVALIDthée diddyhoBNOdd ¢
inspection is combined with proper verification of the findings it can be a very useful and effective
instrument.

5.1.1.2.2. Communication and engagemesirategy
Secific results of inspections are shared with the institusiteing reviewed and there is a right of
reply from the institution.

18 England has long term experience in developing indicators however after all the number of indicators grew
enormously and was not useful anymore; new b were introduced; France stopped the tdpwn
development of indicators as it was getting too complex; Netherlands has been looking for a long time for
predictive indicators but did not fully succeed and is now working with a mixed system of inspgaptivand

some indicators; Sweden has a low profile , simple and seemingly useful risk based system based on its own
inspection input; the EPSO Risk working group is led by Denmark working on a system for Risk based
inspections with a mixed system, resuire not yet available

17 seeAppendix 4 (selected case studies), section 8.3 (other methods of inspection)
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However,an organisedpen feedbaclsystem does not seem to be in plac€ommunication seems
to bemainlytop downfrom the Healthinspectorate tathe healthcareprofessionals, @tients andthe
publicin general.
There is no public reporting of results including thematic analysis and reporting of themes of issues
that the HI are discovering. Mieer is thisinformation shared with he medical society or hospitals
the Nurses association and other stakeholders.
The current riskbased assessment as to how structured inspections are prioritised is subjectve
not based on a shared view pfiorities with sakeholders including parliament and Ministry.
There is a template used for assessing the amount for claihwsvever, this is an internal document
and is not visible to the public. Discussions with various stakeholders indicated variation and little
team-basedapproach irthe way in which claim amounts were calculated by the experts individually.
Some inspections take place as unannounced inspections. This is different and sdmamatbe
complaint process.
The complaint process does not seem todenaininput for the risk analyses or other inspection
targets (systematic quality based thematic inspections).
In all these fields of communication theiseroom for improvement.
However, thepeer evaluatiorteam wishes to emphasize that communicatasisuch is not an option
if the input is not used in an appropriate way and the communicatiawibased on an open-&ay
system
A combination of fear angpunishment leado a low trust communication or no communication at all.
This will not lead to &ulture of open 2vay communicatiomor support for quality improvement
initiatives
If an open trust community with stakeholders and other partners is going to be foemddimed at
meaningful communication and improvement loéalthcare, itseems inevable that the inspection
must distancetself from:

1 the top down compliance culture with focuson noncompliance anghunishment

1 the strong partnership in theompensation claims against doctors and hospitals

5.1.1.3.  Strong and weak points tfie supervision systems

From our assessment, the strong points of the current supervisigierag include:

1 A welldocumented set of procedures
Strong leadership
The objectives of the inspectorate are clear
The recognition of a need for riglased profiling to dtermine prioritisation of inspections.
Strong knowledge of the procedures and compliance requirements and legislation
requirements for healthcarastitutions, facilities and professionals

1 Specific results of inspections are shared with the institutioeing reviewed and there is a
right of reply from the institution

The weak points (and therefore opportunities for improvement) include:

9 The current rislbased assessment as to how structured inspections are prioritised is
subjective and not based on a shared view of priorities with stakeholders including parliament
and Ministry.

1 There is a template used for assessing the amount for clgilmswvever, this is an internal
document and is not visible to the public. Discussions with various stakeholders indicated

=A =4 =4 =
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variation and little team approach in the way in which claim amounts were calculated by the
experts individually.

1 There is no tematic analysis undertaken to assess common themes and trends of issues across
providers and therefore systemic issues to be addressed across the sector.

1 The objectives of the inspectorate itself are clear. These objectives of the inspections are for
patient safety and quality of car However, the outcomes in these field are not assessed and
not measured. As a result, there is no knowledge on what the results heen achieved in
GSN¥Ya 2F LI GASydG alFSte FyR liodsk f AGe 2F Ol NB

1 Quality of care is not measured by the Inspectorate in terms of process nor outcomes
Measurement of the process of improvement of patient safety and quality of care is not an
organisational concept of the inspectorate.

Appendix JAssessment dFhelatvian HI using the EPSO peer evaluation questfmasides further
detail and narrative on many of these points.

5.1.1.4. Seltassessmenmethods
While the HI has acknowledged the need to explore and develofass#fssment methods and tools,
these are yet to be put in place. TReer evaluatiorteam regard this as a useful step to put in place
to move to a more preactive method of ensuringuality and patient safety.
Examples ofedf-assessmenpractices are described ippendix 4,Section6 (Selfassessmenand
Incident Reporting)
The European Commission, European Reference Networks (ERN), published -thesessinent
Checklist for HealthcarBroviders in 2016 which provides a useful set of criteria and corresponding
guestions for selassessment®
This list focuseen a number of topics related teariouselements of the performance of healthcare
institutions. Howeverthe list has quiteaninstrumental and systeroriented approachand it is not
clear for all of the topics if the outcome and the results of the healthcare institution is what the
AyaLlSOiz2NI G6S Aa SELISOGAY3I FNRY G(KS Ayaidaddziazy
This ERN guide is a usefisiréng pointfor further internal discussion within the inspectoraaed in
cooperation with the stakeholdets assess what could and should be reviewed in the Latvian context
and why.
The start of evenselfassessmentnstrument should be: What is owim as inspectorate and as
healthcare community in Latvia and how do we inspire our health institutions, doctors netsg®
work with us in the same direction; to do so you need the support of the institutions to look at quality
items and improvemaet.

5.1.1.5. Indicators in supervision of medical institutions and provision of consulting
support
In considering this topic, theeer evaluationteam looked for evidencén the Hlof a balance of
indicators across organisation, process, system and outcomes th#y@oal of a highly functioning
and mature Inspectorate to help assess:
1. The risk areas that are markers for risk profiling and corresponding prioritisation of
organisatbns, facilities and/or professionals for review; and,

18 http://ec.europa.eu/chafea/documents/health/&df-assessmentor-hcp _en.pdf
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2.1y FaasSaavySyid 2F GKS AYLI OO GKIFIG GKS AyalLlSod:

(patient safety and quality).
What was found in Latvia was a focus by the HI on organisational measutgbrigcsize, number of
services, complexity of services and patient throughput/volumes. There are a number of procedural
(as opposed to process) measurements that assess whether the organisation being reviewed complies
with legislation and procedures.
Other examples ofindicatorsthat were provided to thepeer evaluationteam by the HI included
statistics on the number of examinations conducted within what period across the various functions
conducted by the HI.
¢ KSNE D& alRONARE Tohyiudey 5 thy Kl duikent’y 2 This considers 5 areas:
1. Potential influence of soiety (GPsmall, hospitabig)
2. Influence of thefacility/organisation(GP, hospital)i.e. the number and complexity of services)
3. How complicated is the legislatioglating to the facility/organisation
4. How many patients under the relevant facilitsganisation (i.e. volume)
5. Reputation based on

- An internal scoregheckist score based on last 3 years

- A checkilist fied by inspector

- Complaintstlaims

ThePeer evaluatiorteam regard many of these either as subjective or not good indicators of risk.
ThePeer evaluation team believathe Swedish systemepresents a useful riskased approaclas a
low profileandrelatively simple antbw-costsystem.

However other systemalso contain useful lessonihis includeshe systems in France and England
which, although quite complicated andxpensive, certainhhave severalinteresting elements to
consider

Appendix 4 chapter8 (Methods of inspection/supervision) outlinesyumber of practicesegarding
risk-based inspectioincluding the Swedish system

5.1.1.6. Reflection on development opportunities for the supervision system
The Hl is an integrated team that serves a number of functions. Rather than reflect on just one aspect
of the opportunities for development and improvement under this project, peer evaluatiorteam
offers their overall reflection in sectighof this dcument (Reflections and Recommendations of the
Team). It is difficult to splice out those that relate solely to #snent of the review (project k) as
many of the recommendations are integlated and(if followed through)should positively impadhe
various services and functions of the HI.

5.1.1.7 . Seltassessment suggestions
If the goal is to focus the supervision from reactive measures to more proactive guidance and
monitoring, then seHassessments can be used as one of the methods to supervisevatuate the
learning capability of health care providers, who are at the end responsible for the quality of care they
deliver.
Presently there is no sedfssessment system established in Latvia for supervisory purposes in HI work,
however, it has beeoutlined as one area of focus in some of the HI documents provided to the peer
evaluation team
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In Finlandit is claimed that selfmonitoring (selassessment) carried out by service providers
themselves is, and ought to be, the most effective form of suis®n. They see the role of the
supervisory authorities is to offer support and guidance to the social welfare and health care service
providers as they undertake seatfonitoring.National Supervisory Authority for Welfare and Health of
Finland (hereafte ¢ Valvira)has for many yearsplaced great emphasis on providing support and
guidance to service providers undertaking satinitoring. Sedmonitoring is now an integral part of

all their supervisory activities. As a result, the quality of-swlhitoring undertaken by the service
providers has improved significantly in the past few yéars.

Selfmonitoring allows organisations to target their resources at higher risk areas and activities, to
adopt a pladed approach to their work and to develop segter awareness of the quality of the

services they provide. Any shortcomings must be prevented and addressed as close as possible to
where the services are actually provided. This will also reduce the need for the supervisory authorities

to addresssew OS LINP BARSNBQ | OGAQGAGASAE NBUONRALISOGAQBSTE &
arise from such supervision activity.

Seltassessment should be designed to identify, prevent and address shortcomings in health care
service provision.

Selfevaluation should always be able to answer following questions:

1 Did we do what we promised?

1 Did we make a change?

1 Are we doing the right things?
Examplesofself 34 S5aaYSyd LINF OGAOS& INB RSAGMAOSR Ay ! LI
assessmenainR A Y OA RSy (G NBLRNIAY3IQ 6KAOK aArA3akKia SEFYLX S
and Finland.

19 See Appendix 4, Section 6.4 (sebessment and incident reportimg=inland)
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5.2. Project II- Expert services in the area of patient complaint analyses

To improve healthcare quality and patient safety by assessing the normativefdlsesRepublic of
Latvia and the EU regulation in the area of patient complaints in order to identify limitations and
submit suggestions for

1 analyses methods for patieebmplaints and accident causes

1 implementation of a patient complaint system to indicate events for improvement and

development
1 engagement of medical institutions in the process of complaint analyses
9 prevention of patient complaints and accident causes engaging the medical institution.

5.2.1Complaints and incident reportingssessment ahe Latvian Complaints system
In this section the team reflectoon improvementof healthcarequality and patientsafety inpatient
complaintsin the Latvian context
The process for filing a complaint is cleaylined, including an electronic/cline form for lodgement
of complaints. littps://www.latvija.lv/Epakalpojumi/EP113/Instrukc)ja
Approd YI St @& nm> 27F (KtScomplabta,. 62NJ f2F R NBfFGS
The patient related organisatiorend individualsvith whom thepeer evaluatiorteam met describe
the application process as large, detailed, difficult and bureaucrdticequires a high degreefo
technical detail.
The process involves case file review and the complaipatient is interviewed as part of the
complaint process.
Once the complaint is lodged, the patient is not consulted by the HI and there is no opportunity for the
patient to meet with the HI or to engage their own expert to help present their cashere is no
structural assistance to lodge a complaint
There is a lack of transparency on the claims process, its statussasutcome Patients may apply
for the full case notebut, as this fact is not widely publicised, the patents are not aware of this and
therefore do not.
As there is a shortage of staff and capacity to deal with compldietaispectorate finds it difficult to
& LINE YiBelc@nplaintsand to invite people to use the complaint process in order to make their
experiences visible and part of a learning process.
Medicd organisations involved in MRF casesl the relevant colleges may also apply to find out the
outcome of complaints procedies but as there is no notification as to when the case has been
completed, the organisations are not aware of when they can afoplthe outcome and notes from
specific casesAs cases may take quite a while it is not so easy find out the status obihglaints
The outcomes of the complaints and results in terms of improvement of procedures are not openly
published ona website or elsewhere visible for those involved in the procdsg not easy to use
complaints for research and inspection purpoasghey are not electronically filed aedsily in detail
approachable.
The idea of informing a person or an institution about a complaint or procedure that is launched
against him or it is one of the fundamental rights on which any fair trial is baseagly the right to
be heard and the right to give your view/opinion on the facts that are used in the procedure. More
specifically, the principle of equality of arms is one of the basic rights with includes that both parties
in any procedure always have be in the same position in relation to information and available
documents. In general, it is a fundamental tenet of article 6 EVRM (Convention for the Protection of

33


https://www.latvija.lv/Epakalpojumi/EP113/Instrukcija

Human Rights and Fundamental Freedoms EVRM) which is not only applicable in crivtodliteall

legal and comparable settings in which parties are launching complaints or claims. This principle
2NAIAYFGSa FNRY FyOASyd w2YlLy €1 6Y al! dzRA G F€GS
Healthcare providers, in cases of complaints, have the right of third partiesmpdattd byArt 28 of

the Latvian administrative lawttps://likumi.lv/ta/en/en/id/55567 -administrativeprocedurelaw.

The heads of the Health Inspectorate spoken to byR&er evaluatiorteam stated that there was a

high workload and the staff are stretched. Complaints (and applications to the Medical Risk Fund) have
increased Simesover the last 15 yearhiowever, staffing numbers have not grown correspondingly.

The Patnt complaints process and the Medical Risk Fund in Latvia are closelydinketue of the
process and staff within the Kdla link which should be avoided.

Each complaint is considered by the heagert [doctor) andthere is no triage process of case
whereby each case is considered by severity and impact, categorised (and therefore managed)
accordingly Each complaint involves a medical file reviewhich is a lengthy process.

Complaints are all followingin principle anidenticalpathway.Thereis no difference between cases

in which serious events or near misses in serious cases are handled and other more common
complaints. For our advice on serious accident and incident reporting, refer sectib8 @roject Il
Reflections of the team regartj complaints)

5.2.2 Analysis methods for Patient complaints and accident causes
Complaints if registered inan appropriateand searchable wagan be helpful to support inspection
on priority level and to support dsk-basedapproachto inspection(and profiling of cases to track
trends and themes)
Each complaint results in either the patient being found not to hawase or the healthcare provider
being punished.
There arecurrentlyno gateways in tis process for mediation or alternativegjiute resolution.
The culture of blame, attribution and punishment leads to a potential underreporting of medical errors
and serious event reporting which has a corresponding impact on quality improvement
There is no thematiceview of casesby the H for subsequent analysis for quality improvement
purposes.
An effective classification and indexing system is needed to register patient complaints, profile any
trends (either by institution, professional or broader systemic issues across multiple providers) and
record the process, actions and outcomes of the daséuture research.

5.2.3Engagement of medical institutions for analysis and future prevention of incidents
There is no evidence of this engagement taking place in a proactive way currently between the HI and
the various medical institutionsThere is an opportunity to move toward this using thematic analysis
to find the systemic problems relating to a particular professional group or facility and use this as a
learning opportunity for quality improvement. This requires a move away fromuih&spment regime
to one of learning and improvement. It does require a levetwdt and flexibility from the HI and, in
return, a level of ownership and proof of effective change in behaviours and outcomes from the
members of the relevant medical insition. This does not advocate for a relaxing of the need to
ensure patient safetyg rather it encourages the broader research of issues and adoption of
professional standards to prevent harm in future (to err is human!).
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5.3. Project llI- Expert servicein assessing the work of the Medical Risk Fund

The team performs assessment of the Medical Risk Fund and reflects on the option of receiving
compensation for harm to life or health outside a court procedure as is set in the normative acts of the
Republioof Latvia and the EU regulation and assessmetti@proportionality of the amount of harm

to patient as is set in the normative acts of the Republic of Lalnithis dhapter the team also submits
suggestions for:

a.
b.

principles for creating the budgésr the Medical Risk Fundhanagement and administration
methods and criteria of determining the amount of harm to patient life or health becafise
healthcare service provision

methods and criteria which influence the amount of harm inflicted to thegquatand which
are applicable to the situation in Latvia.

5.3.1Main characteristicand assessmertf the LatvianMedical RislEund

Further to the adoption on 9March 2011- of EUDirective 2011/24/EU of the European

t I NITAFYSYd FyR 2F (GKS [/ 2dzy OAt 2 Y -baiid&rS |
healthcare, several EU member states adopted various systems for regulation regarding
systemdor professionaliability insurance, oa guaantee for similar arrangements.

The Drective did notoblige MemberSates to adopt a specifior newtype of system
different from their own regulation However according to article 21.1 of the iEctive
member states shall bring into force thaws, regulations and administrative provisions
necessary to comply with Directive by 25 October 2013.

To comply uth the DOrective Member States, haveto provide patients with an
understandable complaint procedures and mechanisms enabling them to request
remedies in accordance with the national law of the Member State of treatment if the
health care provided is harmfulThe European Commission shaltading to the article

20 of the Drective conduct an assessment of thgstems angbractices put in plaein the
Member States by 25 October 2018.

In connection with thisDirective and based on the example of maifd¢nmark, the
compensation system in Latvia was established by amending theohdhe Rights of
Patient$® (LRP)The mainssues and means @bmpensation are dealt with inréicles

161, 172 and transitional provisions. The Medical Risk Fund became operational 25
October 2013.

2 pacientudl A S Bkonts dEext available atitps:/likumi.lv/doc.php?id=203008 Explanatory note with
original draft presented to Seimas is available at
http://titania.saeima.lv/LIVS11/SaeimallVS11.nsf/0/3D79353E2F73AZI7BDE00426F87?0penDocument

2l section 16 of the Law on the Rights of Patients includes a patients right to compensation for any harm
including moral harm caused to life or health by a medical practitioner working in a medical treatment

institution.

22 gsection 17 of the Law on the Rights of Patients includes the Medical Treatment Risk Fund funding as a state
budget and health services contribution based organisation run by the National Health Service
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TheMain characteristics of the compensation system are as follows:

1. The patient has a right for compensation fany harm, including moral harm, in the
amount of the harm caused, but not more than 142 290 euros that was caused to a patient
after 23 October 2013 (LRP art 16.1 and?18 transitional provision 1).

2. The patient has a right for compensation of mediexbenses incurred to him or her

(for eliminating or reducing the consequences) the amount of the expenses incurred,

but not more than 28 460 euros (LRP art 16.1 and 16.2.21)

3. Harm should have been caused by medical practitioner working in health c
institution (LRP art 16.1). There is no differendbéfservice provider is public or private

as well as ithe services rendered were paid by public funds or by patient him/herself. Not
only doctors, but all medical personnel with certifieatarecovered by the insurance.

4. Harm was caused by acts of such persons or because of failure to act (LRP art 16.1)
5. Treatments received within the framework of clinical trial are not covergdiund
(regulation 1268 art 11).

6. Compensation for harm anekxpenses is paid bthe Medical Risk Fund upon an
application submitted to the National Health Service (LRP art 16.2 and 16.6). Format of the
application is foreseen by regulation (regulation 1268 annex 1), documents proving the
expenses must be added (tdgtion 1268 art 4). In case application and/or annexes are
incomplete, the NHS gives deadline for producing proper docuiatien (regulation 1268

art 5).

7. In case of death of the patient, compensation can be claimdtking (regulation 1268

art 31).

8. Compensation is not paid in cases of late application as well as when compensation is
paid during ¢her proceedings (LRP art 16.5).

9. Proceedings should be concluded within 6 months, in exceptional circumstances it can
be prolorged up to 1 year (LRP 416.6).

10. Gompensation should be transferrei the applicantwithin 90 working days from
positive decision (regulation 1268 art 14).

TheMain characteristics of the Medical Risk Fund are as follows:

1. The MRFis formedby contributions paid byhe cdlective of kealth care providers in
amounts determined by Cabinet (LRP art 17.1 and 17.3);

2. Thefund is run by the National Health Service (LRP art Ré@ulation 850 art 3.26)

who also has a duty to collect the contributions and pay out compensafiRatglation

850 art 4.21). More concretelThe Health Inspectorate conducts an expert assessment,
prepares an opinion and determines the extent of the damage as a percentage, as well as
evaluates the assesses the need for health care expenses in ordatice or prevent the
conseaiences of harm to the patient @gulation 1268 art 2.1; art 7).

In the framework of evaluationf caseshe Inspectorate has full access afl medical
documentation, is able to ask fan expert opinion or to askhe establshment ofa
commissionwho will haveto evaluatethe case Regulation 1268 art 8). The National
Health Service administers the funds of the Medical Risk Fund and on the basis of the
opinion of the Inspection, decides on payment of the compensation or aéfagay it, as

well as payments of remuneration from the Fuigulation 1268 art 2.2).
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3. Theamount of compensation is establishedthye Inspectioraccording to annex 2 of

the regulation 1268 taking into account 10 criteriar(example a causalink, the patient
participation in care procesthe severity of damagehe contribution by the provider for
remedying the situatioretc.) (Regulation 1268 art 9)TheL y & LISOlG A2y Qa &G G SY
NHS contains its opinion about existence and extent ofiage as well as circumstances
that cause refusal to pay compensatidar(example missing causal link, no professional
error, no damagetc.) (Regulation 1268 art 10 and 12).

4. The amount of the contributions by the health care providers to the fund are
calculated by the NS and invoiced once per yeae@Rlation 1268 art 18; method in art
23-26, 28) and it will not be changed during the year (regulation 1268 art 27). Payments
are normally done on quarterly basRe@ulation 1268 art 20). A special forfaus used to
calculate the risk amount payable by each medical institution, based on the number of
employees in the medical institution and the distribution of these healthcare psajaals
across the risk groups.

5. The National Health Service has ayht to deduct insurance payments due from
payments the service ought to pay the health careproviders for their services
(Regulation 1529, @ 276; Regulation 1268 art 21).

6. Both the National Health Service as well e HealthInspectorate are oldjed to
share publicly inforration about Medical Risk Funde@lation 1529, art 10.2)5

7. Proceedings of the Fund are based omadistrative law (LRP art 17.2).

8. The find is allowed to use its resources only $ettling claims (LRP art 17.4).

9. TheNational Health Service has a right to recovery ftbenprovider who has not paid

the contribution but on whose behalf the Fund has made paynoérmbmpensation (LRP

art 17.5; Rgulation 1268 art 22).

A more detailed analysis is provided in the Appendix of this report. A summary of the key
pointsincludes

ThisLatvian implementatiorof the EU Dective in national law seemnts go further than
necessary to comply with theif@ctive. The scope of théund paymentsncludesnot only
patients but alsonext of kin (heirs)the compensationof damageincludesalso moral
harm.

5.3.2Main problems of the current system of the Medical Risk Fund

During the evaluation process range of stakeholders as well as those who are responsible for the
liability insurance system were interviewed. On the basis of data collected main problems of the
current system seem to be:

1. Lack of human resources, professitismg there are currently 3 persons in the NHS dealing
with the MRF issues and additionally experts/other officials in the HI are mandated to perform
different tasks for the fund. For the HI people this is in addition to their usual workload. At the
begnning of the MRF expert division in HI was divided into 2 parts so 1 would be dealing only
with MRF expertise. But as there were no additional funding for extra posts allocated, this
settlement caused heavy workload for experts dealing with other mattesa MRFand the
unit was merged.
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Therefore processing the cases takes relatively long time.

Many stakeholders highlighted that as current permanent experts to the HI are not practising
health care professionals who engage in continuous professionairtgg and therefore are

not able to assess and evaluate activities concerning all disciplines. Also using modern tools,
as esolutions, seems to be rather low among the experts and overall in MRF processes.
There is very scarce outside expert/professicassociations involvement in MRF proceedings
to remedy the shortcomings with the expertise. Patients are not allowed to appoint
(independent) experts themselves to provide the assessment in proceedings.

There is no such as thing iasother countries’®an obligation toaddress the complaint to the
provider first? (streamlining the procedure mandatory or voluntaity) some countries the
providers have the obligation to have a complaiotsnmission andin some cases there is
provided a limited amount otompensatiorfor complainantsy addressing thendependent
hospital complaints commissiéh Often insurance companies are involved in settling the
claims with the complainant® In Latvia here is norequirement to have a previous contact
with the provicer and streamlininggf complaints is not regulated.

Mediation options are not standardised and not provided before dropping a complaint or
claim. Thee is no mandatory pathway to follow fataims /complaints to the MRF except that
apparently the court isiot acceptingcomplaints directlyHowever, theperson can address
directlythe MRF without trying to settle the case beforehand with the provideotherwise

The inspectorate has no task in matitbn of complaints £laims Thislack of structurecreates
unnecessary burden to the funéurthermore,a number of cases couldave been solved
among provider and patient without outside engageménd mandatorystructure including
information about his and mediationwould havebeen inplace Thisconcerns issues of
attitudes, communicatiorbut also legal structure to make the system werkoother.

Having an opportunity to mediationcluding appropriate information about the outcomes of
the system wihout mediation could havdecreased theressure to MRF.

Managing the data collecteith categories and in such a way that the data are approachable
for the inspectorate and useful to support the inspection po{lopgterm policy, short term
policy,risk approach,certain categories based on national policy and priorities of the Health
ministry.

MRF does collect and process data about (alleged) medical errors and events. Such a data is
not used for learning purposes as well as for identifying general gnobinstead of dealing
with single cases only.

Public awareness about MRPBublic awareness about the fund is very IdMso,stakeholders
involved, including HC providers and their unions, are not very sure about activities and
frameworks of the fund.

There is a section about MRF on the webpage of the?\NlH& it is notvisibleand easy to
approach Most patients ¢ even highly educated ones found it difficult to usethe MRF
without further professionabssistancelt is not clearly evident from the webpage how MRF
proceedings differ from court proceedings.d.faster, no fee, simpler burden of proof ekc

2in Portugal bspitals have an online complasrbook to file a complaint with a hospital.

24 Sweden all complaints go the provider ; the inspectorate investigates serious complaints

2the Netrerlands max 2500 euro by the independent

26 portugal, the Netherlands

27 Available atttp://www.vmnvd.gov.lv/en/crossborder-healthcarecontactpoint/treatment-risk-fund .
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and if theyare more complainanfriendly. There does not seem to be an obligation for
healthcare servicproviders to make information about methods of complaint, including MRF,
publicly available and also to inform patients about such options.

7. Engagement with stakeholdegsit seems that both prior to the establishment of the system
as well as during its operians there has been no thorough and wide stakeholder consultation
carried out. At the same time all major players on the figlstate authorities, professional
unions or providers and health care workers, patient organisations, insurance companies etc
¢ were very critical about modalities and framework of the existing system and its outcomes.
Opinions and recommendations of stakeholders are not systematically analysed and discussed
by policy makers. At the same time state plans to start reorgantem¢pcation of the MRF
and this seems to happen again without consulting the stakeholders as well as
comprehensively and holistically discussing this with institutions concerned.

8. Length of proceedings proceedings in the MRF asxcessively long according &l parties
consulted To the team however the mentioned length of procedure does not seem to be
excessively long if being compared with a normal court procedure in the various European
countries.If we look at the Danish system of the Risk fund an awetagn of 200 days seems
to be an ambitious goat® Neverthelessif the idea of this MRF was that it should be an easy
approachable and client friendly and quicklypceeding provisiorthis is not the result of the
structure and its way of working
There seems to be various factors influencing thiscluding alack of efficient work
methodology by experts as well as probably time for payments by NHS after making decision
(90 days).

LG s a LINRPLRAaSR (2 KIF@S 1jdzAi O1 SN) acqlistsfy 27F
compensation sums or similar.

9. Transparency of the MRF proceedirggagain common stance of the providers, associations
and patients wasthat during the proceedings proactive hardlyany information if at alare
shared with parties involved. HCPs who have to deliver their account on situations disputed
do not get any information about outcome of such complaint/compensation proceedings. It
seems that all parties inWed might have right to enquire both final expert report as well as
decision made in MRF proceedings, but as they are not informed about this option, it is not
taken up.

Allegedly also basis and methods of deciding on the amount of compensation payable i
simple and understandable for parties. Proportionality with the sufferings or direct loss does
not seem to have real impact on the final outcome in financial terms.

10. The ystem of reporting medical errors/incidengsthere is currently no connectiobetween
out payments, insurance premiums, proceedings and cases of possible medical errors
reported. A Ink between voluntary reporting, liability and compensation (as well as perhaps
disciplinary proceedings) could make the system more efficient anghlastve.

11. Dissatisfaction with complaints due to the combination of various reasons listed (lack of
transparency, weak expertise, proportionality gtmore than 30% of decisions made by NHS
are applied to the Nhistry of Health Applications are mostlgresented due to disagreement
with the amount of compensation appointed.

28 https://pebl.dk/en/skader/sagsbehandlingen/sagsforl%C3%B8b
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5.3.3%veral options for (medical) clak@ handling in the various countries
More in general speakintere areseveral options for (medical) claim handlinghe various
countries

a. The health professional or servipeoviders concerned
Complaints officers and/or complaint committees (local, regional or national)
(Patient) Ombudsman (local, regional or national)
Health commissioner (national)
Professional bodies or organisatiansluding insurance organisations using professional
experts(regional, national)

f. Medical or disciplinary tribunals (regional, nationalspecialist)

g. Inspectorategfirstinstance or appeal)
If we look at the Latviasystem,some of these options seem t® more appropriate than thers for
the following reasons:

®ao00o

OPTION A

The health professional or servipeoviders concerned

91 the individual health professionals includi@@Psand service providers seetm dislikestrongly
the idea of not being involved in the decisioraking regarding claims from patients.
This beig anunderstandable point of view in a landscape with more and more claimis
more and more health professionals and serviseering fromindictment, couldead to the
idea of making them officially in first instance responsible for the claims handling

1 As mediation is a strong instrument to prevent litigation and elongated and lengthy complaints
procedures® and manycountries have succefss introduced comparable systenitsseems a
good point to consider for Latvia
Mediation isnot officially organisedn Latviaandis not given a proper place in the system of
claims handling Mediation as instrument is usually more successful at the att of a
procedureas it seems that parties are in that stage more flexible and more open to settle a
possible claim before it gets a fight.
Therefore it seemst seems a good idea think about complaintstlaim handlingat hospital
level in combinatia with akind of mediation procedure

Option B

Another option is omplaints officers and/or complaint committees (local, regional or
national)

This could bean optionfor the medicalclaims andthe complaints handlingn relation to
claims. Looking aht situation in Latvia it has to be said that the officers or committees should
be completely independent from the inspectoratad shoulchave their own office and status.
They should be able to attract sufficient experts frosufficient qualityievel and should have

a support office to support patients and a communication office to make sure that feed back
to patients hospitals and inspectorate as well as to the government levels is provided.

2we usethe term claim handlingnstead of complaint handlings ths paragraph and theases discussed

below aremainly focused on a solution for too many financial claimghisLatvian system and looking for
alternatives in other countries in Europe.

30see Denmark ombudsman, Portugal mediation see England patient advice and liaison services PALS ; patient
ombudsman in Norway as a conflict solving institute
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If this must be organised byovernment,the costs would probablye prohibitive, and the
outcome would probably be not much better than the results from the inspectorate experts.
Therefore this option is probably not the most favourite.

Option C

The mtient ombudsman could be involved in cplaints handling

However if we talk about medical expertise and expertiseamflict settlingfmediation this is
probably.

5.3.4Suggestions for revising the medical liability insurance system in Latvia
Based orthe information collected from various stakeldersthe following suggestions for revising
the medical liability insurance system in Latvia could be made:

1. The Ministry of Healtlthereafter¢ MOH)should carry out comprehensive analysand
about competences and resources needed for purposeful medical liability insurance
system in short and long term:

A financial resourceseeded to run an independent state financed institute which
runs the MRF(infrastructureand staff¢ no need for experts as the parties will
bring the experts¢ no need for payments as the payments will come from
insurance or from medical sector themselves if not insured.

A financial recourses to outsource this activity to insurance compamedskeep it
as a budget neutral institution

A possible domainsonsidering state authorities, professional unions.gtor the
fund in present institutional structure and costs

Other topics for MOH to consider

A method of deciding on compensati (expertbased or lisbased)

A establishinga prior to MRF claims system of mediation proceedisystem
betweenparties pbligatoryor mandatory)

A a streamlining system for complaint procedures (obligatory or mandatory
streaming via the healthcare provideoncerneal)

A options for combining reporting and compensation systems etc.

2. Outcomes on analysis on policy level can be combined into report that should be
comprehensively, constructively an openly discussed with stakeholders. This includes
other state bodies, assiations, academia (including economical sciences) etc.
Consultations could be thematie. by working groups maximising the input from parties.
After hearing all stakeholders and carefully considering their input final report can be
made providing the gpund for decision of the model appropriate for Latvia.

Assistance for constructing the framework for stakeholder engagement could be enquired
from other countries, as, for example, Estonia and Scotland, who have successfully
performed such exercise withithe framework of creating medical liability insurance.

3. Whatever model will be used for liability insurance in the future it should clearly address
at leastthe following issues:
A definition of complainant onlythe patientor also others like partnerand family
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A the scope ofthe insurancefor medical staff and health servicesobligatory or
voluntarily,staterun or privately run

A cross border elementsicluding the minimum standards from thensparent and
efficient proceedings

A the insurancecoverage and other details should at least be in accordance with the
minimum stipulatons in the EU iective 2011/24

A methodologies for calculation of compensations; damages teadmpensated-
list of harm or individually

A information about the systerpublicly available how to use the system what are
the outcomes and who was to blame or not

A assistance available for settling the disputes prior to apgbeaand during the
proceedings

A avenues of application after the decision

A and most important for mprovement and research issues in all cases the
inspectorate has to banformed andhas to have access about all coaipt and
settlement information.

6. Reflectionsand Recommendationsf the team
Overview of chapter 6

Summaryof recommendationsand advices
The following table provides a summary of the recommendations opé#s evaluation team

1.
2.

10.
11.
12.

13.

Reposition the Halth Inspectorateas more independentransparentand accountablentity.
Move to more of a learning culturéncluding thematic relew of common and systemic
problems)

Empower the staff(including continuous educationtraining andfostering anintegrated
culture).

Improve the image of the inspectorate with the stakeholdarsl consider rédoranding the
organisation.

Focus onmproving the quality and safety of healthcare

Move from compliance to more eoperative methods of inspectioto be a trusted partner
for stakeholders).

Introduce seHassessment as part of the review framework

Introduce better iskbased profiling forprioritisation of inspections andetter use of
indicators

Redesign theomplaints procedure.g. consider introducing a triage process, categorisation
and a mediation step into the process.

Improve engagement with health institutions and groups

Externdisethe MedicalRisk FungMRF)unction from the Inspectorate

Separate thdexpert) function of determining if a MRF case should receive @pgfrom the
assessment ahe amount to bepaid-out. This could includereating a schedule of payment
amounts,or rangeshased on problem and severity (i.e. remove the subjectivity)
Separate the expertise functions of Pharmacy from the existing HI general Experts.

A more detailed narrative on each of these 13 points is provided in the following s&ction
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6.1. Project | ¢ Reflectionsand Recommendations othe team regarding the evaluation of the
Latvian Healthcare Inspection in the area of medical institution supervision.

The evaluation of the work dhe Latvian Healthcare Inspectorate has betthe centre of this study
not onlyin this paragraph but throughoutthe entire report.
The assessment of the Latvian medical institution supervisistem by thegeer evaluatiorteam - as
described in this study and in particularAppendix 4 has addressed essential elementsaafuality
improvement orientated supervision.
In thisassessment theeam found that, while the direction of travel for the HI is towarghalosophy
of quality improvement this is at an early stage and there are anfner of actions that will help this
become a reality.
If we reflecton the questions asked bthe Procurementiocument inshort:
- Analyse the current state and procedures:
choice and applation of supervision systems
strong and wek points of supervisiogystems
selfassessment methods
indicators in supervision of medical institutions and provision of consulting
support.
- Reflect on development opportunities for development and improvement of the supervision
system of medical institutions in Latvia;
- Presat suggestions for setissessment fovarious institutions and practices.
The team comes to the followinggflections and recommendations

= =4 =4 =4

6.1.1Ilndependene and transparency

Independency ath transparency is the Holyr&l for supervisoryorganisationslt will never be fully

reached,however,it is important to strivetowards itat as it bringdalance andhe autonomyto do

the rightthings It stands at the basis of acting with integrity and impatrtiality

One of the most important of th¢so called GEPSG i | Y R I skilRlard 2'dbéut these dunding

norms of indepedencyand transparency

A Its independence is safeguarded to the extent that is requiegghrdingthe conditions under
which it performs its services. As a supervisory body, its depeerdanindependence of the
political system should be defined.

A It remains impartial to the influence of key stakehold@rmbrella organisations, press).

A Its personnel are clear and understand what is required of them to ensure that they act with
integrity at all times; andgersonnel do not have a conflict of interest in relation to the area of
work that they are required to perform. Procedures should be implemented to ensure that
experts assisting the inspection body in specific cases declare a statebwmutt Gnflicts of
interest, for example political, commercial, financial pressure.

Aspreviously stated in this reporthe HI issubordinate to the government and to the Minister of

Health and is not independent. The actualdependence on the Ministry and its policy seems to be

accepted without any serious debate or comments from a professional and independently operating

control and supervisory role from the Hl

31See Appendix 8 EPSO Peer Evaluation Framework for a list of the considerations.
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As there is ndegislative nor current procedural protectioa treate an armdength distance from the
political systemthe inspectorate does not haviermal instruments toprovide independence from
political steering and influence. This situation is not very different from sother inspectorates in
Europewherethe inspectorats are essentiallyfunctioning, not at armdength, but in short reach of
the Minister.
However most of the inspectorates have at leasbme formalinstruments in place to keep their
opinions impartial, their decisionsrule-based and fairand their implementation equal to all.
Inspectorateshould be able tikeepdefend their independence and integrifynecessary in order to
defend good care for the public
In Latvigleven if this is not the caje the perception of many interviewed that the inspectorate acts
at the political instruction of the current governmemather than acting independently and
transparently
Many of the stakeholderg/ho were interviewedexpresqeven without being asked explicifla fear
and a lack of trust ithe sense that they do not trust that the activities of the HI are impartial and fair.
The general idea is that their priorities are mainly politically steeiRdgardless of the truth,
perception is very important and the lack of transparency in seleuthigh organisations or physicians
to audit serves to compound this suspicidhoreover,the process by which complaints are decided
and, the corresponding payment methodology and the results/outcomes are not transparent which
leads to suspicion by the plib and other stakeholders regarding impatrtiality.
These observationgead the team to the opinion that something has to be dowemake the
inspectorate more robusandindependentand that this has to be shown transparently to stakeholders
and thepublic
For gotions to work in this directioispiration can be gained from systems such as
1 the Norwegiarnsystem where the independent inspector general in appointed as
independent high officer by the crown which is comparable to the council of
ministers for alongterm fixed period
1 aconstruction as the Latvian Ombudsman in Latvia could be an option
91 another option could be to make the inspectorate officially an organisation at
FNYQa fSy3aadK Fa GKSeem@dant t A0 Ay 9y3fl yR
1 the Portuguese an@&wedish model of an independeatlvisory boardwith links
to a broad spectrum of stakeholderscluding patient organisations or
representatives

6.1.2.A kearning cultureasa priority
In the Description of Activities document the aimtbé HI is described as follows perform the
functions of state administration in monitoring and control of the health sector in order to ensure
compliance with the requirements and execution of normative acts that regulates this.sector
This involvedn daly practicea lot of practicing control and penalty activitieslthough itis generally
agreed that the basic safety and quality norms need to be ensthedieam is of the opinion that
punishment should be @erylast option not only because this ishat isseen in many other countries
but also becausein the long run punishment asa practiceis not shown to be aneffective and
workable instrument for improvement of healthcare.

As we seén the current environment of the Hi strong leadership of the inspectorate and willingness
to improve, supported by the Minister of Health and Ministry and potentially supported by quite a
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number of other stakeholders in Latvia, striving to introduce more gjuality improvement and

learning cultureshould be a veritighpriority The tallenge foithe HI isthereforeto make the internal

change from compliance to emperationand from punishment tahe internalisation of values and
good practices.

ThePeer evaluatiorteamtherefore points at a number of related policy aspects and priorities that
seem tobe importantto make thischange

f Empowerment of the staffA Yy 2 NRSNJ 2 ONIS IF?{nh&t involved stblishiteNB 2 T
a supportive environment where health prof@snals can identify errors or near misses and
analyse why and how these may have occurred. Within this environment, patient safety
practices, such as clinical supervision (CS), can be implemented to address the problems
identified and reduce the likelitad of injuries

1 Improvement of theimageof the inspectorateg externallyas well as internallg couldbe an
important second goal to work on in cooperation with exterstdkeholdersA change of
mindset (nentality) towardsa more operstakeholderoriented setting is not an eagyath (as
is seen in many other countrigisut unavoidable if the inspectorate wants to bérasted and
open partner

1 Re-brand the organisatiorin suchaway that it shows outside more clearly its credibility as
supportive, ceoperative, quality and patient orientated organisatiofhis drebranding
should includghe disappearance of the reputation as a punishmeriented and policdike
organization. Achange of name as is done in Estonia and long ago in England could be a
helpful option too.Thischange of brand should not be only optical but needs to be supported
by behavioural and communication training among staff and those who need to perform the
supervisory activitiecommunicate and coperate with different stakeholders.

1 Become a learning organisatioto achieve improvemenand tofor improvement tobecome
part ofasustainable culturef the organisation, therés needor supportas socalledd f S NI A y 3
organisatior.

6.1.3Fromcheckingcompliance to ctlaborativemethods of inspection
As is descrilebin Section 4 of this reportthe trend in supervision in Eurogs shifting from
compliance to more coperative methods and the supervisaythoriii &r@ldisincreasinglyseen
as supportivé®andl Zeirg partottheda 2 f dzi A2y Q | YR A YLINE @éndisgy 0 2 NR ¢
SNNENB YR YSIadz2NAYy3a GKS SFFSOU o6& WK2g¢ Ylye o
1 Forinstance,in Sweder* the supervisionby Swedish Health and Social care Inspectorate
(IVO)is carried out from aiser- and patientperspectiveand must focus on matters that
are important for individuals or groups. Unless laws or ordinances state otherwise,
supervision should bask-basedand only review matters that are essential to ensure a
health and social care service which is safe and of high quality. Supervision must be
effective (IVO, 2015)

25ee sectiod.5WOdzt GdzNBE 2F &l FSHeQQAY2N) &dzNIR SHARSGISYODONR Y Y Sy
33 Refer Section 4.5 culture of safety in a supportive environment-a@n8.1.3 Engagement Strategy
34 Refer Appendix 4 (selected case studies) for more details about the Swediim sys
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These elements (usqrerspective, riskased and effectie) are the essenti&lighlightsand
starting points forTheHealil K 'y R { 2 O0A It / I MNBrk. ThgSwedSIO i 2 NI (0 $
systemdoes not describe ifull detailhow to carry out riskbased supervisiomowever it

is clear for all involved. It includegstematising and analysingyQ2 ownand other actors'
findings at a national and regional level, as well as making use of the patients' and users'
views and experiences to create an overall picture of our supervision area.

What is considered essential arisk-basedstrategycan vary according to the purpose of
supervision.The inspectorate focuses owhat they think is reallyis important when
providing a good health and social care serficaisersand patients This focus is not top
down as well a bottom up discussed and influenced. One of the elements of this system
is that IVO not onlyconcentrates on documentation, guidelines and procedures but uses
more information and but tries to agke real questions of patient safety and quality of
care®®

1 In Scotland® the social care and social work scrutiny is moving from compliance to an
improvementfocused approach which provides assurance about care quality. There are
two elements of change: a greater methodological emphasis on evaluating the apfality
LIS2 L) SQ&8 SELISNASYOSaE |yR 2dzid2YSasz FyR |
W{O0200A4aK Y2RStQ YIé& KS{tLI LINPGARS | 0 KS2 NJ
between scrutiny and improvement. Modern scrutiny can become an important tool in
the quality toolbox®’

1 InPortugal users are central to the systews the central figure of the health system, the
user must be given the necessacpnditions to make free and informed decisions.
Taking into account the asymmetry of information existinghe health sector, in the
context of he constant intervention of Portuguese Healthcare Regulatory Authority
(hereafter ¢ ER¥$ to guarantee the rights and interests of the user, along with the
treatment of complaints are developed actions to strengthegréty in the area diealth
and empowerment decisiomaking, and in particular in their direct contact with health
care establishments and with the LRA.

To this end, ERS offers a designated aréénédrmation to Users", with useful and easy
to-understand information, based on interactive content and functionality such as
answers to frequently asked questions, information leaflets, simulators and alerts that
support the user in the effective exercise of their righnd dutiesln this area, the onli@
complaints book and the information request form allow you to quickly and comfortably
submit a complaint to a health care establishment or a request for clarification from the
ERS regarding matters within your comgrete. The use of the information andols
provided here will contribute to an increasingly effective regulation and supervision of the
performance of health care establishments by ERS and to an increasinglyries¢ed
health system.

3 ibid
36 ibid
7 Refer Appendix 4 (selected case studisgytion 1.3 (Scotland) for further details
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6.1.4lmproving qualityof careand patient safety

1 The goabhould beimproving quality and safety in health care

I To be able to improve the HI negtdust from the health care provider (so they listen to you),
from the government (so you can act independent) and from the pyticrou can defend
the use of tax moey)

1 To be able to contribute to quality improvement and learning effectively, tia® tobe a
certain level of trust between the supervisory agency and the supervised. The latter must
GNYzA G GKFG GKS F3SyO0eQa LINR Y| edBThdFdgeoisoryA & f S|
agency must trust that the supervised want to develop and must aatvitlay that does not
create fear

1 The inspectoratehaveto prioritize the actios for instancéy creating a risk analysis. the
risk analysisstakeholder informatn isimportant. The advice i¢o focus m outcomes,
sometimes processes and veryely structures such aswumbers of beds, personal etc.)

1 The risk analysis shouddsofocus on what is important for the patientahich means that
the inspectoratehasto understand what is important and also creategeneral knowledge
about what the problems are in cooperation with health care providpasients and other
stakeholders

1 There are several methods to inspect and different methods can be used considébg w
problem is faced. Inspections are basically about gathering information

1 When choosing which tools to use, the basic rule is to start with the less radézaures
and introduce stricter ones if necessar¥his pyramid is also used for psinment and
corrective measures

1 Feedback and dialog after inspection and analyse is crucial to be able to be part of the
solution to improve health care. Feedback also about the inspectorate, was the HI of any help
or only trouble?This is of course not so easy fadf out as usually regmdents give the
desired answer

1 Follow up after a reasonable time after previous actisrone of the normal inspection
procedures;however, this follow up should not stop automatically and as standard with
correction of the detectd errors;system analyses and possibly find out if and why this error
is made more often to changhe

1 SAFFSNBYUGAIGS GKS AyallSOG2Nl 6SQa | OlAazyaod
processes regarding improvement and good control of outcomesmBre active if the
provider had little understanding or knowledge regarding improvement. Be assertive when
there is direct danger to healttapply strict disciplinary actions if there is a high patient safety
risk.

6.1.5Tailor made systerfor Latvia

In order to make a relevant and practical comparison between approaches in different countries,
the examples ardnighlighted® as a reference to use as inspiration and best practices to adapt
suitable options consideringhe Latviancontext and its cultural,political, legal and financial
environment. Not every system that works in one country settinitynecessarilyvorksin other.
Latvia needs its own tailenade system, inspired and supported by the best practices from other

38 see Appendix 4 (Selected case studies and international examples)
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countries. Developing the bestpervisory system &nongoing process that needs to adapt and

keep up with health care quality and improvement development.

Neverthelessthere are also some lessotwslearnfrom other countries experiences. Hastance,

one of the lessons is that SBONJOA a2 NB 02 RASa aK2dAZ R FT20dza fSaa
profiling. Insteadthey should identify and find a smaller group of indicators that have the best
correlation with orda A 0 S | dzZRAG FAYRAY3I& yR F20dzanaRy (GKS:
GKNRdzAK ff 2F (KS y2AasSQo

6.1.6More proactive usingelfassessment

If the goal is to focus the supervision from reactive measures to more proactive guidance and
monitoring, then seHassessments can be used as one of the methods to supervise and evaluate
the learning capability of health care providers, who are at the r@sghonsible for the quality of

care they deliver.

Presently there is no se#fissessment system establishedLatviafor supervisory purposes in Hi
work, but it is brought out in the presented documents as one of the aims of inspectorate to
implement.

In Finlandis claimedthat selfmonitoring (seHassessment) carried out by service providers
themselves is, and ought to be, the most effective form of supervigibry sedhe role of the
supervisory authorities is to offer support and guidance to theaowklfare and health care
service providers as they undertake selbnitoring. Valvira has for many years placed great
emphasis on providing support and guidance to service providers undertakingagloring.
Seltmonitoring is now an integral part @fll their supervisory activities. As a result, the quality of
seltmonitoring undertaken by the service providers has improved significantly in the past few
years® .

Seltmonitoring allows organisations to targteir resources at higher risk areas aantivities, to

adopt a plardled approach to their work and to develop a greater awareness of the qudlitye

services they provideAnyshortcomings must be prevented and addresasalose as possible to

where the services are actually provided. Thidl also reduce the need for the supervisory

I dzG K2ZNAGASAa (G2 FRRNB&& aSNBAOS LINPOJARSNEQ | OGA
and costs that arise from such supervision activity.

Selfassessment should be designed to identify, prevaamt address shortcomings in health care

service provision.

Selfevaluation should always be able to answer following questions:

i Did we do what we promised?

1 Did we make a change?

1 Are we doing the right things?
Additional infamation on the Finnish exampgl, the Netherlands (serious adverse events
example),the Swedis system, the Portugueseystem, theDanishsystemare outlined in
Appendix 4, section 6 (sedssessment and incident reporting).

39 See Appendix 4 , section 6 (self assessment and incident reporting) fogrfdettails
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6.1.7Risk basedupervisiorand the use oforganisation, process and outcorriajlicators

While choosing indicatorf®r risk-basedsupervision iis important to keep in mindhat the aim and
purposeof the indicators ighe need to performarisk-analysesTherefore important questionsare if
the indicatorsused to give general background information about the capability of care providers,
benchmarking, to identify high safety risks orctwoose inspectioobjects? In Denmark anéweden,
the inspectorategnake ayearly plan based on their risihalyses. This helplsem to make a selection
of institutionsto visitand what to ask.
Ashighlightedin section 44 (data driven and evidence based approach) of this reptire Latvian
inspectorate isstruggling- as inspectorates in many other cdues worldwide are- to find a proper
and effective way to introduce (cost) effective working method in inspection and supervidis.
report provides @amples from other countries are available on howisk-basedapproach could be
used*°
ThelLatvian HI has at themoment 5risk themes:
1. Potential influence of soiety (GPsmall, hospitabig)
2. Influence ofthe organisation/facility(GP, hospitalfrange and complexity of services)
3. How complicated is the legislatioalating to the organisation/facilit§i.e. 10 different laws you
need to check)
4. How many patients undehe organisation/facility (i.e. volume)
5. Reputatiorbasedon:

- aninternal scorechecklist score based on last 3 years;

- achecklist filledby inspector;

- complaintd claims
The riskbased criteria for prioritizing which orgaations to audit- asbeing usedr planned to use in
Latvia do not consider statistical risk factors for helping determine who should be reviewed.
Furthermorethese criteria do noseem toselectriskyareak y G KS aSyasS 2F daKAIK NA
YR |j dzI f A hecriteid arephriyBaumbased whichdoes not have a cleaut relationship
with health and sociakarerisk, andthe criteria seem to Avea highlysubjective character andre
therefore difficult to defend and to use.
Thepeer evaluatiorii S I ¥eéd@mendation when choosing indicatdsto consider what data you
have available and to customise the intelligence from various sourcea®ofte up the value chain from
data to information to knowledge).

6.2. Project li¢ Reflectionsof the teamregarding complaints
6.2.1The Complaints procedure assessed
The Complaints procedure as assessed by the tem@hapter 3 lead to a number of ideas for
improvement
If we reflecton the questions asked bhe Procurementocument in short:
a. analyses methods for patient complaints and accidenises;
b. implementation of a patient complaint system to indicaeents forimprovementof
the complaint proces
c. engagement of medical institutions in the process of complaint anglyses
d. prevention of patient complaints and accidemauses engaginghe medical
institution,

40see Appendix 4, Sections 6 (Self assessment and incident reporting) Bngagément of Stakeholdgrs
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the teamconcludeshat patient complaintsis @s is shown in many best practieme of the most
powerful instruments folinspectorates taget in contact with the patients as well as with the health
professionals and the health service providers

Next to other methods of communication with the health field this is one of the eaafesbestways

to find room forimprovement of healthcare quality and patient safety.

6.2.2Preconditiors for opencomplaint management

a. Theinspectorate has to be informedbout the complaints angreferablyabout its content
in detail

b. The inspectorate should have the ability toase the complaints for the purpose of
Improvement of patient safety and quality ofare This means that triage is necessary as not
all complaints are useful for this purpose. If the inspectorate has to answeanaestigate all
the complaints this will take so much time and energy that the purpose of improvement get
lost in thepile of correspondence and investigatitn
Triage means that complains are selected in for instanca&tégories:

- serious event which redl more or less immediate action from thespectorate;

- other events nevertheless serious but not acute which can be patieofegularinspection
activity;

- low profile complaints which might be very important for the complainant but can be
transferred b the caregiver to take care of in a considerate and thoughtful way.

Either way, all complaints should, in the first instance, be handled by the caregiver/thcitity
was the basis of the complaint.

c. Registration of complaint should be done in suahieg - preferably in a database withgbod
search system to find therelevant elements of the complaints that researt of the
complaint system can support @sk-based approach of the supervisory activities of the
inspectorate

d. Complaints shouldot be handled as paperwork but as living feedbackith if possible
options for the inspectorate to start a broader approach of the problem without focusing on
the actual complaint.

e. The complaints should be handled iowdture of trustPunishment is one of thgossible follow
up actions foircomplaints, buthis should not be the maipurpose.

f. Blame freereporting by hospitalstaff andvoluntary or mandatory Incidentreporting by staff
and healthproviders(reporting of serious eventand near missgss a usefusupplement to
and the specific information from the complaints.

g. Engagement with health institution®n complaint handling and possibilities fmediation is
one of the options for improvement in the Latvian system
The teamhighlights this option explicity under the list of preconditions as this seems
necessary toeduce the burden of complaint handling at the Latvian inspectorate and turn the
wheel in in the direction of selection of priorities based on a clear inspection policy.

If the inspectorate wars to have a clear policy for improvement it seems unavoidable to
include the health institutions and make them partnerglitfame free)reporting on serious
events as wll as handling complaints in such a way that the focus is on solving the problem;

41 The Finnish system of complaint handling has been overloaded for years with too many complaints to answer
in an almost legal way angithin a pressing timeframe with no possibility to get in contact with the
complainant.
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mediation at local hospital level can be a good practioeuse. In Denmark the Patient
Ombudsman gives theegions- who are running the local hospita¢sa 4-week deadlineto
undertakethe mediation and after that term they ask to come back to the ombudswmisim
the results.
In The Netherlands the mediation procedure is officially organised in the procedure of
launching a complaintia a complaints officer atso called complaintommissiongor carec
a1t OKi Sy O2 ¥ WhesgirdapéndenttotNiBsibns are organised at hospital level
for a number of special treatmest (13 separate commission on special areas of care) The
special mediation form is available at the website and can be used during the procedure if one
or both parties want to stle the claim.
If these preconditions are fulfilled a system of complaints handling can be used as one of the
communication systems that has to be in plasébecomea serious partner in the improvement
of healthcare

6.2.3Theposition of theMedical Risk Funith the complaints procedure

In the Latvian situation the complaint system seems heavily dominated bgdimplaints and
claims regarding th&ledical Risk Fund

The teamis ofthe opinion that for many reasorf$, the Risk Fundhould na be related to the
inspectoratein the sense hat the experts should not be part of the Inspectiband the Risk fund
should not have another relation with the inspectorate than being a provider of information in
such a way that the Inspectorate can matseown decisioaon the selectionof cases to use for
learning and improvemefit The inspectorate should not be the one to decide on the complaint
The Risk fund claims should be handled by an independent Riskl, possibly organised by
insurers and other claims should in first instance be the responsibility of thegbeeg service
provider.

However this does not mean that the inspectorate should not be informed about the complaints
and furthermorethis should not mean that the inspectorate will not be free to investigate and find
ground for improvement of healthcare.

The team is aware that this opinion and advise may give some major discussions and is not so easy
to implement.However,we as team eally do nd see another good solution for the problem of
the Health inspectorate being dominated by the claiaml beingseen as thepolice aimed at
punishing medical professionals. Ietimspectorate wants to go for an openminded relationship
with the professional to improve patient safety and quality of care this needs to be done from a
different attitude. Complaints handling is useful as learning and improving instrumeskirichof
claimhandling | the context of the Risk furasit is done now isn the way.

42 https:/lwww.degeschillencommissiezorg.nl/english/

43 As outlined in Section 5.3.2 of this report

44 See Appendix 4, Section 5 (complaints handlibghish, Dutch, Portuguese , Swedish and Finnish system
examples

45ibid, see triage in the Portuguese system and see also the Dutch system of complaints handling by the Dutch
IGJ ( Health and Youth inspecte)
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6.2.4Complaintshandling inother countries
If we lookat the practises and experiences with complaihisndling inother countries such as the
Swedish, DanislnglishFinnish, Portugueseandthe Netherlandssystems', there area numberof
commoncharacteristics ofthe experiencesviews and research findings.
The characteristics of all these systems are not all the sameviluta helicopter view the team has
found a number of characteristics from these systems that might be good to keeind when looking
at changes in the Latvian system

6.2.5Complaints: kepin mind what the patientnight want to receivé
From various research studi€sve know that patients have various goals sash
1 explanation, recognition, being taken serious, apology
FSStAy3d (KIFG wadaAadAaAOS Aa R2ySQ
to prevent the situation from happening again
get compensatiorior damages
W LJdzy A &iKoriéwayi dRinother ofthe responsible ones

= =4 =4 =

From the Swedish investigation in complaints handling we kinom patient surveyshat morethan
half (55%)of the patientswho launched a complaintdid sobecause they wamid to prevent others
from what happened to them Almost as many, 52 percent, stated that the purpose of their
complaint was to solve their own problerfatom thisgroup20% stated explicitly that they wanted an
excuseor apologyfor what has happened.

If we look at these the team finds an important message that it is not always money and it is not
always punishmerthat are the remedies sought by patients in a grievacase.

Often the complainant can be satisfied by listening toithEroblems oranother type of personal
approach Fronthe Danish modéf can be learned that after a dialogue with tpatient, 43 percent
of patients chose not to proceed with their complaint. Patients were generally more satisfied with their
complaint if the complaint waterminated aftera dialogue.

6.2.6Look fora simple systeraf complaint handling
Look for a simple systein the sense that the patient is guidéisrough the systerf?; the information
about the complaint systerahould beclear,available an easy to findpmparingother countries and
systems and various foreign experiences there is enough grimuride advice tdkeep it simple.
One of the findings from the Danish syst€mas a whole was for instance thdéspite improvements
made the complaint system has not been easier for the patient but rather rooneplicated ashe
patient has more opportunities to complainhd& evaluationshowed thatthe five regions handle
complaints in different ways.

46 See Appendix 4, Section 5 (complaints handlithg) Swedish investigation in the complaint system including
references to other countries systems see English google translation at EPSO website

47 source Johan Legemaate at EPSO
http://www.epsonet.eumediapool/72/723588/data/tallinn/Handling_complaints_Legemaate_Tallinn.ppt

48 Refer Appendix 4, Section 5.2 (complaints hand{iggvedish report on the Danish modefe English google
translation at EPSO website

49 A good example is the Danish Patientatstngenhttps://pebl.dk/en

50 Refer Appendix 4, Section 5.2 (complaints handiigvedish report on the Danish model)
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6.2.6.1. Apathway to file a complaint
The peer evaluation teanfound the Portuguesesystemto contain good practicefor complaint
handling in the sense that complaints are alwesferred tothe locallevelfirst i.e. it ismandatoryto
send thecomplaints tothe healthcare providein first instance This is done by writing the complaint
in the Official Complaints File Bdbdkhich must be made available by private and publiclthecare
providers. The Portuguese Health Supervisory Orghois (ER¥$is informedwhen a complaint is
launchedand alwaysreceivesa copyof the complaint and the outcome. The ERSIirat, just traks
the complaint and the outcome.

6.2.6.2. Refercomplaintsback tothe provider
The complaint systems for patients should be referred back to health care pr&yidenose
responsibility should be to start the dialogue with the patient and/or the relatives.
Intelligent registration and availability afomplaints, complaints handling including claims and
including reporting of seriouadverse eventseems to be a must for improvement of healthcare by
using all data about possibilities to improve the heaifstem,the patientsafety andthe quality of
care.

6.2.6.3. Compaints asasource of information
Again,Portugalis a useful example of gogulacticebased on the fact that they usedatabase with all
complaints filed in such a way that it can be a useful sourcgrfek) analyses, inspection and
recommendations forquality improvement.In addition to theregistration of complaintsin the
database a descriptive report(publicly available)is publishediwice per year In Portugal all the
complaints are in the ERS database including the outcomes.
If the complaintsare solved at a local level, they are used as a sourdatfaranalysis
If the complaints are not (yet) solved the complaints go inpzacess oflata analysisind triage The
complaints that ERS finds useful to workava beingelaborated by the Piuguese inspectorate ERS,
and alwaysinvolvean inspector and caregiver. The ERS asks for further information from thiepart
and from the medical association, nursssociation etc, to gather their expertiseand views. The
ultimate decisionrests wih the Portuguese inspectorate ERBnot acceptedthe complainant cago
to court.
To ensure healthcare quality improvement it is important that the complaints are handled only as a
source of information and to receive patients feedback (views and experiences) and not handled as
financial claims with aim to prove the guilt and/or detemaithe compensation.

6.2.6.4. Thelnspectorate astrusted partnerin complaints handling
It is imperative thathe Health Inspectoratdecomes a trusted partner in improvement of healthcare.
Therefore,the activities ofthe inspectorate should not primarily b® blame health professionals
about the medical faults they make in thework. On the contrary the Heditinspectorate should be
the one to support medical professionaaff, patients and healthinstitutionsto find (blamefree)
medical failures or neanissesto find out what went wrong and how timprove.This does not mean
that individuals cannot bélamed,and payments should ndie processed. Nor does this mean that
the inspectorate must first ensure that practicesafe.

51 seewww.ers.pt https://www.ers.pt/pages/167
52The Dutch complaint commission can only look into cases which have been referred to the hospital first see
for general info in English about these commissibitgs://www.degeschillencommissiezorg.nl/english/
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However,the work the Medical Risk Fund should be strictyparatedfrom andthe inspectorate
shouldnot be used for the corresponding purposéche complaints handling purpose and process as
now in Latvian Health Inspectorate does not fit in aspiectorate whose main purpose is to work
towards improvement of patient safety and quality of care;

If the inspectorate is not any longer tidividual complainhandler withinthe legal framework of the
MRF &big bureaucratic burdewill be removed frm its back. They wille free to improve the quality
of the care and to detect structural quality problems in health care.

The HI carselectand divisiorof complaints accordint HI monitoring priorities how to use individual
complaints (feedback) if thedonot have toanswer and reacany longetto every received complatin
anddo not haveto decideon guilty or notin all these cases

The Patient views and experiencdsom healthcare giverare not any longer be hidden for the
inspectorate asaresl@ ¥ G KSANI aLIl2f AOSé¢ FdzyOliAzy

The Hwill be part of anopen communication with the healthINR2 ¥ S A iaskit@tighs &n@gatients.
Complaints can based asavaluable information source.

Blame free reporting of serious adverse incidents and near misseglass other voluntary and
mandatory reportingsystems are nextth8 OS A S R Wi theZkyidtirig SySteras goterGiaf
complaints)an extremelyimportant source of information. Theublic relations strategy for the
Inspectorate can be a serismethod to deal and communicateith the public in Latvia via press and
media

6.2.6.5.  More effective complaints handling
Complaints can be used as a source of information for improvement. Therefore, in most countries,
initiating a complaint is free afharge. Howeverhe costs of complaint handlirag hospital levetan
be reduced by asking fee for launching a complaint. This should of course not be prohibitive but can
be amethod to make people aware of the costs of complaints handlinghénNetterlands the fee
variesper amount of the clan®. The fee is returned if the commission agreed with the complaint or
if wasnot admissibleThe result for 2017 of this procedure was that110 complaints weceived not
more than 5complainants receivedompensation and the highest compensation was 2500 euro.
For further information and examples on complaint handling, refer to Appendi®elected case
studieg,{ SOGA2Y p a/ 2YLX FTAYy(da KIyRftAYy3IED

6.3. Project lli¢ Reflectionsof the team regarding thesetting of the MedicalRisk Fund
Budget,fund management and administration criteria for the amounhafm andexamples of good
practice
The Medical Risk Fund as assessed bydee evaluationteam (refer Section 5.3 creatinga great
number of fundamentatjuestionsthat indicate aneedfor change.
If wereflect onthe questions asked the Procurementocumert in short:

1 principles forcreating thebudget,fund management and administration tdfe Risk

Fund
9 setting methods and crit@a for the amount of harm
1 examples of good practice

53 complaints wihout financial claim costs 52,50 euro , with a claim from 5A@D00 euraog 77,50 and for
claims from 15.0025.000 eurag 127,50 ; higher claims have to go to court.
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The Peer evaluationeamhasthe following recommendationszegarding the Medical Risk Fund setting:

a.

The budget for the Latvian healthcare is relativghgakingone of the smallest in Eurogé,
therefore improvement of health outcomes and investment in the quality and safety care
should not be combinedith atoo costly andoo generousompensation system for harm
The actual Risk fund is not as it should be (see abBResfructuring the Fund sens a logical
stepforward
If the idea ighat the actual budgefor the Riskund should be limited at least not expanding
further - the Peer evaluationteam suggestsisingthe following infrastructure as a starting
point. TheRisk functould bea basic provision with a simple and straight forward approach to
the problem with at least the followingharacteristics:

A a simplelimited function for instance not including moral harm and not
including not dependant relativgaot included casesse thecourt procedure
- civil or other cour procedure)
easy to use
transparent
independent
low cost
quick

A experts if necessary are paid by the party that wants to bring the expert
As the civil court procedure is always available as back up for the sifseenotnecessary to
imitate a courtprocedure within the Risk Funtdiherefore

A the Risk Fund couldr instanceuse the WHO listr a comparable fixed lists

basic compensation systén
A compensation could be limiteth for instance an amountof money and to
the patientthemselves (or onlin case of death the relatives)

A compensation for moral harm which is difficult to set could be excluded
The Risk fund should not be too attractive for lawyers and third parties representing patients
for the purpose of getting money out of the system; to prevaris the insurance companies
could be a good partner to make the Risk fund work and organisestansyto provide an
answer to the question whether the doctor / nurse hospitaduilty or not and should pay or
not; if this system is combined withnaandatory insurance for health practitioners and health
services (liability insurance) this syst&ntould possibly work out budget neutral in a
competitive setting between insurers
Another option could be; if the insurance parties are nahterested enough- that the
government igpayingfor the independent setting of kind of Risk Fundtructure fousing,
staffingandinfrastructure)but not for the experts, lawyers amtovidesa kind of independent

> > > > >

54 See Section 2.3 (Financial Context)

SSWorld report on disability 2011., 1.Disabled persestatistics and numerical data. 2.Disabled persons
rehabilitation. 3.Delivery of health care. 4.Disabled children. 5.Education, Special. 6.Employment, Supported.
7.Health policy. I.World Health Orgaation, ISBN 978 92 4 068521 5 (PDF)

56 compare the Finnish systegrefer Appendix 5
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g.

special administrative courfor medical failure¥. Parties bring their own specialisésd
lawyers {n case of insolvency paid by governmeatid the judges decide about the case.
Financial settlemenis afterwards made in civil courAn example of this kind of system can
be found in the Dutch system afiministrative disciplinargourts®. These courts have doctors

in the court and parties bmg their ownexperts.If the court decideghat the care provider has

not acted carefully, the disciplinary court declares the complaint to be-fwmetided and can
impose the following measures on the accused care provider: warning, reprimand; fine
(maximy € npnnoT O602yRAGAZ2YLIE O adzalLISyarzy 27
register (maximum one year); partidenial to exercise the profession; cancellation of the
registration of the care provider in the register. All imposed measures are mauole. If the
disciplinary court finds that the care provider has not acted carelessly, it rejects the complaint.
In that case, th&ourt does not impose a measure

If the doctor has not acted carefully the patient can use this decision for financial
compensation and go to a civil court to claim compensation in the individual case between
him/her and the caregiver.

A third option could be to make the Health providers in first instance responsible for their
failures and provide amdependent complaintommission for hospitals with a limited amount

of compensatiort®.

In all those options there is no place for inspection experts or experts from a sefeaiting
school in UniversityThe teams of theopinion that theinspectionexperts arebeingplacedin

an impossibleor at least very difficultposition andcannot without great difficulty be
transformed in such a way that the system will warkoothly.In fact, an inspectorate aan
organisation set directly under the minister with a task to improealthcare inLatvia isnot

the right instance to deciden compensation and sein its ownthe medical standard for the
broad spectrum of medical procedures in Lat#aen if the medical association of doctors and
the university are included with a numbef highly qualified experts this system will not be
positioned in the right placeOther countries do have experts in this field but usually not in a
comparable setting?

Thereshould be a clear link with the inspectorate to make sure that the inspet@an use

the information to inspect and to make the system ledégusing complaints and claims as
input for their inspection policyHowever this link should not have any relation with decisions
on the amount of harm and compensation payments.

Compenation payments and the amount of harm could be set by a simple list with a maximum
payment.Also,other options are possible. In a systsoch as that ilhatvia with a very limited

5’ compare the Dutch healthcare complaint system:
https://www.landelijkmeldpuntzorg.nl/burger/englishnd

https://www.landelijkmeldpuntzorg.nl/files/20187/20180320%201GJ%20LAgels3e.pdf
®8 compare the Dutch healthcare complaint system:
https://www.landelijkmeldpuntzorg.nl/burger/engshand

https://www.landelijkmeldpuntzorg.nl/files/20187/20180320%201GJ%20LiAgels3e.pdf
> ibid
80 The Danish system also uses experts but is completely separated from the inspectorate does not have a link
with the compensation payments (www.patiemgtatningen.dk)
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health budgeta system such as the one in Denmark vathighstandard forcompensation
payments isrot recommendedAninsurancebasedsystem of payments with a link to a legal
limit for the claim should be considered.

6.4. Reflections of the team regardinthe Latvianlegal context

6.4.1EU National legal framework

The leghcontextfor a framework for supervision of medical treatment in Latvia is graationally
determined The European Uniohas no specificobligatiors for Member States to &ive a specific
setting for health inspections or regulators organised by governngeational or region. From the
perspective of the European Union there igr@at amount offreedom - almost no restrictions to
organise healthcare inspection, supervision, regulation or monitanragnational preferred waylhe
various European nmber states differ gredy in their organisational structure for supervision of
health services(see for instance Germany, Poland, Spain and some other couritagifig no
inspection of any significance at timationallevel). Thereis not such a thing asn EU obligatiorio
have or realise a specific legal framework for supervisory activities in Latvia or anywhénezelsape

However this does not mean that there is no legal framework at all. Ebepean Treaty including
the regulationsgregardingthe three freedomsfee movement of goods services and perggrsd the
more generathowever not less important humanrights and freedoms are a solid context for the
jurisprudence of theEuropeanCourt and a fundamental base undénhe Luxemburgheathcare
jurisprudenceandthe EuropearCross border healthcareifective.

In many European countries we semre and morefrequently citizens claiminghat their individual
health treatment in the context of healthcare services and institutions has toct@pliance with
patient safety and quality normiacluding European standards and Human righit$s tobe expeced
that also Latvian citizens will find their wanpre and moreo ask fortreatment in healthcare services
in accordance with human rights standardsaccordince to theirindividual needsTo be proactive
towards those claimshe legal context in Latviaould be patient cemed andflexible andtowards
individual needs of patigs and citizens

The tendencyseenin other EU countries towards more complaimdentation, a more structured
focus onindividual cases and moitention for the real needs of patientshould to the opinion of
the team alschave consequences for trstructure setting and stylingf the legal contexin Latvia.

A changeof attitude by the inspectorateas advised by the Peer evaluation team to the health
inspectorate andlescribed here, wiltertainlyhave to have effect in the legislatiomhesecharges in
attitude cannot stay without impact on thestyling of the laws and regulatiofs Latvia in the field of
healthcareand healthcaresupervision.

This meanghat to the opinion of the Peer Evaluation teamistadvisable to change the regulation
(laws and subordinate legislationj such a way that the inspectorate can focus its attentiarthe
field of healthcaremore towards rules that stimulate patient orientegbod practiceand lessin the
direction of strict rule based compliancet{eck and control oformal procedural compliance and
output in accordancevith strict procedural descriptions Instead more open norms based on good
practice and improvement of outcome should be includiethisregulatory context. Bnishment, fees,
and othercorrectivemeasureshould bea lastresortinstrument Othe alternative measuresuch as
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a give warning or a give the opportunity to show improvemshbuld be in place to make the
inspectorate more flexible in stimulatingmprovement of healthcare practices and prevent of
substandard behavigr. This all should be dorie close ceoperation withthe healthcare stakeholders
(including doctors, nurses, health services and third parties in healthgarejch a way that the
measures are effective in the eyes of the healthcare professionaltodiafte patients into account.

Furthermore he legal context should providenough security and protection fohealthcare
professionals and institutions to bee® transparentso that there is an open cultuia which medical
staff andinstitutions feel free to discuss options for improvement in healthcasiéh the healthcare
inspectorate. Thisulture shouldinclude being open about their own failured legalketting with- for
instance- gprotectedblame freereportinge might be necessary to reach these goals.

The legalnstrumentsand context for the health inspectoratehould be regulated in such a way that
the inspectorate has sufficient options for ait@tive measuredo avoid punishmentand fees
Sanctions shouldn healthcare contexiegally bereserved forexceptional cases with a criminal
character The inspectorate should be able tgives the right incentives for improvement and change
where necessario safeguard and promote quality and safety of canelprevent fearfor being open
and transparent about unintended failures by individuals or system failures in institidiotheven
about system failurem the broader settingf the organiation ofsociety.

6.4.2Legal base fdirequency ofinspectiors andfor how and what to inspect
The frequency of inspection and the descriptiormdfat and howto inspect is in rany countriesa
topic described by lawn many other countries the inspectoraigto planand decideon what , how
and when to inspectUsually in one way or anothéhis is decidedn co-operation with the political
steering bodiesndwith input from the public.
ThePeer evaluatioteam daes not think that it is wise to mentionraobligatorynumber of inspections
or a frequency in the law or in the legal contelkt.some countriesfor instance Denmarkthis was
the case asit was not a success for a nustbof reasonghe very regrictive numbershave been
changed again.
The law is, and should not be, a flexible instrument in the sense thasito bechangedall the time
if new healthcare or social developmemtspriorities are coming up The lawshould be a stabland
trusted factor. However planningand priorities should be open for change accordance with
developments in societyl herefore these do not fit in a law.
The teamadvises therefore to have less restrictions on what and how and wke inspect. However
the team advisedo use a risk approadbr the inspectionin Latviawhich means that inspection has
to be done onlyor mainly in selected institutionsand only or mainly on selected topid¢=or this risk
approach it is not necasiry to have a specific legal base or regulating procedures in the legislation.
However it does certainly medhat it is not advisable to set faequencyor a way of inspectioty
law.

6.4.3Complaints handling not necessary to regulatéy law
The procedureof complaints handling is not necessarily a topic for which it is advisable to regulate
this in detail by law apart from:
1 a centralizedstreamlining procedurdor returning complaints to the initial source of the
complaint ( hospital or healthcare prioker) withthe obligation to answer or react otherwise
- mediation;
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1 obligatory information to the inspectorate withotie obligation to answer
Regulation by law can easilgad to bureaucracy without practical solutions for the patient and
without possibilities to explain and discusstead of claim and sue between parties involved.
Howeverthe Peer evaluation tearhaslooked intothe Portuguese systenwhich isquite in detail
regulated by law. This system seem® provide neverthelessworkale solutiors for complaint
handling with a positioning of the inspectorate in the second row of handling complaints.
The idea that complaints are a source of informatiamd can be used for learnirtyy the parties
involved does indeed have consequencedor type of legislation regarding complaints handlimg
Latvia. If all complaints have to be registered, investigated and answered within a time limit there will
be no possibility to use complaints as a source of information, no mediation and no opate adegb
what went wrong. Even if the number of complaints decreadessticallyand the number of
inspectorate employees increasesastically the setting of all complaints handling at the inspectorate
is not inviting for an open and nestefensive attitude to the incident.

6.4.4Protection of vulnerable and weak groups and human rights by law
In many countries théaw is an important instrument foprotectionof vulnerable and weak groups
and more in gemal to protect basic human rights including the rigiw right to proper health care.
Inspectorates are often used tmonitor at least the bottom line of the quality and safety of health
careand prevent vulnerable and weak groufiem sinking throughte bottom.

Inthe Latvian health contexthe lawcould beused¢ more than in the actual Latvian legislatios
done- to makesure that the inspectorate and governmegte using its competence® protect and
monitor at least the bottom line of quality and safety of health care .

6.4.5Legal base for the inspectorate to be regulated by law
Furthermore it seems important thahe inspectorateis being seen as trusted partner by doctors,
nurses, patients, medicaistitutions, medical third parties and citizens.
In the Latvian context of the Health inspectorate it migiherefore a good option to regulate the
inspectorate by law and includegal standards for openness and transparency
Legislation on transparegcand openness about rights and obligations in the context of medical
procedures, health standards, risks and also aboutstabhdardmedical behaviar is an important
aspect of an appropriate legal context thie health inspectoratein Latvia.

6.4.6No necessity for aegal base foselfassessment
As seHlassessment is highly dependent on a high level cbmeration and trust between the
inspectorateand thehealth care providerit does not seem necessary to providéegal base for self
assessmetrin the law. Setassessment should be based on a voluntary cooperation between providers
of healthcare and the health inspectorate.

The Peer evaluation team is of the opinion thatdtnot recommended to start on a too large a scale

It seems advisablto start with small scale pilot projects in specific areas of healthcare such as patients
relations , communication and information exchange between health institutiprefessionals and
patients.

At EU level, recent initiatives have led toiateresting study on opportunities for sedlssessmentThe
Peer evaluation team provideis Appendix Go this report a copy of the document which contains a
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SeltAssessment Checklist for Healthcare Providers which can be used as inspiration ane etampl

good practice. This document is also provided in an active pdf link to this report. The document is part

of aseriesof nine documentsSF N2 Y G KS 9dzZNRLISIFY wS TS B&EASLSmantS G 62 NJ
Checklist for Healthcare Providers in Active $DF

6.5. Reflectionsof and evaluation bythe team regardingt { G N2y 3 FyR 2SI 1 LRAyGaEé
supervisory methodsas advised in chapter 6

6.5.1Summanyof strong and weak points ahe advised methods and changes of setting
The following table provides a summarystfong and weak points of thgupervisory methodand
the suggestions for changd settingsrecommended by théeer evaluation team tothe Latvian
Healthcare Inspection
The below mentioned methods and suggess for change presented by tfeer evaluation team are
strongly recommended by the teano use by the Latvian Inspectorate in the area of medical
institution supervision However- as said beforethe various models from other countries are
presented a useful inspiratiomnd not as a copy paste modfr Latvia
A more detailed narrative on each of thgseints is provided in the following section.

61 http://ec.europa.eu/chafea/documents/health/&elfassessmenfor-hcp _en.pdf
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Table 1Summary of strong and weak points of the advised methods and changes of setting

Advised Extremely | Risky aspects to avoid | Weak aspects to avoid
method or Strong
setting point *****
Strong
point
*k%
Important
to include
in setting
and
methods
discussions
*
1./ Independence | *** ** Risky if a solid public Weak, ifno training and
and relations strategys education of staff is
transparency missing implemented
2.| Alearning *xk Punishment and Weak if public
Culture sanctions should be expectations are not
avoided as much as handled properly
possible Weak if no attention is paig
to
1 empowerment
of staff
1 Improvement
of the image
9 communicatio
n about
changes ahead
1 rebranding the
organisation
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.| From
compliance to
collaborative
methods

*kkkk

Punishment and
sanctions should be
avoided as much as
possible

Weak if public expectations
arenot handled properly;

Weak if it is not carried out in
combination with a numbeof
supporting measures such as
training and education of staff
a strong public relations policy
contact with media and social
media and stakeholders
including health préessionals
and patients

.| Improving
quality of care
and patient
safety

*k%k

Priorities should be set i
a collaborative way with
the health professionals
and the patients

Weak if public expectations
are not handled properly

Weak if it is not carried out in
combination with a numbeof
supporting measures such as
training and education of staff
a strong public relations policy
contact with media and social
media and stakeholders
including health professionals
and patients

.| Tailor made
system for
Latvia

**k%

It is very risky if a foreign
system is copypasted
for use in Latvia;
Methods of inspection
should fit in Latvians
cultural social legal and
financial environment

A tailor made system starts
with analysing and setting
priorities and goals in the locg
context ; for what problem do
we need a solution?;

If this is not done a new systel
and new methods of inspectio
can only be a weak solution

.| More proactive
using self
assessment

In a setting like the
Latvian setting of the HI
it seems risky to set all
cards on selfassessmen
as selfassessment has g
high risk of failing if there
Aad y2i Sy2di
O2tftl 02NF (A
system.

A weak point of self
assessment is that it might be
time consuming for those
involved.

To avoid this it could be starte
at a small scale as pilot
projects.
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Seltassessment seems
in the Latvian setting a
good instrument ( less
risky) to start with at a
small scale, to evaluate
specific areas of
healthcare such as
patients relations and
information

.| Risk based
supervision
and the use of
(organisation,
process and
outcome)
indicators

*kkkk

Introduction of a Risk
system in Latvia could b
very risky if the chosen
system wouldbe too
complicated and too
much big data driven like
the French or English
systems

The risk would be that
too much time and
money is spent and the
results could be too
much detailed.

If the results of the data
driven Risk system are
uncontrollable and
unworkable for a
relatively small
inspection staff it might
be less risky to start in a
more straight forward
way as is done in the
Swedish risk model.

A weak point of every risk
system is always that good
practices are not being seen
and the informatiorfrom these
good examples is not
disseminated between health
providers and other partners ir
the system.

This weak point could be
avoided by paying explicitly
attention to the so called
GoAYYSNB Ay Uf

A good risk based approach
requests good communication
between those analysing the
system and the inspectors.

Training and

If thisweakness is not
recognized and training of
inspectors i®mitted, the
system can become
unnecessarily complicatezhd
weak
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A Independence and transparency
Strong
Independenceand transparency is a very important and strong pdiot a supervisory organisatisn
to strive towards. It will never be fully reached. However is stands at the basis of acting with integrity
and impartiality. Acting with Integrity and impartialitisanecessary to build trusfrust from patients
stakeholders such as doctors , nurdesalth institutions and other third parties in healthcare is a basic
value for cooperation with and support from the outside world.

Furthermore trust is anecessary to get informed about the functioning of the systerd to be able
to find indicators ér improvement of the health system

Weak:

Independency means also mdieat the Health inspectorate takes moresponsibilityand its staff

has to act and think as independent individuals . It is not enough to follows the rules and check the
pre-setstandards. Not everyone likes this responsibility and not everyone is well trained to do so if the
setting of independence and responsibility is new for an organisakiture transparency means also

for the organisation and for the individual organisatimembers that there isnore opemess about

the mistakes and miscalculati@nd failures. This is not alwagsrceived by all as positive. Individual
members of the organisation can feel unprotected. Furthermér@nsparency about failures of the
organigtion and its individual members is a weakness if there is no professional education in place to
train the staff and individual members how to handle this openness and transparency.

If a professional information strategy and a public relations policy issing openness and
transparency can cause unrest and trouble.

A A learning culture as a priority
Strong:

A learning culture ia strong and effective instrumenwhich can be uselly theLatvian inspectorate

for improvement of healthcare practiced\ learning culture enhances improvemeiitiis method
however is necessarily related to an open and communicative relationship with stakeholders, patients
and society. This This kind of relationship is a powerful instrument for finding possibilitidsafayec

and preventing risk.

Weak

A learning culturds an instrument to change the direction of healthcéoe instancetowards more
safety and quality of care. Therefothis instrument is not the best if the organisation is not focused
on changen any direction

A learning culture is not always as predictable as an organisation which is focused on preservation of
the existing culturéo stay without unpredictable changes.

A learning culture does not combine well with a strong focus on striet based compliance and
punishment. However after serious events expectations from citizens politics andgpeasfeen that

the inspectorate should turn its working methods more in the direction of punishreemdttions and
ofFYAYy3 (KS o8y 8dibtkelohdruna purisBment as a practice is not shown to be
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an effective and workable instrument for inspectorates this is not advised by the telamever
handling social expectations is in these cases not always easy.

A From compliance toollaborative methods of inspection
Strong

If the inspectorate moves its main focus from strict rule based compliance towards more collaborative
methods ofinspectionthisopens possibilities to findin collaboration with stakeholders in healthcare

- successfumethodsfor improvementand ways to avoid failures in healthcare practice. This is a very
strong point if the inspectorate wants to find a way to make its wadte appreciated and respeet

for the broader soiety in Latvia. This method is stroifghe inspectorate wants to advice on methods
which have a good chance to be carried out successfully with support of the healthcare workers and
the health institutions in Latvia.

This metha can make that the inspectorate will hecused more on what is really importanfor
providing good health and social care service for users and patients.

This methodis also a way of sipporting good relations with the service provideend use their
willingness tabe helpful in finding ways tonprove patientcare andprevent substandard behaviour
in healthcare

Weak:

However, as thiscollaborativemethod will be- in the eyes ofociety¢ perceivedasweak and asa
major change in culture of inggtion methods, this method iadeedweak if it is not carried out in
combination with a numbeof supporting measures such as training and education of staff, a strong
public relations policy, contact with media and stakeholders

The idea that the inspégrate isnot anymorein the first placeto blame and punish and mimarily
focused on cebperationwith healthcare workers and institutiorend improvement withouusing in
case of structural problems, unintentional errors, system failures ¢he available instruments such
as financial and other sanctions.

A Improving quality of care and patient safety
Strong

If the inspectorate proofs to be one of the factors in the country to improve quality and safety of
health and social care in a @tbntive way, this will be a great success not only for the inspectorate
itself but also for the Ministry of Health and wilgsificantly strengthen the status of the inspection in
the country,

This instrument is only strong if it is successfully danthe inspectorate iseen as a trusted partner
F2NJ AYLINPOGSYSyYyUd FYyR YIF20S S@Sy Y2NB AYLRNIIF vy
it can only be successfil a collaborative way with healthcare professionals, patients and other
relevant sakeholdersThis methodot places a lot of importance on trust and relationships with those
who are doing the worin healthcare, trust between the supervisory agency and the supervised. The
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goal of the inspectorate (improving quality and safety in theahre)should be is easily understandable
for all the stakeholders and therefore clear priorities within this goal have to be set and communicated.

Weak:

If the inspectorate is losing trust from stakeholders and the public as not beingcessfupartnerin
improving the quality andafety of care, this instrument will become a weak, even if healthcare is
better than before and patient safety is improved. The inspectorate will only get the profits from their
work if public expectations are handlgmoperly and piorities are set in accordance with public
expectations.

This instrumentis also weak if it is not carried out in combination with a number of supporting
measures such as training and education of staff, a strong public relations poh&ctoeith media
and social media and stakeholders including health professionals and patients

A Tailor made system for Latvia
Strong:

A tailor made system of inspectidor Latviamakesit possible to use the best examples of other
countries and avoid mistakes already madsewhere. However it is very kisto use a foreign system
| &cop§LJ a G Sé AY [FTGOALIT aSiK2Ra 2F AyalLlSoOdaizy ackK:
environment. A good tailor made system starts with analysing and setting priorities and goals in the
local context ; for what problem do we need a solution?

A tailor made system for Latvia can be a very strong and useful instrument if it iduiog® as an
ongoing process, which needs evaluation and adaption to new developments in Latvia. A good
introduction of new inspection systems include that the systeneisessarily accompanied by-ante
evaluation based ogood knowledge of locaontext. New systems cannot be simplydopied from

any other country even not so when it looks from the outside comparable.

Weak

If a systemis simply copied from another countnyithout proper analyses and evaluation thisw
system andhe new method of inspectiowill most probably end as a failure. It is most likely that this
kind of change will lead tca weak solution for problems than the first place wereot identified
properlybefore and might notsolving therelevant problemdor Latvia.

A good example of this copyaste failure is the use of the so called Danish system for the Medical
Risk Fund. This system works completely different in Denmark andrdbasvianot solve effetively
the Latvian problems with compensation for medicastakes and failures.

A More proactive using sessessment
Strong

Seltmonitoring allows organisations to target their resources at higher risk areas and activities, to
adopt a pladed approach to their work and to develop a greater awareness of the quality of the
services they providelhis system isupporting trustbetween providers and the inspectoratand is

used in a culture of improvement. It supports furthermoreeporting culture among health care
providers.
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Selfassessmergeems for the Latvian Health inspectoratevary strong instrument ithe context of
activecollaborationwith stakeholders in healthcam@nd working towards improvement of quality and
safety of care

Howeveraselff 3aSaaYSyid KlFIa || KAIK NRal 2F FlLAEAy3 AT
the system, in a setting like tHeatvian HI it seems risky to set all cards on ssessment.

Selfassessment at a small scale seetosstart with+ in the Latvian setting a good instrument (less
risky) .It might be good to evaluate specific areas of healthcare such as patientsomsland
communication an informationexchange

Weak:
A weak point of selassessment is that it might be time consuming for those involved.

Slf-assessmentfurthermore requests a high level of emperationn this approach needgood
relationships with lealth care providers as it puts trush the health care provider who is the end
responsible for the quality of care deliverékhis is a risky and weak point in the Latvian context.

As elf-assessment requires a good sa#fsessment system in placedanas selfassessmentis a
relatively newapproach which needs some more time to develop in Latitiss not recommended to
start onatoo large a scaldt seemsadvisable tostart with small scale pilot projecti® specific areas
of healthcare suclas patients relationscommunication ad information exchange between health
institutions, professionals and patients.

A Risk based supervision and the use of (organisation, process and outcome)
indicators
Srong: In the Latvian setting a relatively simple Risk based system seems very helpful as a start for
finding priorities for the inspection and to support risk based inspections by the staff of the
inspectorate.

Such a system is a strong point as it helpsargét and prioritize the use of the limited resources of
the inspectorate effectively.

Weak Introduction of arisk system in Latvia could be very risky if the chosen system would be too
complicated and too much big data driverelithe French or Englislystems.The risk would be that
too much time and money is spent and the results could be too detailed.

As the results of a big data driven Risk system can become uncontrollable and unworkable for a
relatively small inspection staff as the Latvian, it nhigdbetter and less risky to start in a more straight
forward way as is done in the Swedish Risk model.

A weak point of every risk system is always that good practices are not being seen and the
information from these good examples is not disseminatedMeen health providers and other
partners in the system.

However K A & | LR2AYG O2dAZ# R 6S | 92ARSR o6& LI e&Ay3
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A good risk based approach requests always good communication between thoséranidlgsystem
and the inspectors. If this weakness is not recognized and training of inspectors is omitted, the system
can become unnecessarily complicated and weak.

66.WSTt SOlA2ya 2F IyR S@lfdzr GA2Yy o6& (GKS (SIY NB3II
methods as advised in Appendix ©ther methods of inspection

6.6.10ther methods of inspection
A Other methods of inspectioScheduled organisationalipervision
Strong Scheduled organisational supervisi@nceasilype combined with other supervisory methods
and gives a good overview of the entire organisatibmis type of supervisioran be planned ahead
and those inspected have time to prepafer all necessary paperwork anchn ensure that all
necessary staff are preserithis methodvorks out wellfor benchmarking anébr testingof selected
indicators.

Weak:A weak point of scheduledrganisational supervisiois that it is in general timeonsuming,
usually amultidisciplinary teanis sentand often external expertwith specific competence (inaling
organisational leadershi@gre asked to join the scheduled supervisifacilities araisuallyselected
based on a samplelhereforethis method is not the best ifthe inspectoratevantsto concentrateon
Ol  OK A y AppléesirGhe WasherRp

A Other methods of inspectiorReactive organisational supervision
Strong Reactive organisational supervisiaues reason to get involved withe relevantstakeholders
and starta dialoguewith them on what went wrong This methodlso gives an opportunity to selee
shortcomingsn the organisatiorbased on real events.

Weak Reactive organisational supervisionnmstly basedon complaintsand therefore it isnot
predictable which organisation will be selectedhis type of supervisiordoes not contribute
systematicallyto the prevention of seriousadverseevents In arisk analyse# can only be used in
afterwards, not irmdvance

A Other methods of inspectiorAdministrative supervision
Strong Administrative supervision is simply to plan and simplgxecute.This method is strong for
strictly rule basedomplianceas it is easy to see if paperwork and documents are in plaseusied
to check the availability opatient safety standardsThis method@ S&ay Qi ySSR Ozaidté& SE
trained inspectors.

Weak: The administrative supervisiotoncentrates orcompliance documentand checklistavhich
does not necessary show that the patient safety standards are actually followed in prddiise.
method is too weak to be used as the sole supervisory instrument.

A Other methods of inspectiorindividual supervision
Strong: Individual supervision of authized healthcare professionals can become subject to
supervision based on a concrete concern for patient safety , e.g. based on complaints or other sources
of information . The strong part of this method of supervision is that the target is clear. Tthsdrie
specifically useful if there are expectations for a possible threat and a need to punish with disciplinary
alryOiArzyad ¢KAa YSGK2R A& FAYSR (2 StAYAYIFGS GKS
immediate visible results
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Weak:Individual supervision as such does not support a learning culture if it is not used in a wider and
more structural context . A weak point of individual supervision, can be that punishment and
disciplinary sanctions can create fear and if not communicateddl saa lead to hampering the open
O2YYdzy A OF (i A 2 YleaghiBgScBIBrR ®A Y S f GKOF NB LINRPFSaaArzyl f
mistakes and near missésthey have the feeling that unreasonable punishment and disciplinary
sanctions could be used against them. This attitude of the stadsdot help to detect or improve

structural problems.

A Other methods of inspectiofUn-announced inspections
Strong:Unannounced inspection is often used in combination with annodmespection.t is a strong
method to use in addition to other inspection methods. The aim of this method is sometimes not to
ask to much paperwork and organisational hassle in advance slhdfeerwards only the necessary
documents. Another reason for this type of inspection is that it can give an realistic view of the daily
practice. This method is sometimes is supposed to be suitable for detecting serious madters
capture the possil@ serious wrongdoings which otherwise could stay hidden from the inspedtioes.
method has an elemendf surprisewhich can be good and bad.

Weak The Unannounced inspection methalbes notnecessarilysupport trust and cebperation.
When the timingof the inspectionis wrongly selectedhe inspectioncan cause hindrance tthe
inspection procesdlfe right people notbeingpresent, materials not prepared etcl).candisturb the
organisations daily routines and planning, which might also affecp#tients.

6.7. Reflections of and evaluation by the team regarding Examples from various countries as
mentioned in Appendix 4 and in Appendix 5
Reflections of the team on the examples from various countragioned in Apendix 4 and 5

In Appendix 4 andppendix 5 the team provide a broad overview of divergent practices from various
countries.

As mentioned in the introduction to the report (1.5 structure of the report) these options are to be
used as good practices for inspiration; the examples pexghould not be adopted or copied without
consideration of the local context and are not meant to be rated as good, better or best and also not
as good , better or best for Latvia; All systems have their own characteristics. Most of them have
positive aml less positive aspects and all of them are strongly based in their own national culture.

In order to make a meaningful and practical comparison between approaches in various countries the
report chooses where and when relevaqtto give a concrete referae to alternative options in
various countries. This is explicitly done without giving a full description of those systems and a full
description of the health systems in the countries concerned.

However it is understandable that the reader of this reporilvasks what system is besthdét is most
advisable for Latvia ? Which system is to be copied in the Latvian practice? and comparable questions.
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The answer to this question is as follows:

None of the systems mentioned in appendix 4 and 5 are to be copied or advised as such in the Latvian
systemor context All or at least most of them have interesting and good aspects. All or at least most
of them of them have lesser or not so good aspects.

The team has therefore in the report provided a great number of recommendations and advised
system changes. Most of the recommended methods of inspection and mentioned changes can be
found in a number of countries.

It is not the intention of the team tmake a shortlist of most advised or less advised systems for Latvia.

However asthis is quite obvious we make here some exceptions to this principle:

1.

To introduce a risk based supervision approach in Latvia it seems most advisable to look as a

starter at the Swedish system which could be very helpful for Latvia with its simplia its
low profile approach

For qualitative Patient information look at the Dutch so cali@dpAdvisor for healthcage
(www.ZorgkaartNederlandl)

For patient inelvement the Scottish system gives interesting options

C2NJ I LI GKgl& F2N LI GASydGa FyR aaSoO2yR
Portuguese inspectorate is a good option to look at for Latvia

For MRF no specific system is advisable in theesdrat it could be copied although the
Finnish system has quite some interegt@spects to use as inspiration

The Danish systeMPSAas an interesting approach for engagement of stakeholdethe
development of indicators and the foctm the supensory activities
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http://www.epsonet.eu/mediapool/72/723588/data/2017/EPSO_-_WG_patient_and_user._Henrik_Frostholm_-_London_-_April_2017.pdf
http://epsonet.eu/mediapool/72/723588/data/2015/_un_announced_inspections_HEAP.pdf
http://epsonet.eu/mediapool/72/723588/data/2015/_un_announced_inspections_HEAP.pdf
https://www.ivo.se/globalassets/dokument/publicerat/rapporter/rapporter-2018/samverkan-for-multisjuka-aldres-valbefinnande.pdf
https://www.ivo.se/globalassets/dokument/publicerat/rapporter/rapporter-2018/samverkan-for-multisjuka-aldres-valbefinnande.pdf

Governments Official Investigations).
https://www.regeringen.se/contentassets/951c2c9aa59e4e238bb14ebaf487fe66/fraga
patienten-nyaperspektivi-klagomalochillsyn-sou-2015102. pdf

19.Valvira report.2016: Effective supervision
http://www.valvira.fi/documents/18508/101799/Valvira_efttive supervision 2016 _web.
pdf/335007a46c2745df-bc2d9c754eal6dee
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Appendix 1 The Latvian Peer Evaluation te&m

Based on the contract with the National Health Service of Latvia Stichting Eurinspect has invited the
YSYOSNE 2F (GKS [FTOGALY tSSNIS@Fftdzkr A2y GSFYE G2
The members of the team were selected by Foundation Eurinspect based on their knowledge of various
fields of health and social care inspection activities in various countries worldwide, their positions and
former positions in the context of inspection arpker evaluation of inspectorates and their
relationship with EPSO.

Despite tight timeframes and prescriptive scope, Eurinspect were able to assemble a team of experts
who have worked hard to ensure the best quality of review within the time constraints.

The expert team comprised a mix of medical doctors who have senior/director level experience in
national supervision, experts who have had habdsexperience in inspectorates in different
countries, an international legal expert to assist in the anabfdise Risk Fund and the Executive and
project office of EPSO/EURINSPECT. All of the team have had previous experience in Peer Evaluations
or Coaching inspectorate organisations.

Overview of the team members of the Latvian Peer Evaluation team 2Qir&f summary including
current and past positions and background of the team members and translators)

t NP T ® Métdir&dda Si®aPhD, MD)

| KAST aSRAOFt R200G2NJ I {dolParth, [ERH), Pdrto , P&tNgalfand Ri8fesgor y (i 2
and former Director of the medicine course at the Abel Salazar Biomedical Sciences Institute (Instituto

RS /AsyOala 168t {FEftIFTFND IyR I & B Board RoNGdY SNJ . 2|
Portugd

AndrewTerris(trainedinformation and health systems expert)

Senior associate at the International Foundation for Integrated Care (IFIC), former Consultant to the
Ministry of Health New Zealand and the New Zealand Health Qualitysafety CommissioNew-
Zealand

Anette LykkéPetri (Phd MD MPG)

Head of Department of Supervision at the Danish Patient and Safety Authority, (Styrelsen for
Patientsikkerhed) Copenhagen, Denmark, EPSO board member and former medical offidalicof
health

Jooske Marke Vos(Master in Law)
director at Eurinpect and a.o former director at the Dutch Academy of Legislation (Academie voor
Wetgeving) (Ministry of JustizeThe Hague, The Netherlands

Klasm6 S(RE in Economic History)
58LJdzi @ ! YA OSNBBAINE 5AWBDIINRINI (& nmNBoNE { 6SRSY | YR
at the Health and Social Care Inspector@#) , Stockhom, Seden, chair EPSO advisory Board

52 arranged in alphabeticairder of first names



Mari Amos (Master in Law and MPH Master in Public Health and MA Master of European)Affair
Independent expert (UN Subcommigteon the prevention of torture)Geneva (Switzerland) and
former Advisor to the Estonian Presidency of the EU Council (Bstbhnistry of Social Affairs)

Mari Murel (Master in Science)

Senior Research and Policy officer for EPSO at Eurinspect and former research assistant at the RIVM
(the Dutch National Institte for Public Health and Environment) former Senior inspeatothe

Estonian Health Board (Terviseamet), Tallinn, Estonia

Trarslatorsfor the Latvian Peer Evaluation team Latwiganglish; vice versa
- KalvisdLogins- Law Student and part time translateRiga, Latvia
- Y G N&Y IS daw student and part time  translateRiga Latvia



Appendix 2: List of organisations included in the interviews;

List of Organisations included in the interviews of the Latvian Peer evaluation team
Inspectorate from 5 July 2018 in Riga
1 Health InspectoratéHl)
Government
9 the Latvian Parliament
M ThelLatvian Minister of Health
1 the Latvian Ministry of Health
9 National Health Service
Independent
1 Ombudsman of the Republic of Latvia
Medical Representative organisations
9 Latvian Medical Association
9 Latvian Hospital Association
9 the Latvian Surgeons Assatibn
9 Latvian Nurses Association
9 the Latvian Rural Family Doctors Association
Academic organisations
1 Riga Stradir@Jniversity
Hospitals
T ¢KS | KAt RNBYQ /fAYAOLIf ! YABSNEAGE | 2aLAGI
f vdzr fAGe 5SLINIYSyld Ay GKS / KAfRNBYyQ [/ fAYAOlf
Patient Representative organisations
9 Latvian Alliance of Rare Diseases
1 the Latvian Association for Cystic Fibrosis
T tFGASYGaQ LYTF2NNIGA2Y YR wAiaKida tNRGSOUAZY |/
Disability Organizations SUSTENTO
9 the Pulmonary Hypertesion Association



Appendix 3: Description of the Latvian Health Inspectorate using the EPSO Peer Evaluation
Framework

This uses a best practice set of guiding questions as used for similar EPSO peer evaluatams. The
guestions including those set by the International Society for Quality in Healthcare (ISQua) and ISO/IEC
standard 17020:19987.
EPSO identified 13 key areas that were to be considered as standard of good practice for questions
regarding supervisory oagisations in Europe. These so called EPSO standards are based on the 1ISO
standards, on good practice from EPSO Peer evaluations and cover the areas of:

14. statutory basis clear and functions clearly defined,

15. independence, impartiality and integrity;

16. confidentiality and safeguarding of information;

17. organisation and management;

18. quality systems;

19. personnel (capacity and capability)

20. facilities and equipment;

21. inspection methods and procedures;

22. engagement and communication with the organisation or individual subject to review;

23. openness and transparency;

24, disciplinary sanctions;

25. impact assessments; and

26. co-operation and engagement with other stakeholders including other supervisory bodies.
It has been used to structure a first general assessment of the Latvian medical institution supervision
system (Technical Description 2.1). For this assessment questions are answered based on the available
information provided to the team, the interviews witthe stakeholders (see list) and staff and
leadership of the inspectorate.

1.1. Statutory basis clear and functions clearly defined

The supervisory body or the organisation of which it forms part should:

A be legally identifiable;

A have a documented functionedined by legislation and its area of competence shall be clearly
defined; and

A have documentation describing the goals and responsibility of the inspection body.

The Hl is legally identified as a body directly steered by the Ministry of health repoir&agydto the

Minister of health.

The functions are clearly defined by legislation and the Operation of the Inspectorate is regulated by
wS3AdzZ A2y b2 Tc¢c 2F GKS [/ FToAySdh 2F aAyAraidSNa
05.02.2008.

The purposetask and functions are outlined hitp://www.vi.gov.lv/en/start/ _142/functions

Purpose

To reduce the risk for society and consumer health by realizing state surveillance. The Health
Inspectorate is to perform state administration functions in the field of supervision and control of the
sector, in order to fulfil and implement requirements set by the laws and regulations valid in the said
sphere.


http://www.vi.gov.lv/en/start/_142/functions

Task

To ensure legal, professionabnsistent and competent state surveillance and control in health sector,
taking part in such policy realization as public health, health care, pharmacy, drug and psychotropic
substances legal circulation and consumer rights protection.

Within this, thereare (as stated within HI documentation) 9 scopes of activity which are:
1. Control of medical treatment institutions.
2. Supervision and control of availability of health care services and application of the public
funding.

3. Control of quality of health care arwdpacity checks.

4. Maintenance of the Register of Medical Institutions and the Register of Medical Persons and
Medical Support Persons.

5. Control of pharmaceutical companies and circulation of drugs.

6. Control of heightened risk objects.

7. Supervision of factorgotentially affecting the health of the population.

8. Control of trade of chemical substances, chemical compounds and safety of cosmetics.

9. Control of distribution and application (operation) of medical devices.

The MRF task is not mentioned separately, alifjio this task takes up an important part of their time
Possibly the experts are not officially part of the inspectorate but otherwise working in their
jurisdiction.

1.2. Independence, impartiality and integrity

The supervisory body should have processes agdtems in place that ensure that:

A its independence is safeguarded to the extent that is required with regard to the cond
under which it performs its services. As a supervisory body, its dependence or indepel
of the political system should ¥efined,;

A it remains impartial to the influence of key stakeholders (umbrella organisations, press

A its personnel are clear and understand what is required of them to ensure that they ac
integrity at all times; and

A personnel do not have a conflicf aterest in relation to the area of work that they a
required to perform. Procedures should be implemented to ensure that experts assisti
inspection body in specific cases declare a statement about conflicts of interest, for ex
political, @mmercial, financial pressure.

The Hl is subordinate to the government and to the Minister of Health. There is neither legislative nor
current procedural protection to create an ardength distance from the HI and the political system.
The HI is, lie many other inspectorates in Europe, not independent of political influence and reports
to the Minister. Although there are annual areas of focus these are not summarised and reported back
and while the workload is governed by the internal inspectorasmagement team, the priorities are
largely set by the Minister. The actual influence of the Inspectorate on targets and goals seems
relatively minimal. The legal framework looks comparable to some other countries in which the
inspectorate is in fact funmning, not at armdength, but in short reach of the Minister. However, in

this setting the actual dependence on the Ministry and its policy seems to be accepted without any
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serious debate or comments from a professional and independently operating tanticsupervisory

role from the HlI.

The perception from many interviewed is that there is little independence in the HI and that they
operate at the political instruction of the current government and minister. Regardless of the truth,
perception is vey important and the lack of transparency in selecting which organisations or physicians
to audit serves to compound this suspicion.

The perception of most of the stakeholders who have spoken the team is that the HI is subject to
political interference ands not impartial. Many of the stakeholders expressven without being

asked explicitlya fear and a lack of trust in the sense that they do not trust that the activities of the
HI are impartial and fair. The general idea is that their prioritiesvaaly politically steered.

Beside this, the perception of some interviewees is that it is better not fopmyate with the HI as the
impression is that their first goal is to perform a rommpliance check and control with the final aim

of punishment.

The personnel interviewed have the highest integrity in following process and direction. However, this
direction is to their own opinion mainly set and highly influenced at more senior levels and by the
Ministry.

The (internally employed) HI experts apeading more and more of their time to investigate claims
towards the health system (mainly MBBc claims). Their workload is, in their own opinion, very high.
However, they do not complain about the quality of theiork and- in their own opinion- do not
appear to have any conflicts of interest. They are well trained and have sufficient knowledge to do
their work properly.

However, the process by which complaints are decided and, the corresponding payment methodology
and the results/outcomes ar not transparent which leads to suspicion by the public and other
stakeholders regarding impartiality.

The use of outsourced experts and their corresponding impartiality is less clear. Latvia is a small
country with few experts, most of whom, by virtuaf their professional bodies and collegial
relationships, may find it difficult to prove impartiality. These experts are sometimes used in addition
to the internally employed HI experts to solve the workload and availability problem of the internally
employed experts.

Another way of solving this problem is apparently the start of a new university expert training course
for students in Latvia. These young experts seem to have little experience. The team is not really
O2y @AYy OSR GKI G (KMIESQ yISMB i 2 N2 AfyBR WEELIGNR 6t SYa
an independent authoritative and undisputed way.

1.3. Confidentiality and safeguarding of information

The supervisory body should:

A ensure the confidentiality of information according to natiofegislation;

A have policy and procedures in place to safeguard its data and information; and

A ensure that personnel can only access sensitive data that is relevant to their job functig

This area was not observed first hand by the team, however, review of procedural documentation and
corresponding interviews indicates that there is no doubt that the information is treated as and

53The Medical Risk Fund (further mentioned MF)



remains confidential. The complaints cases areagad bythe relevant Experts and the inspection
team retain separation of duties that means that the team has the impression that probably sensitive
data is not being shared

The recent advent of the General Data Protection Regulation (GDPR) legislation shasld eatalyst

for reviewing of privacy procedures within the HI. This does not appear to have been reviewed by the
HI yet.

1.4. Organisation and management

The supervisory body should:

A have well defined relationships with the Department of Health, umbrelganisations,
patient organisations;

A have well defined relationships with the regional offices of the inspection body;

A have a well described and documented organisational and management structure;

A define and document the responsibilities of its personnad #he reporting structure of the
organisation;

A have procedures in place to prioritise its activities and is transparent about that prioritisg

A ensure its inspection activities are carried out in accordance with legislation and the d
standards;

A ensure the effective supervision of all personnel; and

A have procedures in place that ensure the coordination of the various supervisory activi

The HI is subordinated to the Ministry of health. The leadership has started working on closer
relationships and meetings with umbrella organisations. There do not appear to be strong
NEflGA2yaKALIA (2 Sadlof AaK anging &l pré&cesses. S LI GASyY
There is no strategy for stakeholder involvement and dialogue which has led to the actual situation
that all relations with outside stakeholders are not well developed or, in some casesxistent The

HI seems overall not verytage in cooperating.

The main offices are situated in Riga, with satellite and outlying offices in the regions.- Intra
departmental relationships with regular meetings together and exchange of ideas and learning does
not appear to feature strongly in thel.

The organisational structure is defined and there are heads for each division. While there is strong
strategic vision at the leader level of the organisation, the next level down does show a high degree of
loyalty to the leadership and supports agg backing the new ideas and a desire to be in line with the
management of the organization. However, they do not appear to share this strategic vision strongly
from inner conviction and seem to work tajmwn, policy and protocol driven. The new ideadalih

are openly advocated by the leadership seem to come from an outside source, which is logical as the
organisation has been through several leadership changes and has not been given much time to absorb
and process these new ideas after the appointmentheir new director.

The organisation splits its futiens generally intgoublic health, regulatory inspections and medical
registration.

It is not clear how prioritisation of annual focus areas is chosen, and the HI staff interviewed indicated
that this was highly influenced by the Minister. The Minister however did not seem to feel the same
way and gave the impression she supports theddblming a sersutonomous- organisation setting



its own goalg; in cooperation with its stakeholderstoward improvement of healthcare and social
care in Latvia.
As in inspectorates in many other European and other countries worldwide, the Latviactimse
is struggling to find a proper and effective way to introduce a (cost) effective working method in
inspection and supervision. Many practices from other countries are available on howhasest
approach could be usey.
The riskbased criterd for prioritising which organisations to inspect or audis being used or planned
to use in Latvia do not consider statistical risk factors for helping determine who should be reviewed.
Furthermore, the current criteria do not seeto select key riskreas asthe criteria are partly volume
based (which does not have a clear relationship with health and social care risk) and the criteria
seem to have a highly subjective character and are therefore difficult to defend and to use.
The current risk dteria applied by the HI are:

91 Influence on societg the number of specialties covered by the institution

1 Previous claims history

1 Complexity of legislation that is relevant to the institution

9 Patient volumes

1 Results of prior inspections and sanctions
Thereappears to be little transparency of the prioritisation processes.
Inspections appear to be carried out using protocols that relate to the current legislation. However,
when asked for proof of the impact of this on the health and safety ofpihyeulation, there do not
appear to be much of an evident@ased to support this.
Effective supervision of personnel is difficult to gauge with the leadership having changed so frequently
and the current leader only having beenrgost for a relatively shaperiod (8 months). The leadership
talked about the need for cultural change and that this was a journey of at least 2¢eduish they
are at the early stages of.
The Experts are a resource shared across different functions and appear to be siretatie
overworked. It was described that each expert was supported by an administrative team, however,
many did not use this team environment and, therefore, put more workload on themselves. There are
a wide range of duties of the Experts which includéee of complaints, preparation and defending
of appeals of the outcome of complaints (1/3 of outcomes/findings are appealed) and determining the
settlement amount for each claim they review.
The nature of the complaints in relation to the Medical RiskdRanocess creates high administrative
and litigation burden that adds distraction and high costs to the system and does not seem to have
direct and positive influence on the health and safety outcomes for the population.

¢ seeSelected casstudies international examples and good practices



1.5. Quality systems

The supervisry body should:

A define and document its policy and objectives for, and commitment to quality, and
ensure that this policy is understood, implemented and maintained at all levels o
organisation;

A operate a defined quality system which is fullycdmented. The system should consist
feedback procedures;

A have a quality system in place that is up to date and accessible to the relevant persont

A maintain a system for the control of all documentation relating to its activities. It sh
ensure that the appropriate documentation is available at all relevant locations an
relevant staff;

A ensure that all actions (documentation and legal actions) are conducted according to né
law;

A have documented procedures in place for dealing with feedlzackcorrective action whe
discrepancies are detected in the quality system and/or in the performance of inspec
and

A review the quality system at appropriate intervals to ensure its continuing suitability
effectiveness. The results of suaviews should be recorded.

Procedurally, the process is well documented. Whether the process is the most efficient and effective
is a separate question. Usually a quality system is one that provides strong procedures with feedback
loops to review,reflect and improve processes. The feedback and review mechanisms in the Hi
processes are unclear to the EPSO team.

Controls for registration of documentation and corresponding access appear to be in thlaagh

this was not evidenced directly by th®&O team.

The processes and procedures are reconciled back to national law. fepllowactions is less clear.
Currently there does not appear to be thematic analysis of systemic issues and a systemic quality
improvement culture to help organisations @mess these issues.

The results of reviews are summarised mainly in the form of summary statistitsling the volume

of inspections, volume of and financial amount of claims and penalties. The system seems to have
room for improvement of soft skilleand improvement of qualitative information exchange.

1.6. Personnel (capacity and capability)

The supervisory body should:

A have procedures in place that define an appropriate skill mix of personnel to be al
conduct supervisory activities;

A ensure that dl staff have the appropriate qualifications, training, experience an
satisfactory knowledge of the requirements of the functions to be carried out. They s
have the ability to make professional judgements as to the conformity with gel
requirements using inspection results and to report thereon; and

%5 see Selected Case Studies International examples and Practices 8\pB4see also the link to the

presentation: definition of a @ll defined good practice for a quality reporting systehy IcelandL_eifur for
EPSO 17 april2018 Reporting model for Landlaeknir Iceland.pptx

Download)


http://epsonet.eu/mediapool/72/723588/data/2018/Leifur_EPSO_17_april_Reporting_model_for_Landlaeknir_Iceland.pptx

A have in place a documented training system to ensure the relevant training of its pers
especially the personnel involved in inspection or disciplinary cases. The programme
include introduction, initial training, supervision and continuous education.

The HI team operates over 6 divisions across 14 locations with two main focus areas of inspection and
public health. (50/50 split). This includes 5 regulating and controlling and 1 Registration. There are
214 staff, 140 of which are involved in insgent which includes 10 senior experts (doctors). The staff
include 20 with a medical background (from a range of specialties). The current HI is a consolidation
of 9 different institutions brought together in 2009 and there is a split of 9 main actvitie

The leadership reflected that the separate areas of the HI still often operate as separate cultures.
There does not appear to be a common mission/goal that gives the team a common identity and
purpose.

There is no dedicated training programme fospectors. Training in quality improvement practices
does not exist. However as one of the goals of this peer evaluation mission is to use the results of the
review for training purposes, there must be a supportive atmosphere for training of staff as
improvement instrument.

There are limited numbers of staff available to undertake inspections.

The procedures used by the internal experts are largelydsdfrmined and there is no culture of a
team-based approach.

It is unclear as to how the (internaltgployed) experts keep um-date with their professions to
ensure the inspections and complaint reviews include the latest evidence angptaaesice of the
specialties that are involved.

1.7. Facilities and equipment

The supervisory body should:
A haveaccess to suitable and adequate facilities and equipment that support the delivery
function. This includes IT systems, databases and relevant documentation.

From our interviews, we understand that there are central systems for the recording and tracking of
inspections, results, followp and for complaints. Except for shortage of staff there has not been much
mentioning to the team of issues regarding shortafiéacilities or qualitative or other shortage of the
relevant IT and database systems.

However, given the relatively new and relatively poor approach regarding dagdd system of

AyalSodAazy FyR FLLINByYG f I O] aichascémpléifsydutiom®of | v I

KSIf 0K &aSiNgdwdbs sugprisiSgiifGadequate facilities to support a more data driven, and
evidencebased approach would be available without extra financial input.

One advantage of being a late adopter is thatorganisation can take advantage of the learning and
examples from other countries to ensure the introduction of any new system is customised to their
own environment and context.

The situation of a new starting point (new leadership, strong supporthfthe ministry, a positive
mindset within the inspectorate towards improvement and change) gives a great opportunity to start
with a riskbased approach based on the local circumstances such as political prioriticbield a
sound set of goals and bd and adopt the necessary systems afterwards.

w
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In some other countries, the focus has been on implementing an electronic system first then trying to
work out how to make it function for the local contegtwhich has resulted in expsive and sub
optimalresults.

1.8. Inspection methods and procedures

The supervisory body should:

A ensure that the methods and procedures it uses for its planned inspections are those th
defined in legislation or documented in its policies and procedures;

A ensure that themethods and procedures it uses for incident inspections, are those tha
defined in legislation or documented in its policies and procedures;

A set out in a way that is transparent and clear the methods and types of inspections in ¢
supervision dindividual health personnel (disciplinary cases);

A have sound inspection planning arrangements in place. Planning and prioritisation pro
should be documented:;
set clear terms of reference and objectives for its inspection activities;

A have quality asurance procedure in place that assure the consistency of judgments ¢
teams;

A set standards for the delivery of its supervisory functions. The standards should i
standards for the documentation of observations, the results of testing, infoomatnd data
obtained during the course of inspections to ensure that they are recorded in a ti
consistent and professional manner to prevent the loss of relevant information.
documentation should be appropriately referenced, signed off and enefesenced;

A use standardised techniques for sampling and inspection. These should be docume
circumstances where the absence of such instructions could jeopardize the efficief
outcome of the inspection;

A describe in detail the use of unannoundedpections and the legal framework for such vis
and

A have arrangements in place for the follow up of its inspection findings.

The Latvian Health Inspectorate has a high degree of regulation and procedtom what was
evidenced, this is well doowented and followed. Inspections by the HI place a heavy focus on
procedural checking against legislative compliance and this is typically carried out by the checking of
procedural documents in each site and the proof of compliance against these regaslatio

Quiality of care is not measured by the Inspectorate in terms of process nor health outcomes.
Measurement of the process of improvement of patient safety and quality of care is not a concept held
within the inspectorate. There is some early develeptal stage work being undertaken in Latvia
within a branch of the Ministrg The Centre for Disease Prevention and Control in the development
of some outcome indicators. Currently there does not appear to be a sharing of this reporting with
the HI to astst them in identifying and prioritising inspection of organisations.

The objectives of the inspectorate itself are clear. The objectives of the inspections are for safety
however, the outcomes are not assessed.

Current measurements used by the HI aobuwme based (i.e. how many inspections were conducted,
how many complaints were reviewed) and, within the inspections, many of the measurements relate
to the volume of documents that were reviewed for compliance.

Most of the measurement is based on numband timescales
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overview documents provided to the team. However, it seems that a great quantities data system is
providing results in terms of number of reviews, roens of staff, number of patients timetables etc.
Specific results of inspections are shared with the institution being reviewed and there is a right of
reply from the institution.

A feedback system does not seem to be in place and communication sedragrtore oneway top

down towards the Health institutions and Health professionals and Health Patients, and public.

There is no public reporting of results including thematic analysis and reporting of themes of issues
that the HI are discovering. Nether this information shared with the medical society or hospitals,

the Nurses association and other stakeholders.

The current riskbased assessment as to how structured inspections are prioritised is mainly subjective
and not complemented with objective dtors.

There is a template used by the internal experts for assessing the amount to pay for successful MRF
claims, however, this is not published. This leads to the impression in the sector from a number of
stakeholders that this is a highly subjectigeocess and subject to wide variation based on the
interpretation of individual experts.

Some inspections take place as unannounced inspections. This is different and separated from the
complaint process. The complaint process does not seem to barainpat for the risk analyses or

other inspection targets (systematic quality based thematic inspections). There is opportunity for
improvement in this area.

There is no clear procedure that the EPSO review group sighted that outlined the criteria for a
unannounced inspection.

The EPSO review team did not see evidence of procedures for inspection of new institutions and
facilities.

1.9. Engagement and communication with the organisation or individual subject to review

The supervisory body should:

A clearly communicate the objectives and purpose of its inspections to those subje
inspection.

A clearly set out the consequences of rommpliance with supervisory measurements a
requirements and its expectations in terms of response to its recommeénakat

A give those subject to inspection the opportunity to comment on the findings, conclusion
recommendations set out in the inspection report.

The purpose of inspections regarding review of compliance with national regulation is clearly outlined

in the documentation for the HI. The EPSO review team interviewed a number of stakeholders
AyOf dzZRAYy3 &a2YS 2F GKS K2 athdMdi redardlinglthg WorkiDd ralatidnghip I y & 0
between the HI and the institutions. There is a clear recognition by these stakeholders that the Hl is
reviewing legislative compliancgi KS G SNY Wt 2t AOSYI yQ 41 & dzaSR RdzNA
the Hl role.

The HI provide a report and there are sanctions for-nompliance including fines being charged.

The institution subject to the inspection is provided with the report and findings and has an
opportunity to comment/provide feedback.

It is notcompletely clear what followup process the HI applies to check what remedial action has been
undertaken by the institution.



As the initial actions are mainly compliance checks, the follow up actions seem to be of the same
character. As far as the teanoticed, there is no broader view based on support for improvement
(being part of the solution) and search for deeper (systemic) causes efaropliance with rules or
procedures. An example of how this could be effective is for the HI to take a broadeofvivhere

there are similar trends across other comparable institutions to find out if and for what reason the
same or comparable necompliance is found.

The team found the communication of the focus of the inspectorate is strong in on compliance and
with clear objectives. In case of n@ompliance the role of the inspectorate is completely clear and
focused on forced compliance actions and sanctions (including fines).

Furthermore, the inspection role is dominated by policawjivities and therefore des not invite to

open two- sided communication with improvement as main objective.

In comparison to other inspectorates in Europe this picture is recognisable. However, for good reasons
many other inspectorates in Europe are on moving to change this [phaompliance approach and
make it more preactive, friendlier, two sided and improvement oriented. These inspectorates usually
choose to ask for feedback and invite partners to come forward with solutions. This does not mean
that safety is compromisedrdhat sanctions never happen. However, the focus is on improvement
not on compliance.

Furthermore, a more Public Relations oriented / minded approach could be a helpful change for the
future and to show to the stakeholders as well as to the broader pubinat are the goals what is
being done and what the challenges are.

1.10. Openness and transparency

The supervisory body should:
A make details of its processes and the findings of its inspections and activities available
public and other stakeholdersn so doing it should ensure that its reports are written &
published in formats that are user friendly and accessible.
A have a policy and guidelines in place setting out its approach for the publication of the 1
of its inspections.

There is little transparency of results of inspections or cases of complaint to the public. There is no
LJdzof AO UGN yaLI NByOe 2F (GKS 1 LQa AyalLlSodrAzya | yR
engagement with patients and community is nopilace.

From the perspective of the review team, this is an area for improvement and to help change the
perception of the HI in the sector.

1.11. Disciplinary sanctions

The supervisory body should:
A have appropriate processes in place for the issuingrmadagement of disciplinary sanction

Disciplinary sanctions at the institution level appear to mainly be in the form of fines for non
compliance. The processes are vgEltumented. It is not clear from the documents sighted as to how
corrective action (to ensure the same issue does noeagain) are measured and enforced.

10



The management of disciplinary sanctions can take a number of forms in Latvia in addition to fines,
including:
1 the possibility to take or suspend the individual licences (conditionally or unconditionally and
entirely2 NJ LJF NGAFf @0 F2NJ R2OG2NR NB3IdzA F GSR o0& (K
1 the possibility to take or suspend individual licences for nurses and other support staff is
regulated by the Nurses association;
9 the possibility to take or suspend licences for hleahstitutions is regulated by Hl;
1 financial claims by patients or others (mainly relatives) as follow up to complaints regarding
harm or medical failures;
9 claims regarding professionals;
1 publicly assessable and independent reviews of doctors' hospital®ther health services by
patients HI etccan be a strong instrument if used appropriately; and
9 press and radia coverage can be a very helpful instrument for transparency.
The team did find a number of opportunities to move more in the direction loéiokevers rather than
the traditionally-used sanctions in Latvia.
One of the weak points of the inspectorate / government is that these options are not yet sufficiently
used and supported.
If the government and the inspectorate of Latvia could use ott#éer NIi A S&a (2 KSf LJ WLRf A
the inspectorate could focus more in the direction ofaueration and improvement of healthcare
system and individuals.
t23aA0fS 2LIA2ya F2NJ OKIFy3dS I NP RA&OdzasandRry Ay GKS
this provides ideas about involvement of others in this police role so that the HI can focus on its central
HI tasks. If we think about others this could include different parties such as: the doctors association,
0KS ydzZNBESQa | Ak $0ises thénBelEs wilhKditankes Isupdivision of the health
inspectorate, the insurance organisations using the rights to claim and possibly other options. Possible
good practices are shown in chapter 6 of the main report.

1.12. Impact assessments

Thesupervisory body should:

A have a policy and process in place for measuring the impact of its work

A regularly consider and assess how its inspection activity may contribute to the improve
of quality of care and patient safety.

The EPSO review team didtrsee any evidence of measures in place to enable the HI to assess the

impact of its work. Metrics are volumetric and not linked to risk analysis or outcome indicators (e.g.

reduction in falls, reduction in sepsis or other conditions to assess risk gradim

CKSNBE A& a2YS RSOSt2LISydGlrt @g2N)] 2y ljdafAade AYyRA

for Disease Prevention and Contrathich may prove useful for the HI to plan HAs&sed audits and

reviews, over time, improved outcomes thatche tracedb®1 G2 GKS 1 LQa Ay dGdSNBSy

11



1.13. Cooperation and engagement with other stakeholders, patients and other supervisory
bodies

The Supervisory body should:

A ensure that in taking forward its role it engages with patients, the public and other stakeholders;
seeking their views and experiences.

A work in collaboration with other review bodies to share experiences and identify noteworthy
practice.

A share itsknowledge in relation to patient safety issues with health organisations.

The HI prioritises its planned activity for each year based on a combination of Ministerial priority areas
YR 60KS | L-fased Sdhgddled ingpactionsNICarrently theiees not appear to be
consultation with community and patent groups or professional bodies.

12
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Introduction
This Appendix to th&eport of the Report Regarding Expert services in the area of healthcare quality
and patient safety provides a selection of international examples and best practices.
The examples and best practises are chosen for their value as inspiration to then Lidealth
inspectorate for their future work by the Peer evaluation team which carried out this project
The Examples and best practices are divided per category; the following categories are distinguished:
1. The aim of supervision with key issues in masintries Quality and patient safety and
involvement of the User perspective)
User and patient centred supervision
Effectiveness of Supervision
Prioritising and Differentiating the supervisory activities
Complaints Handling
Selfassessment and Incident reporting
Engagement of Stakeholders
7.1.Advisory Bodies
8. Methods of inspection
8.1.Risk based supervisiggeneral
8.2.Use of indicators in Risk based supervision
8.3.0ther Methods of inspection
8.4.Feedback Reporting and Follow up acitgt
The input in this Appendix is bases on several sources:
a. input from team members and contacts of team members
b. input from EPSO members in EPSO working groups and presentations at EPSO conferences
c. other sources such open sources like relevant websitethe various countries sometimes
translated by the team or checked by the team.
BPSQs ready to facitate contacts between Latvidinistry of health, Health Inspectorate etand
officials in the countries mentioned in this Appendix

No okMwd

1. The aim of spervision

Key issues in most countries are quality and safety and the user perspective
1.14. Sweden
https://www.ivo.se/omivo/other-languages/english/abotitvo/
The Swedish Healthnd Social Care Inspectorate (IYO
¢CKS FTAY 2F LzhQa adzZlSNBA&AAZ2Y LRfAOe Aa GKIFG {dz
health and social care is both safe and of high quality, and works to serve best to its recipients. Sweden,
Thesupenision's focus of IVO isigervision carried out from a useand patient perspective, and must
focus on matters that are important for individuals or groups. Unless laws or ordinances state
otherwise, supervision should be ribased and only review matterthat are essential to ensure a
health and social care service which is safe and of high quality. Supervision must be effective.
(https://www.ivo.se/globalassets/dokument/orivo/andrasprak/swediskhealth-and-sociatcare
inspectoratesupervisiorpolicy.pd)



https://www.ivo.se/om-ivo/other-languages/english/about-ivo/
https://www.ivo.se/globalassets/dokument/om-ivo/andra-sprak/swedish-health-and-social-care-inspectorate-supervision-policy.pdf
https://www.ivo.se/globalassets/dokument/om-ivo/andra-sprak/swedish-health-and-social-care-inspectorate-supervision-policy.pdf

1.15. England

The Care Quality Commissions (QQ@@rpose is to make sure that health and social care services

provide people with safe, effective, compassionate, kiglality care, and to encourage care services

G2 AYLINRBGS® / v/ Q& OKIffSyaS Aa K2g (GKSe& YSI adzNB
measure the impact that they are having on qualty andmprovement.
https://www.cqc.org.uk/sites/default/files/20170425 Impaceport.pdf

I vI Qa 02 N1J2 NI @ ®r thenékt fiveSyRars id thirork fafg@ted, responsive and
collaborative approach to regulation, so more people ggtiguality care:

Encourage improvement, innotran and sustainability in care
Deliver an intelligeredriven approach to regulation
Promotea single shared view ofiglity

Improve our efficiency and effectiveness.

PN

1.16. Scotland

The Care inspectorate Scotland for social care and social work scrutiny in Scotland is moving its aim
from compliance to an improvemetiibcused approach which aims to provide assurance about the
guality of care.

Recently there are two elements of change in the Care inspectorates approach: a greater
YSGK2R2ft 23A0Ff SYLKI&aAa 2y S@lfdz dAy3a GKS ljdzr £ A
asSid 2F ylLidAazylft O NB aniay kel lpiiia &thebrititah fratev@i2td G A a K
resolve past tensions between scrutiny and improvement. Modern scrutiny can become an important

tool in the quality toolbox.
http://www.careinspectorate.com/index.php/papess-scrutinyand-improvementpractice
http://www.careinspectorde.com/images/documents/3809/1f%20inspection%20is%20the%20enem
y%200f%20improvement.pdf

Fig 1. The Scottish model of social care scrutiny



https://www.cqc.org.uk/sites/default/files/20170425_Impact-report.pdf
http://www.careinspectorate.com/index.php/papers-in-scrutiny-and-improvement-practice
http://www.careinspectorate.com/images/documents/3809/If%20inspection%20is%20the%20enemy%20of%20improvement.pdf
http://www.careinspectorate.com/images/documents/3809/If%20inspection%20is%20the%20enemy%20of%20improvement.pdf

Fig 2.The shift from compliance to improvement support (Cl, Scotland).

Regulation Scrutiny

Inspectors discover information Care leaders self evaluate

Focus on inputs Focus on outcomes/potential outcomes

Inspectors check processes Inspectors examine experiences first

Specialists identify deficiencies Specialists share knowledge

Leaders told what to do Leaders understand the improvement needed

Power relationships Collaborative relationships
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1.17. Denmark
1.17.1. the NBSS (The National Boardsorcial Services)
In Denmark The NBSS has a number of guiding principles:
U Proactive supervision:
I aminimum one annual inspection (announced & unannounced)
1 Ongoing monitoring and dialogue
1 Approvement of all major changes
1 Intensity of the supervisory proceascording to the conditions
U Supervision based on risk asseent (differentiated supervision)
U Data triangulation (e.g. document studies, interviews and observation)
U Involving the users perspective is a must in the legal framework.

1.17.2. The DPSAhe Danish Rent Safety Authority)
In Denmark the goathe DPSA is to ensure that it is safe to be a patient and to support learning in the
healthcare sector. The aim is to allocate resources to areas associated with the highest risks for
patients based on a contious risk analysis and thereby achieve the highest possible level of patient
safety. In 2017, the DPSA introduced a new-baged model for supervisory activities. It is expected
that the DPSA will be able to identify highk situations and help ensuperrect handling of these in
the healthcare sector. Furthermore, learning should be integral to supervisory activities of the DPSA.
It is the aim that both healthcare facilities that are subject to supervisory activities and those that are
not will be draving on the DPSA as a source of knowledge and learning to improve patient safety.

2. User and patient cemred supervision

The user perspective is in most of the EPSO negrobuntries an important issu&his has not always

had such an important prioritysais has nowadays. The main cause and reason for this seems to be the
fact that patient views often differs from the views of the medical professionals and differs from the
inspectorates viewsMlany countries have seen changes for the good by using thergterspective.

2.1. Sweden
Ivo highlights the user and patient perspective as the essential starting points for IVO's work.
https://www.ivo.se/globalassets/dokument/onivo/andrasprak/swediskhealth-and-socialcare

inspectoratesupervisiorpolicy.pdf


https://www.ivo.se/globalassets/dokument/om-ivo/andra-sprak/swedish-health-and-social-care-inspectorate-supervision-policy.pdf
https://www.ivo.se/globalassets/dokument/om-ivo/andra-sprak/swedish-health-and-social-care-inspectorate-supervision-policy.pdf

2.2. Scotland

An important element of the Scottish patient centred system is that the improvement of patient safety
and quality of care is enhanced by the individual patient experience.

What they found in Scotland in the past, is when they made recommendations for improvement,
providers were improving to satisfy the regulator (supervisors) rather than having the patients
perspective in mind for improvement. It is good to think about Hberassessment of improvement
looks like. It is not about compliance with their (supervisors) expectations and agreeing with them,
but to really take patiententred approach.
http:/www.epsonet.eu/mediapool/72/723588/data/2018/171103 _EPSO_Working_group_Effective
ness_Meeting_report_Iceland_Sept_2017_M.Murel.pdf

2.3. England

¢ KS / I NB v dzF £ AQ) Bublic ényageman strategy2 & mode/tavgeted, responsive, and
O2ftf 102N GABS FLIINRFOK G2 LlzofAO Sy3alF3asSySyi
throughout our regulatory work and empowers people to expect and choose good care

Public engagementhyjectives:

1. Work in partnership with organisations that represent people who use services to strengthen
our collective voices and influence improvements to aarecluding closer working with the
Healthwatch network;

2. Continuously encourage and enable t@ces of people who use services, their families and
carers to drive our understanding of the quality of care, making better use of their information
and improving our reporting on the action we take in response;

3. Provide and promote public information vdh helps people understand what good care looks
like and make decisions about services;

4. Develop and improve what we do through public participation and insight.

t S2 L) Sdpérteddeperiences of care are core to CQC identifying where quality @htay
have changed to the extent that regulatory action may be required.

g K

/' v/ dzy RSNRUGI yYRa GKS ST fdpQtederprrier0d3 dfldoi@are & & rish.JS 2 LIt

indicator (across different population groups, care themes and service types).

CQCPolicy Teams, Chief Inspectors and CQC Board report increased confidence that they have

heard from enough members of the public to make informed decisions about CQC strategy, policy
and methods.
www.epsonet.eu/mediapool/72/723588/data/2017/Chris_Day_London_2017.ppt

2.4. Denmark

2.4.1The National Board of Social Services

The NBSS has a policy to strengthen the psespective in several ways:

1. Transparency regarding aiprocess ad methods promote trust

2. Use daily activities and the natl setting as a starting point

3. Create safe spaces for communication and supemigiot the managements office)

4. Methods and products of communication aimed at relevant target groeg. children and
disabilities


http://www.epsonet.eu/mediapool/72/723588/data/2018/171103_EPSO_Working_group_Effectiveness_Meeting_report_Iceland_Sept_2017_M.Murel.pdf
http://www.epsonet.eu/mediapool/72/723588/data/2018/171103_EPSO_Working_group_Effectiveness_Meeting_report_Iceland_Sept_2017_M.Murel.pdf
http://www.epsonet.eu/mediapool/72/723588/data/2017/Chris_Day_London_2017.ppt

5. Professional analysis and reporting counters fears/actions of repercussion.
http://www.epsonet.eu/mediapool/72/723588/data/2017/EPSO_
_WG_patient_and_user. Henrik_FrostholmLondon-_April_2017.pdf
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2.4.2The DPSA)anish Patient Safety Authority)

One of the aims for the supervisory actvif da 2F GKS 5t {! A& (2 aF2fft2¢
ensure safe care across the healthcare sector.

The DPSA has involved patient organisations in the stakeholder engagement regarding the supervisory
activities aimed at healthcare institutions. 8¢e organisations have been invited to contribute to the
RSOSt2LIYSyid 2F AYyRAOFG2NAE |yR (G2 F2tft2¢ GKS LINE3
far patients/users have not been actively involved in supervisory activities.

In 2018, the DPSIA introducing supervisory activities specifically aimed at elderly care with a strong

focus on the user and patient perspectives. These will most likely include interviews with
residents/patients and relatives/next of kin as well as staff and managemmanas they are still in
development it is too early to say anything about the outcomes and effect of this approach.

2.5. The Netherlands
Patient involvement in Dutch supervision:
1 Incidentbased supervision: calamities reported by citizens
1 Riskbased supervision: patient rating site Zorgkaart Nederland
1 National Reporting Centre for Health care Complaints (LMZ)
91 Inspection practice: SOFRiethod for elderly clients with dementia, mystery guests,
layman inspectors (pilot)
91 Interview with clientsor family during visit, especially in care sector


http://www.epsonet.eu/mediapool/72/723588/data/2017/EPSO_-_WG_patient_and_user._Henrik_Frostholm_-_London_-_April_2017.pdf
http://www.epsonet.eu/mediapool/72/723588/data/2017/EPSO_-_WG_patient_and_user._Henrik_Frostholm_-_London_-_April_2017.pdf

tFG0ASYd NIXGAYy3I aAGS %2NH{FFNI bSRSNIIYRY
Ratings and reviews
800,000 visitors per month
9,000 new reviews per month, more than 300,000 reviews in total
Editorial office
Check on faddresses, names
Only explanatory, constructive reviews
1 Subject of studies

Exploratory interview study of the potential contribution of Zorgkalslgderland to daily hospital
supervision showedy IGZ (Dutch Health Inspectorate) identifies the same hospitals at risk as the
patients rate as underperformers.
http://www.epsonet.eu/mediapool/72/723588/data/2016/5_1GZPatient Involvement EPSO.pptx
Also patient rating sites may ctibute to the riskbased supervision of hospital care of a health care
inspectorate. Health care inspectors do have several objections against the use of patient rating sites
for daily supervision. Howevarhen they are presented with texts of negativeviews from a hospital
under their supervision, it appears that most inspectors consider it as an additional source of
AYF2NXYIFGA2Y FNRY GKS LI GASYGQa LISNRLISOGAGS G2 R
accompanied and verified by otheruglity and safety indicators. Preferably, it should also be
FOO02YLI YASR o0& 20GKSNJ YS(iK2Ra (G2 NBOSHt LI GASYGQ
on quality and safety of care.
http://www.epsonet.eu/mediapool/72/723588/data/2016/Kleefstra_et_al. 2016 _Investigating_the

potential _contribution_of patient rating_.pdf

= =4 =4 4 =4 =4

3. Effectiveness of supervisio

In most Eurpean countries the topic of effectiveness of supervision cam higher on the agenda in the
years of austerity and the finara crises which has had severe effects on healthéamds in some
countries. The resudtof this focus can be seenthis paragraph

3.1. Sweden

The effectiveness of the supervision must be seen in relation to the extensive demands and
expectations which are placed on the organisation, in combination with its limited resources. This
allows alot of room for manoeuvre when selecting the emphasis of the supervision. As such, the
emphasis becomes a prioritisation matter based on what elements will contribute the most toward a
health and social care service that is safe and of good quality olves/weighing the required efforts
against the achieved results of the supervision.
https://www.ivo.se/globalasets/dokument/omivo/andrasprak/swediskhealth-and-socialcare
inspectoratesupervisionpolicy.pdf

3.2. Scotland

Scotland is looking for measurement questions regardingcé¥eness of the inspection and
regulation activities. Evidence based added valueoiseasy to prove However th@dpectorate is
working on hesequestions

http://www.epsonet.eu/mediamol/72/723588/data/2018/171103 EPSO_Working_group Effective
ness_Meeting_report_Iceland Sept 2017 M.Murel.pdf



http://www.epsonet.eu/mediapool/72/723588/data/2016/5_IGZPatient_Involvement_EPSO.pptx
http://www.epsonet.eu/mediapool/72/723588/data/2016/Kleefstra_et_al._2016_Investigating_the_potential_contribution_of_patient_rating_.pdf
http://www.epsonet.eu/mediapool/72/723588/data/2016/Kleefstra_et_al._2016_Investigating_the_potential_contribution_of_patient_rating_.pdf
https://www.ivo.se/globalassets/dokument/om-ivo/andra-sprak/swedish-health-and-social-care-inspectorate-supervision-policy.pdf
https://www.ivo.se/globalassets/dokument/om-ivo/andra-sprak/swedish-health-and-social-care-inspectorate-supervision-policy.pdf
http://www.epsonet.eu/mediapool/72/723588/data/2018/171103_EPSO_Working_group_Effectiveness_Meeting_report_Iceland_Sept_2017_M.Murel.pdf
http://www.epsonet.eu/mediapool/72/723588/data/2018/171103_EPSO_Working_group_Effectiveness_Meeting_report_Iceland_Sept_2017_M.Murel.pdf

3.3. The Netherlands

In the Netherlandghe Inspectorate(IGJ) is working on a model in which hospitals are doing the
investigaton in their own seipus adverse events cases. Thanks to evidence based research it was
shown that this method has an effective improvement element. This positive result could be shown
to the politicians afterwards as a result of the availability of data
http://www.epsonet.eu/mediapool/72/723588/data/2018/171103 EPSO_Working_group_Effective
ness_Meeting_report Iceland Sept 20 M.Murel.pdf

3.4. Denmark DPSA

In Denmarkthere is ® fare no conclusive evidence on the effect of the supervisory activities of the
DPSA. However, there are indications that in certain types of healthcare facilities, compliance levels
are higher in theacond year of the current supervisory sgt, suggesting that supervision is a driving

force for improvements across facilities. Also, feedback from both healthcare institutions and
supervisors indicate that supervisory activities can facilitate learnatly before, during and after a
supervisory visit, which in turn can lead to improvements and higher levels of patient safety.-Follow

up interviews with management in residential care facilities suggest that learning and knowledge
sharing following a supeisory visit can spread to other facilities, e.g. in the same municipality. This is

Ay fTAYS SAGK GKS 5t{!'Qa IAY GKFG €SINyYyAy3a &akKkzd
healthcare institutions that are subject to supervisory activities dmdé that are not can draw on the

DPSA as a source of knowledge and learning to improve patient safety throughout the healthcare
sector. However, these findings are preliminary and will need to be supported by more data to
conclude with certainty whatth€ T ¥ SOGa 2F GKS 5t {! Q& adzZJSNIIA &2NE

4. Prioritising and differentiating the supervisory activities

4.1. Sweden

In Sweden prioritising may differ from case to case and is depending on the purpose of supervision as
seen by IVO. The aim is to focuglm®mimportant elements in order to provide a good and safe health

and social care service for its users and patients. The inspectorate uses its procedures to concentrate
on outcome for patients and tries to preverid look only at documentation, guideks and
procedures.

https://www.ivo.se/globalassets/dokument/onivo/andrasprak/swediskhealth-and-socialcare
inspectoratesupervisionpolicy.pdf

4.2. England

CQC is in line with its fiwgear strategy, has also consulted on moving towards a more targeted and
NBalLRyaArAdS AyalLlSOoiAaAz2y Y2RStX 6KAOK gAff asSs ash
frequently £ 2y 3 GAGK (GKS AYUGNRBRAZOGAZ2Y 2F | yYSg WLYAA-:S
more intelligenceRNA @Sy @ ¢KS / v/ Qa LINRBLRalIfa NBLINBaSyid |y
streamlined approach.
http://nhsproviders.org/thechangingnature-of-regulatiortin-the-nhs/carequality-commission

4.3. Denmark DPSA
The aim for the DPSA is to allocate resources to areas associated with the highest risks for patients
based on a continuous risk analysis and thereby achieve the highest possible level of patient safety.
In 2017, the DPSA introduced a new Hislsed modefor supervisory activities which is being
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implemented over a three year period. During this period, all types of healthcare institutions and
facilities should be subject to supervision, and the aim is that 10 percent of facilities should receive
a visit fom the DPSA supervisors. This should establish the baseline risk profile for each type of
facility which, alongside others sources such as reported patient safety incidents and patient
complaints, should help identify higisk areas for future supervisoagtivities.

At this point, institutions are selected for supervision based on samples, not individual risk
analyses. The DPSA is working to develop an algorithm that will allow for risk assessment of
individual institutions. So far, however, risk analysisolely used to identify risk areas, such as
medication and patient transfers, and types of facilities, such as residential care, where many data
sources point to high risks.

The riskbased model entails that in the future, alongside selection oftheate facilities based

on risk analysis, there should be some level of sarbpked supervision to ensure that all
healthcare institutions could potentially be subject to supervision. However, the bulk of activities
should be aimed at types of facilities/olving the highest risk for patient safety.

5. Complaints Handling
5.1. Denmark DPSA
See belowg under5.2 Sweden

5.2. Sweden

All complaints shdd first be handled by the cagéver who has to investigate all complaints. There is
LI GASYGAaLIRYPIZRAWNYERD K2 OFy KStLI Ay GKS O2
YR GKS OFNBIAGSNI ¢KS LI GASYyld 2YodzRayYly R2SayQi
Prior to the new law IVO had to investigate all the complaints. As of January 1, 2018, IVO has the
obligaion only to investigate all events that have resulted in permanent injury, a significantly increased

need for care or death. IVO will also investigate complaints relating to compulsion or isolation and
events that seriously and negatively affect sddtermination, integrity or legal status.

IVO has no obligation to investigate all that is notified as complaint. IVO has the right to decide
independently if there is reason to use their supervisory powers in case of a complaint. The assessment

is based, irdr alia, on what individuals report, but also on other tasks that IVO may have. A supervision

can be initiated immediately, or may happen later, depending on how the IVO assesses the data
available. All data are to be submitted to IVO if activities arésteged as complaint and can be used

when IVO plans which controls to be implemented.

If something is reported to IVO it will be notified and the person involved is informed on how VO

will handle the information .

Anyone can provide information abbdeficiencies or misconduct, or comment otherwise. This applies
regardless of whether you are concerned, whether you are related or if you are otherwise aware of

the shortcomings in an activity.

This change in the Swedish complaint system was made loasedyjovernment ordered investigation,

of which the aim was to provide suggestions on how to handle healthcare complaints more effectively
based on patient needs, contributing to improvement of patient safety and reseeffeetiveness.

The Swedishrepdr A& OIF f f SR CNR Il LI GASYGSYy beél LISNELST
Utredningar 2015(Ask the patient New Perspectives in Complaints and Supervision. The Governments
Official Investigations). This investigation concluded that the puswiomplaints handling system was
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GFr1Ay3 (G22 YdZOK 2F LxhQ & NB&a2dz2NDOSa> ¢ Kened NBRdAzO
risk-basedsupervision.

The Swedish investigation commission also compared the complaint systeritaiirother countries:
Denmark, England, Norway and Finland.

In all these four countries, there is also the possibility of submitting notificatoscomplaints
directly to the healthcare provider. In Finland and England, it is encouraged to first and foremost
conduct a dialogue between patients and caregivers.

In Denmark patients are given the opportunity to have a dialogue with the healthcavalprdefore

the complaint is handled by the supervisory authority. An evaluation has shown that in almost half of
the complaints sent by the Danish supervisory authority to the care provider for dialogue with the
patient, patients chose not to proceed Witheir complaint to the supervisory authority. Patients were
generally more satisfied with the treatment of their complaint if the complaint was terminated
following a dialogue with the caregivers.

In all countries there is also the opportunity to repartomplaint to a supervisory authorityn England

and Denmark at national level and in Finland and Norway at both regional and national level. Other
similarities between the systems are that in all countries there is a supportive function for patients.

In England the Care Quality Commission has worked actively to develop paigned supervision.

The Authority has developed different strategies for collecting patients' experiences as a basis for
supervision, for example in the selection of supervisijects. People are always interviewed during
inspections and their reports are available to the public. In Finland, the goal is to refocus supervision
from retroactive measures to proactive guidance and supervision. Although there has been no
systematic 6llow-up of the conversion, the supervisory authority has a clear perception that the
planned oversight of specific areas has been effective and that the number of complaints has
decreased as a result.

5.3. Finland

The Finnish Health supervisory organisatiMalvirg®® has revised its approach in health care
supervision matters. Thaverhaul has allowed them to gain greater efficiencies, to respond to the
challenge of diminishing resources and to apply-seifitoring as the primary regulatory approach.

The health care complaints procedure was revised in 2015. A proportion of the complaints will now
be referred to the service providers as grievances, some will be responded to by letter and copies
of the patient records will be requested for the remainder to allow Valvira to address the matter.
A part of these complaints will be resolved on the basis of the patient records or another more limited
procedure. Only some of the complaints wil balled in for a more extensive investigation. In order

to speed up and improve the gomessing of complaints anfdedback submitted by clients and
patients, they would amend current procedures and legislation to create a requirement for all
expressions of dissatisfaction to be initially dealt with by the service provider in question.

66 This information is presented to EPSO in the past and is not recently checked for this report with the Finnish
Valvira
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rights,they may file a complaint througasking the provider for the official Complaints Books, which
must be made available by the public, private and social health care providers, submitting a complaint
at the Online Complaints Book that is availablevatw.ers.pt https://www.ers.pt/pages/167
addressing a written complaint to Portuguese Regulatory AuthditiR$ by post or by email.

All complaints are first handled at a localdé but a copy of the complaint must be sent to ERS, as well
as information on its outcome. ERS, initially just traces the complaint and the outcome. All the
complaints and outcomes are in the ERS database. If they were solved at a local level, tisey a® u

a source for risk analysis, for inspection or recommendations on quality improvement. Nevertheless,
twice a year a global descriptive report is published. The complaints which are not solved enter in a
data analysis triage, elaborated by ERS, ivghan inspector and an independent caregiver. ERS asks
for further information, from the parties s, and from the medical association, nurse association, etc. to
gather their expertise. The final decision is from ERS. If the decision is not acceptaddlgoes to

the courts, butERS may suggest mediationother alternative dispute resolution process. Only
situations involving serious or permanent injury to the patient occasionally go to court.

5.5. The Netherlands
The Dutch Healthcare Inspectordt&)
1 Receives 1500 complaints citizens annually
1 Not meant to be an individual complaint handler
1 They are eligible for further investigation when complaints point to structural or very
severe problems
1 Was however criticized for not taking patients seriously.
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They divide complaints:
9 Clinical domain
1 Relationship domain
1 Managment domain

http://www.epsonet.eu/mediapool/72/723588/data/2016/4 R_2 .Bouwmann_epso_prezi.pdf

5.6. Belgium

Belgium®’(Flander€) aré Inspectorate) was in the past used to divided the complaintshiee

categories
1 Information
9 Notifications
1 Complaints
Notification isdone in case of:

1 Anonymous complaints (withoutthe ré&iSy 1 a Q al FSieé o6SAy3
1 An inspection has already been instructeck.,ifor another complaint
or aspart of the recognition process
1 In case of a recent regular inspection having resulted in a positive
report. For instance: complainant states occupational therapy is

lacking, but inspection report states occupational therapy is sufficemd,

there is no staff shortage

1

1 Subjective  complaints: .6. food
unpleasant smell in cafeteria

1

contains

too

much

Complaints \kich can only be determined witreat difficulty or not at all

pepper,

Complainant wants to wait before officially lodging a complairg, wants

to talk to managment first. Notification then seeks to establish whether

anything has been resolved.

67 This information from Belgium &best practice of complaint handing as presented to EPSO in the past; the
actual developments in complaints handling are not checked for this report.
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I Complaints that can no longer be redressed but impty direct danger
to residents
1 Complaint can be resolved by RIE.(iwrong monthly invoice, written
contract not according to legislation.) Inspectorate is notified in order to
establish whether the problem has really been solved as agreed
between RIF and care provider..e(i has the written contract been
adapted and been presented to all residents.
http://www.epsonet.eu/mediapool/72/723588/data/brussel/Presentatie_brussel_complaints_wg_r
usthuisinfofoon_rif_eng_2.gm

6. Selfassessment and Incident reporting

6.1. Denmark Panish Patient Safety AuthorityDPSA)

In Denmark, reporting patient safety incidents is mandatory for healthcare professionals and optional
for patients and relatives/next of kitn 2017, a total of 211.873 patient safety incidents were reported

to the Danish Safety Database (DPSD). This is a slight increase compared to previous years.
Individual reports are analysed and used for learning locally before they are submitted td>®w. D
The overall aim of reporting patient safety incidents is to improve patient safety and support a safety
culture in the health services where learning from mistakes is integral to the daily routines in the
healthcare sector.

The reporting system is néidential and sanctioffiree. This means, among other things, that details
about the reporter may only be disclosed to a few specific persons working with patient safety in the
region, municipality or similar institution where the incident was reported #mat incidents are
depersonalised before being concluded and submitted to the DPSA. The intention is to build
confidence in the system and encourage the reporting of incidents so we may learn from preventable
errors.

Therefore, individual reports cannokad to supervisory activities aimed at the facility or
professional(s) involved in the incident. The DPSA can only use reports to identifiskigheas and

gain a deeper understanding of higisk situations. This knowledge can in turn be used to agvel
indicators for supervisory activities in general.

The DPSA encourages healthcare facilities to perforraseissment using the indicators used in the
5t{! Qa adzZJSNIBAA2NER | OGAGAGASED | 256SAOHSNE (GKSNB
seem that there are very different approaches to this type of-asffessment across the healthcare
sector, with certain types of organisations being very mature in terms of having routines for self
assessment, while others have no such routines.

6.2. The Netherland¢Health and Youth Care InspectiraiéG)

The Dutch Healthcare Inspectorate aims at improvement of the earning capability of hospitals.
Hospitals are responsible for their quality of care. The inspectorate aims at prevention of the risk a
hospital experiences an adverse event and does not take adequate improvement measures, thus
sustaining the safety issues that made this event possible. The inspectorate expects hospitals to
execute a proper adverse event investigation (sslessment), Bding to improvement measures
Afterwards the inspectoratewill evaluate the report. Thenspectorat€® goal is that each Dutch
hospital can execute a proper investigation (e.g. Root Cause Analysis). The IGJ measures the quality of
the investigation reportsgives specific feedback on relevant items and tracks the quality of these
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reports over time. The Dutch questionnaire for scoring used by the IGJ:
https://qualitysafety.bmj.com/content/26/3252

6.3. Sweden

Healthcare providers must conduct setintrol with a frequency and to an extent such as that it
ensures the quality of care provided. A satisfactory-skéck is one necessary part of a caregiver's
work to get to know her business bettand identify improvement areas. Systematic patient safety
consists of among other satfonitoring there one of the parts they willing to identify risks and
deficiencies in activities, for example through collection and analysis of complaints and data from
different quality records. By analipg risks and deviations at the aggregate level the underlying causes
can then be identified after which action can taken right place. Furthermorecsetfol deals with

the care provider systematically follows up imtiuced measures or new ways of working have resulted
in desirable effects.

It is important that experience from setbntrol in terms of collaboration is spread in part their own
activities, and partly to other healthcarerqviders who can learn lessonghrough such work,
caregivers can work loAgrm towards increased patient safety. It is a continuous work that is ongoing
and therefore cannot be said to have any final goal. When all aspects of patient safety work and happen
with regularity and systemats care providers have a satisfactory -selfitrol that complies with the
requirements for control of the activities set out in the third chapter of the Patient Safety Act.
https://www.ivo.se/globalassets/dokument/publicerat/rapporter/rapporte2018/samverkarfor-
multisjukaaldresvalbefinnande.pdf

There is no weltlefined selfassesment model in Sweden. In on@oject the idea of IVO was to let
the health care providers make their self assesnt. The inspectorates role was to create an arena
for the providers to discuss their outcome of the self assessment, both method and outcome.

6.4. Finland
National Supervigy Authority for Welfare and health/alvirg and regional administration work out
nationwide onscreen programs that provide common guidelines for supervision and asset
management. The goal is to focus the supervision from retroactive measures to peogatiance
and monitoring. The supervisory programs have been prepared in such a way that they also serve as
basic documents for setfontrol. Valvira has placed particular emphasis on promoting effective,
proactive and interactive supervision based ok ssessment. They state that selbnitoring carried
out by service providers themselves is, and ought to be, the most effective form of supervision. The
role of the supervisory authorities is to offer support and guidance to the social welfare and health
care service providers as they undertake -setfnitoring. Evidence suggests that their work has been
effective, and the quality of sefhonitoring has improved significantly and they also perceive a greater
culture of openness among the service providers.
http://www.valvira.fi/documents/18508/101799/Valvira_effective _supervision 2016 _web.pdf/3350
07a46¢c2745df-bc2d9c754ea06dee
Social welfare and health care service providers in Finland are committed to:

1 Continuous service improvement

1 Drawing up, updating and reviewing a selbnitoring plan and making it publicly available

1 Implementing the selmonitoring plan

1 Ongong monitoring, assessment and improvement of their service
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1 Reflecting the views of staff, patients, clients and next of kin as they further develop their self
monitoring practices
Valvira, he Finnish Health care inspectorate:
9 Provides support anduidance on selonitoring
1 Ensures that seffnonitoring arrangements are fit for purpose
1 Is responsible for creating a national knowledge base;meffitoring quality indicators and
selfmonitoring models in collaboration with the Ministry of Sociala&f and Health (STM)
and the National Institute for Health and Welfare (THL).
The Aim of Valvira is to ensure that systematicseihitoring arrangements are in place at all social
welfare and health care settings that will prevent inappropriate condigntify shortcomings and
allow service providers to address these without delay. This ensures the availability of safe and
high-quality services for clients and patients. Satfnitoring will always be the primary supervisory
method in the scial welfare and health care sector in Finland. The employer is primarily responsible
for monitoring their own operations and staff. It is also the sole entity with the capacity to provide
guidance, undertake monitoring and evaluate the sersifo which they are responsible in real time
and to take action without delay to address any shortcomings identified. Leadership plays a key role in
the selfmonitoring of service quality and compliance.
Training and research into saibnitoring is now being undertaken as part of the initiative,
resulting in new information and free online training resources. The free online training module
provides a wealth of useful information on how to create and implement anseitoring plan.
(http://www.lapinkorkeakoulukonserni.fi/Sociopolis/Opetus/Omavalvontakoulutiis#

7. Engagement of Stakeholders
7.1. Finland
National Supervisory Authority for WelfaradiHealth Yalvirg sees that their operating environment
is changing. Instead of a normatia@proach, they need new practices based on dialogue and
interaction. They have taken action to eliminate some of the earlier policies, statemengsiatachce.
They have reduced red tape to ease the administrative burden for municipalities, service providers,
businesses and other public bodies without compromising on client and patient safety. They engage
different stakeholders via so called interactismpervision
Interaction supervision:
i The supervisory authorities and service providers/commissioners work together to
generate longerm solutions.
1 Through interactive supervision, cumbersome, retrospective supervision can be avoided.
Interactive supevision methods:
Regional events and guidance and assessment visits
1 Meetings between the authorities and service providers as well as other key stakeholders
such as clients, patient and client experience experts and patient representative bodies
1 Opportunities to discuss broad, pegreed topics at regional events and more detailed,
specialist topics during guidance and assessment visits
1 Consistent approach nationally retrospective analysis and communications
1 Information sharing and feedback beten the sector and supervisory authorities
essential
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Guidance
1 Multi-platform delivery, incl. at stakeholder meetings, by telephone and letter and via the
Valvira website
 communications are also a form of supervision: communicate openly across a number of
channels to all our stakeholder groups
Municipal initiatives
1 Supervision to become indicattwased
9 Action to bed in good practice
9 Focus on developing setfionitoring and interactive supervision

7.2. Denmark Panish Patient Safety Authoritg DPSA
The DBA has a strategy for involvement of representatives from the healthcare sector as well as
OAGAT SyakLIl GASylao ¢KS IAY A& (G2 SyadaNBS (KS NBf
committee with representatives from a range of organisasipinstitutions and professional societies
KFd 0SSy aSid dzZd (2 &dzZlJL2 NI kYR 20SNARSS GKS 5t {!C
The steering committee consists of representatives from the following types of organisations and
institutions:

1 Professional societies/orgamiions representing a wide range of healthcare professionals,
e.g. physicians, nurses and dentists
Regions and municipalities
Private healthcare providers
Patient organisations
Authorities, e.g. The Danish Medicines Agency and The National Board ofS8odizs

9 The Ministry of Health.
Stakeholders are invited to participate in the development of indicators and to provide suggestions for
GKS F¥20dza 2F (GKS 5t{!Qa FOGAGAGASAD
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7.3. Advisory Bodies
7.3.1Sweden $wedish Health and Social Care Inspector&#)Advisory Body
IVO is an armkength body reporting directly to the Ministry of Health and protected by legislation.
The government appoints the advisory council: The task for the council is to have insight and to
advise the Director General. The coumab no right to take any decisions. The government has
appointed 9 persons from the following organisations to advise the Director General (these can be
amended over time)

Private healthcare providers organization

Stockholm city council

SALAR (Swettis\ssociation of Local Authorities and Regions)

Member of Parliament (Government party)

Member of Parliament (opposition party)

Nurses organization

Patient organization (Social and mental health)

Physicians organization

Patients Board, (e.g. Gyadsman for patients)

EE€EEEEEEE
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7.3.2Portugal

The Portuguese Health Regulation Authority (EBS)rts directly to the parliament, and the head of

the ministersPNS &8 A Rs Y OAl R2 02y aSft kK2 RS YAyAadSNRO | &

>

coming from thefees of all the caregivers.
The ERS Advisory Boarsl the channel for consultation and participation in the definition of the
general lines of action of the ERS and in the decisions of the Board of Directors.

¢KS | ROA&2NE

matters relating to the regulatory functions of the LRA that are submitted to it by the Board of Directors
and, unless there are duly justified emergency situations, on the generic regulations and
recommendations of external effectiveness.
It is also incumbent upotine Advisory Board to decide on:
w The budget, the annual and multiannual plans of activities, the balance sheet aodnés,
and the activity report
w Other matters referred to it by th&oard of Directors.
The Advisory Board may submit suggestions or proposals to the Board of Directors to improve the
activities of the ERS. It meets ordinarily at least twice a year and extraordinarily whenever called
by its chairman, at the request of aitti of its members or at the request of the Board of Directors.
The rules on the organization and mode of operation of the Advisory Board are established by ERS
regulation: ERS Advisory Board Regulations
The Advisory Board of the ERS is made up as follows:
w A representative of the Government member responsible for health.: Member of the
Directing Council of the Regional Health Administration of the North, I.P.
w Five representatives of the various categories of establishments referred to in Article
4 (2) d the ERS Statute:
A A representative of the providers of public nature, with hospitalization: Local

Health Unit of the Northeast, E.P.E, represented by the Chairman of its Board of
Directors.

A representative of the providers of public nature, without hoslEation:
Association of Health Centers of the Eastern Port, represented by its Executive
Director.

A representative of the providers of private nature, with internment: ARHP
Portuguese Association of Private Hospitalization, represented by the Preside

the Direction.

A representative of the providers of private nature, without hospitalization:
ANEAE National Association of Specialized Support Companies, represented by
the President of the General Assembly.

A representative of the social sectorgwiders (private institutions of social
solidarity- IPSS and others of this nature): Pulmond&ertuguese Association for

the Fight against Lung Cancer.

w Five users' representatives through specific associations of health care users and
consumer assoations of a general nature:

A APIR Portuguese Asgiation of Renal Insufficients

A DECG Portuguese Association for Consumer Protection.
w Five representatives of professional public associations and other professional
associations in the health sector:
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w Two permanent members:
A Order of Dentists
A Order of Physicians
w Three rotating members (two maatks).First twoyear term (2015017):
A APEGSAUDE Portuguese Association of Engineering and Health
Managemem, represented by the President
A APLO Associatiorof Ltcensed Optometric Professionals
A FNAM- National Federation of Physicians
w Second tweyear term (20172019):
A SPMA Sociedade® NJi dz3dzS&l aSRAOF RS ! OdzLddzy O dzN
A UPOOPProfessional Union of Portugse Opticians and Optometrists
A Union of Nurses
w Two repesentatives from other public bodies linked to the health sector:
A Directorae-General for Consumer Affairs
A Council of Reors of Portuguese Universities
w Two independent personalities with knowledge and / or experience in the health
sector.

8. Methods d inspection/ supervision
8.1. Risk based supervision
8.1.1Risk based supervisiongeneral
8.1.1.1. Sweden
The policy of the Swedish Board of Health (IVO) does not describe in further detail how to carry out
risk-based supervision,
Ivo provides with the aim to createn overall picture of the Swedish area regularly a systematic
analyses of findings from different sources:
T LxhQa 24y a2dz2NDOSa adzOK Fa @Aarda I 20KSNJ Ay:
9 sources from other actors')
I sources at national level
1 sources at regional leVe
1 the patients' and users' views and experiences

8.1.1.2. England
As the science and evidence of risk profiing comes under the microscope,
http://qualitysafety.bmj.com/content/early/2016/04/15/bmjgqs2015004687 more countries are
looking at their measurement frameworks to see where the best measures and highest correlation to
risk actually are. Supervisory organisation are often confrontik budgets and also in England the
Care Quality Commission(CQC) with only limited resources for conductsitednspections, has
used statistical surveillance tools to help it identify which providers it should prioritise for inspection.
'CQC has test and uses statistical surveillance tools to assess risks to quality and prioritise inspections
accordingly
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8.1.1.3. The Netherlands
The Dutch Health Care Inspectorate (IGZ) is the official regulatory body charged with safeguarding the
quality of care service@revention activities and medical products. The Inspectorate will take action
against any care provider or manufacturer who fails to comply with current legislation. Its approach is
WN#OA1ASR QX AdSd GKS LyalLlSoi zaniprovitlersfapdIndmiutacturessy (1 K 2
whose activities are seem to represent a high (or higher than average) level of risk to patient safety.
The potential risks are identified by a framework of risk indicators.

The Dutch framework of risk indicators consist$ive main categories:

Incident reports and indicators based on the quality of treatment of incidents;

LyalLlSOiA2y FAYRAyIa 6¢KS 5dziOK KSFfGiK LyaLlSOi
Patient experiences , such as reviews on the public website.ZorgkaartNederland.nl

Healthcare related indicators ( quality and safety) such as patient outcomes;

Organisational information , such as financial position and personnel turnover of the hospital

or care irstitute ;

http://www.epsonet.eu/mediapool/72/723588/data/2017/20170314 input Dutch Health Care Ins
pectorate 1GZ for EPSO risk working_group.pdf

= =4 =8 4 A

8.1.1.4. Denmark DPSA
In 2017, the DPSA introduced a new 4isised model for supervisory activities which is being
implemented wer a three year period. During this period, the DPSA aim to establish a baseline risk
profile for each type of healthcare facility which should help identify figk areas for future
supervisory activities, alongside others sources for risk analystseT$ources include reports on
patient safety incidents, patient complaints, input from advisory bodies, clinicians and other
stakeholders.
At this point, institutions are selected for supervision based on samples, not individual risk analyses.
The DPSA working to develop a method for risk assessment of individual institutions However, at the
moment risk analysis is solely used to identify risk areas, such as medication and patient transfers, and
high-risk types of facilities, such as residential caveere many data sources point to high risks. The
riskbased model entails that in the future, alongside selection of healthcare facilities based on risk
analysis, there should be some level of sarpdsed supervision to ensure that all healthcare
institutions could potentially be subject to supervision. However, the bulk of activities should be aimed
at types of facilities involving the highest risk for patient safety.

8.2. Use of indicators in riskased supervision

8.2.1Denmark (DPSA)
In the current model fosupervision, the DPSA selects indicators based on risk analysis to ensure that
supervisory activities support theighest possible level of patient safety. This includes looking at
patient safety incidents, complaints, input from advisory bodies and otbmurces. External
stakeholders are invited to participate in the development of indicators to ensure clinical relevance
and legitimacy However, it has been a governing principle that all indicators should be based on
relevant legislation to ensure comafice. This means that for all indicators, there must be a clear
method for determining whether or not requirements are met since ftompliance could lead to
sanctions for the healthcare facility. This in turn has proven to impose limitations in terrddresaing
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known and serious risks for patient safety since it is not always possible to define a clear method for
measuring compliance or to point to legislation directly tied to the relevant risk.

Therefore, the DPSA is considering introducing a new tfpidicator for use in organisational
supervision where the supervisor can introduce one or more topics regarding known and serious risks
to ensure that staff and management are aware of these risks and know how to deal with them,
without any reportingof the outcome of the conversations about these topics. The aim is to increase
the relevance of supervisory visits and strengthen the role of learning and knowledge sharing as
opposed to sanctions in relation to supervisory activities.

8.2.2The EPSO Ristorking group (including lessons from the UK, The Netherlands, Sweden and
France)

hyS 2F GKS tSaaz2zya TNRBY 62NJAy3a INRdzZLI Aa GKFG &«
complex risk profiling. Instead they should identify and find a smalletber / group of indicators
which have the best correlation with esite audit findings of the inspectors
¢tKS FROAOS ra (2 F20dza Y2NB 2y G(GKS&aS AYyRAOI {2 NE
GKNRdAK ff 2F GKS y2AaSQo
One of thelearningsis also one indicator or a sthgroup are not covering all, but can be useful as a
start for investigation more in deep.
¢tKS 9t{h wial $2NJAy3d 3INRdzZI Aa I fNBFRe& Sy3ar3asSrR
AYRAOI G 20K @zpa dzSINKK AR yIf &3 az2yYS 2F GKS o6Sad REGLF
organisation are found within patient and staff surveys and cover patient engagement and leadership.
This sets the tone for the culture of care and quality.

8.2.3England.
During pevious years<CQC has performed large inspections almost in all regulated services and in
other regulated sectors. All have receivedating. The CQC ratings hdwar point rating scale:

1 Outstanding

1 Good

1 Requires improvement

1 Inadequate.
Because othose ratings of the providers, CQC is able to look at the relationship between their
indicators and those ratings. That has abled them to identify which of their indicators have the best
statistical relationship with the ratings. Those ardéisted out in hat document:
http://www.epsonet.eu/mediapool/72/723588/data/2017/170314 CQC_SWE Best performing RIS
K _indicators_overview.docStrongest relationships are for hospitals (where they have the best data)
and you can see that there are-1@ indicators for hospitals which are their best performing predictive
indicators. Quite a few of them are related to leadership. They are loakiality by using 5 questions:

1 Isitsafe?
Is it effective?
Is it caring?
Is it responsive?
Is it well led?
What they see in their analyses is that the quality of the leadership (well led) make really big
difference to the rest of the ratings. Therefogpiite a lot of their best performing predictive
indicators are about leadership. Examplehe health worker flew vaccinatiequite a strange

= =4 =4 =
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indicator on first appearances, but what it tells is that if the hospital is good at getting their workers
vaccinalSR FT2NJ G4KS Fftdz G2 YI 1S adzNBE GKS& R2y Qi KIF @S
a sign that they are well performing organisation. And they are getting their people to do what
they want them to do.

The lasthree indicators (from the staffuvey from NHS):

1 Good staff communication

1 Open reporting culture

1 Support from managers
Those tell them a lot about what the quality of leadership is, which also has a high correlation to
what their quality of care overall is like. There are probably soraeerfamiliar ones, like waiting
time in A&E (how long ambulance waits outside the hospital before person is inside) and infectious
diseases.
C2NJ Dt Qa GKSe KIFIgS tSaa RFGF FyR GKSANI adlaaad
from GP p#ent survey, where people tell about their relationship with the GP. For the Adult social
care they have relatively little data. They hdkieee indicators they have to look:

1 Residential Safeguarding

1 Concerns and complaints received by the CQC in theéquewl2 months

1 Whistleblowing.
They are useful, but they are all relating to something negative what has already happened, so
they are not very good early warning for the problem happening at the first place, but often they
are indicator that there is a wider problem.

Some of the ledership indicators often are also best performing indicators, but not always. As
seen, none of the ASC (Adult Social Care) well led indicators appear in the best performing
predictive indicators and none of the GP (General Practitioners) ones eithedhet have any).

They keep learning about it and running the analyses, and the patterns they see gives them
thoughts where to pay most attention to.

There is a lot of information about their methodology at their website in the handbooks they
publish for he providers, so they know what the CQC going to look at when they come. At the
website there is also information about how they construct the indicators and where the data
comes fromhttps://www.cgc.org.uk/

8.2.4TheNetherlands.
The Dutch Health Care inspectorate uses dashboard (see the presented Dutch input document
http://epsonet.eu/mediapool/72/723588/data/2017/20170314 input_Dutch Health Care Inspecto
rate_IGZ for EPSO risk_working group)ptliey make for the inspectors aiitds for all health care
LINE A RSNB OK2ALAGFf &YX Dt QA ydz2NEAY3A K2YSa SG0d0
They @t part of the information from their own inspectorate i.e. from the incidents reports or previous
inspections and then there is information they get from outside (patient experiences;reiated
indicators and company information). Separate indicatas lsted in the input document. From all
the indicators they have chosen together with the inspectors, what are for them the main indicators.
They did not measured it really in the statistical way, but they talked with the inspectors and the
indicators ttey thought were very important, they gave a risk scor@@0 where 100 is maximum risk)
and together they got overall risk score for each group of indicators and of then they got the end risk
score. It is not really the average as the inspectors giveightvéo every group score and to every
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indicator within the group. They are going to also measure the end score after the inspection, that how

risky the inspector found the health provider and then they compare it that with the dashboard end

score. Theyal2 G NMzAG GKS QFSStAy3aIaQ 2F GKS AyalLlSOodz2N® |
hospital, but when inspector visits it, he/she might not feel that well about it. All together gives them

an end score and if the inspectors score differs drtwnh the dashboard score, that gives an input for

the discussion with the inspector.

8.2.5Sweden.
For IVO indicators are a very important goal. The indicators are meant to make the risk analyses. Based
on that analyses the inspectorate has a focus point. gtiigt indicates where change should be most
important. They look at what they have used and what do they like to use. As they have not used
many, they really had discussions what they think about different indicators . In that sense if they are
good orbad and not really if they are working. They thought that the outcome indicators are important
and the process indicators could be interesting and the indicators that show you the structure, they
g2y Qi RSTAYAGSt e y2i dzaS dorslyducéuldl dze tRe2progessiindi¢ator® S 2 dzi
to show that this is the process you want to change. So their input to best performing indicators is a
brief overview what they think might work, not what they are using (see the CQC_SWE Best performing
RISK indidars overview)
http://www.epsonet.eu/mediapool/72/723588/data/2017/170314 CQC SWE_ Best performing_RIS
K_indicators overview.dock
They also had another idea, that if it is reported by the patient side it has much more value in it. When
they started the inspectorate years ago there were opinion that incidents reports are really interesting
and not the complaints as the patient®es not know what they are talking about and now it is all
about changing that thought and that patients are the most important. Yes, some are not really
informative, but still the information from the patients is important. And also how they use the
information they get from the incidents reports.

8.3. Other Methods of inspection
8.3.1Denmark (DPSA)
The DPSA performs a range of different supervisory activities:

9 Scheduled organisational supervisioiiealthcare facilities receive announced visits, where
supervisorgerform reviews of documentation and interview staff and management on topics
related to the indicators for the relevant type of facility. Indicators are selected based on a risk
analysis, while facilities are selected based on a sample.

1 Reactive organisabnal supervision Healthcare facilities receive announced visits based on a
concrete concern for patient safety, e.g. based on a complaint or other source of information.

1 Administrative supervision Healthcare facilities can be required to hand over refav
documents, e.g. guidelines and patient journals, for scrutiny to ensure that they are compliant
and live up to established patient safety standards.

9 Individual supervision An authorised healthcare professional can become subject to
supervision basedn a concrete concern for patient safety, e.g. based on complaints or other
sources of information. This can entail interviews and/or monitoring of the healthcare
professional over a period of time.
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8.3.2Sweden:
There are different methods for carrying outpgrvision, such as announced and unannounced
inspections, desk supervision, collegial supervision;esgfuation and system supervision. While
performing these different types of supervision, various techniques can be used, for example,
document reviews,focus groups, observations, conversations with users and patients, private
interviews and questionnaires. When choosing which tools to use, the basic rule is to start with the
less radical measures, and introduce stricter ones if necessary.
https://www.ivo.se/globalassets/dokument/onivo/andra-sprak/swediskhealth-and-socialcare
inspectoratesupervisionpolicy.pdf
IVO was established in 2013 with the objective to strengthen the supervision.
Deregulation with many private service providers, in combination with already existing devolution of
power, has left the state with few means to govern. There are increasipgctations that the national
supervisory agencies shall assure quality and safety in the services provided. That requires a more
strategic supervision that contributes to learning and quality improvement.
To be able to contribute to quality improvemeaud learning effectively, there must be a certain level
2F (UNM¥zad 0S06SSy GKS adzLISNBA&2NE | 3SyOé FyR GKS
primary focus is learning and quality improvement. The supervisory agency must trust that the
supenised want to develop and must act in a way that does not create fear. The opposite ta@, trust
mistrust and also fear of making mistakes and the consequences that can fokoan obstacle for
learning and development. At IVO they find that respectfuladjae the most successful method, next
to a credible analysis of the problem and addressing the right organisational level.

8.3.3England
CQC main aim is to make sure health and social care services provide people with safe, effective,
compassionate, highuality care and that they encourage care services to improve.
¢t2 | OKAS@S G(GKFdzZ / v/ WwWa22dNYySeQ adlkNIa gAlKY
1 Working with providers and the public to understand what we (CQC) should do and how
we should work Responding to a changing market;
f UsingthepublicindKi STFSOGAGSte (2 AYLINROGS 2y K24 6
The 5 key questions of CQCs are
- lIsitsafe?
- s it effective?
- lIsitcaring?
- s it responsive?
- lIsitwell led?

i KLOESs and consultation
Patient cented and involement:
1 Voice beforanspection
T Preinspection
1 Voice on inspection
i Experts by Experience (ExE)
1 Voice after inspection
T Thematic inspections
T State of Care (public report)
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8.3.4Portugal
ERS, The Portuguese Inspectorate/ regulator operates along three distinct lines:
1 Investigationyather than inspection;
1 The main aims are to guarantee access to health care and to guarantee quality and safety
of healthcare
1 Conducting studies and research on specific topics ( thematic inspection) resulting in
recommendations and advice with a tirfimit and a followup approach .
http://www.epsonet.eu/mediapool/72/723588/data/2018/171103 EPSO Wk group_Effective
ness_Meeting_report_Iceland Sept 2017 M.Murel.pdf
The particular characteristics of the Portuguese Health System inspection (ERS) are based on the
coexistence of the National Health Service with public and private financing subsystémwslantary
insurance, in which health services the public, private and social sectors are the first objectives of the
activity of the Health Regulatory Agency (ERS) to guarantee:
w [/ 2YLIALFIYOS gAGK GKS NBI dzA NBY S yiictioning »fNJ § KS
regulated establishments that are part of the Portuguese Health System, including licensing;
w ¢KS NRAIKGA NBflFidAy3a G2 O00Saa G2 KSIFHtGaK OF
other rights of users;
w ¢KS f Sandparenady of legoRomic relations between the various operators,
financing entities and users. In this framework of permanent supervision of the regular
operation of the market, it is also of particular importance that ERS assumes its role as
Licensing BEity, which is responsible for verifying the minimum technical requirements for the
operation of the law and decides to issue licenses to private operators. This is a condition of
openness and functioning. In the face of the described, the activity oERS in this domain
rests, essentially, in two great vectors of performance and three operational models.
The vectors are those of predictability and momentum. Indeed, ERS assumes its commitment to
regular market monitoring annually, based on an annual plan of programmed and targeted inspections
based on a strategic intervention, which defines the target uisiw€s) and the factors that determine
its selection. This is the monitoring model on the initiative of ERS, with predictability and proactivity in
the area ofinspection. However, ERS is also involved, on the impulse of operators wishing to access
the health market and requiring the obtaining of an operating license, and whenever there are
circumstances which indicate a disturbance in the sector of activity and which justify immediate
intervention. Here ERS assumes an eminently reactive attitude, ifrahework of the flexibility of
performance that is required. Regarding the operational models of intervention, we can affirm that
they are trailing, to three: Periodic evaluations / monitoring: Actions to verify compliance with legal
and regulatory reguements, quality and safety, applicable to health care establishments, including
minimum technical requirements for Users, Documentation in Archive, Organization and Operation,
Electrical installations, medical gases, mechanical equipment, areas aniscand procedures,
among others. As a rule they fall into theopgrammed monitoring- Inspections: precede the decision
on license applications and condition access to the market and are characterized by the evaluation of
the minimum requirements for opation, quality and safety. These actions depend on the impulse of
the interested party- Dedicated inspectionsrhese may arise from monitoring or confirmation needs
in ongoing processes in the ERS, from external requests, complaints, complaints fremorusgquests
for inter-institutional cooperation, and will consist of an ad hoc visit with specific objectives and
scopes. Supervisory teams are multidisciplinary and tend to be composed of at least one elements of
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law, health and engineering, which cha reinforced by experts of the specialty and strengthened in

some of the areas depending on the size of the health unit and the number and complexity of the

services to be evaluated. In view of the mission and duties of the ERS, the oversight actieiyocer

under the authority powers legally recognized to the personnel of the ERS and carried out by carrying

out the necessary actions on the ground, is a necessary instrument to guarantee the regularity and

legality of the functioning of the health markwhich, serving the first purpose of defending users'

interests and rights, ensures the -site verification of the degree of compliance of the operators with

the established obligations, allows the identification of risk situations and the more reguizeds.
8.3.5The Netherlands

The Dutch Care Inspectie®® has conducted some field search by comparing the seilts of

unannounced inspectigwith the results of announdenspections . This researclasvundertaken in

a nursing home environment.

In practice the Dutch Health Cahespectorate usually announces the inspections of nursing homes in

advance. The announcing of inspections is derived from the relationship between the inspector and

the institutions. This relationship is based on consultat@mrgperation and trust in the efforts of the

institutions to deliver quality care. Unannounced inspections seem, at first glance, not to fit in with this

trust. Instead, it suggests an inspectorate whose aim is simply to expose the nigésief the

institution in complying with the regulators.

Another reason for the announcement of an inspection is purely practical: the files and protocols are
waiting, people have time for an interview and departments aeady for an inspection.
http://epsonet.eu/mediapool/72/723588/data/2015/ un_announced_inspections HEAP.pdf

8.4. Feedback Reporting and Follow up activities

8.4.1Denmark (DPSA)
At the end of a supervisory visit the DPSA , the supervisor, immediately provides feedback to the
management, summarizing the visit and pointing to any requirements that have not been met. After
the visit, the facility receives a written report with amsmary and comments on each requirement
that have not been met. The facility can be asked to provide an action plan for improvements, and if
there are serious patient safety risks, the DPSA can issue an injunction regarding specific requirements.
In case with serious risks, the DPSA will typically perform a fellpwisit and issue a new report to
reflect any improvements in the facility.
Before, during and after a supervisory visit, many healthcare facilities ask questions regarding the visit
and speffic requirements, and supervisors spend a significant amount of time answering questions
and explaining legislature associated with the different requirements.
The DPSA aims to publish annual reports summarizing the findings from each type of heédititigre
that has received supervisory visits. These reports are based on qualitative data on compliance as well
as gualitative data based on interviews with supervisors. The reports provide an overview of patient
safety issues across healthcare facilisswell as suggestions for topics that could form the basis of
learning activities both at a localragional and a national level.

68 at this moment merged to IGHealthcare and Youth inspectorate
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8.4.2Sweden
IVO considers feedback as a crucial element in their activities. It is possible to make a change if they sit
down and discuss with different parties, who has the power to make a change. They find it necessary
to develop this framework point feedback even further to learn and to make a change.

8.4.3Portugal
After inspection by ERS there is follow up to see whatssing. Sometimes hospitals are not to blame
as politics are short of measures and support. A common answer from hospite#gdisS R2 y 20 KI
KdzYl'y NBO2dzZNESE FYyRk2NJ FAYIFIYOALET NB&az2dzNOSa G2 R
health miniser and ask to take responsibility for mistakes,
Fines are the last resort in communication with the health providers.
In Portugal often the media get involved and they pick up the tragedies, not the small issues.
Unfortunately such cases are is useddain political advantage and usually not to empower the
inspectorate.
In case of mistakes and medical failures it is important to know how to present the results to the
outside world. In Portugal usually 3 cases from different settings are presentéake the political
tension off. As often similar incidents are being seen in various hospitals takes usually take similar
examples from similar level hospitals to show the common themes of issues happening . Effective
communication and collective collarative practice is important.

8.4.4.TheEPSO Risk working group
(Denmark, Sweden, England). There has been a lot of discussions about an open reporting culture and
how to use it to meet the supervisory aims. In Denmark they have discussions about using the quality
databases for the inspections and (at least at the mothehey have decided not to do it. The
argument is that, they are going to spoil the quality development as the providers become anxious to
report the quality as result they could be picked up for the inspections.

In Sweden they had that discussions & | 32 YR Ay wHnnc GKS& aidl NI
O2YLI NRAaz2yaQ FyR AU ¢l a KdzZ3S RA&OdzAaaA2y Fa oSftf
idea was to use it for research and to drive quality within the research and not for the public. Then
there was a question why not make it open for the public? The argument was same, that it would really
decrease the quality of quality data etc., but after they published, that perceived risk dud not
eventuate and the quality kept increasing. Now theylaaging the same discussions again about using

the quality data for the inspections and it seems now that the public in Sweden is already quite used

to open data.

The same debate has been had in England with probably the very similar outcome. Actuatlthiathe
adversely reflecting the data quality in the reporting, the quality has actually improved. Now they are
looking who is not reporting and that they have the data quality problem and it says something else
about what is going on in that organisatiddo probably the reverse has happened. So if you publish

the first time, there is always some concern and the second time there is no or less concern and the
third time everyone says that it is actually quite useful as they can see how they are perfagaingt

their peer group. There is a big push in England for the transparency around health data. Also the
economic sector is keen on transparency, the NHS is undertaking research to put all the data online,

so the hospitals can see how their financialfpenance compares to their peers. So there is a big push

to transparency and most of the data comes from the organisations anyway, and if they are not using
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that data, then the question is what are they using to run and manage themselves? Then there comes
bigger question for CQC that what for they use that data? If someone is asking which data you are
LN OS&daAy3d (2 RSOARS 46KSNB IINB @&2dz I2Ay3a (2 AyalL
fully and there will always be some aspect for inspecfodgement in there. So it is a question for

them if the organisations are transparent with their data how CQC can be transparent with what they

doing with it?

8.4.5New Zealand
bS6 wSItlIyRQa | SIftGK vdzr tAGe { I FS{e iscusesYalluieda A 2y K
and the positive learning that can be taken fromhitp://www.hgsc.govt.nz/assets/Reportable
Events/Publicatins/Learningfrom-adverseevents201516-Now2016.pdf

8.4.6TheNetherlands
To distribute the knowledge gained in the process the supervisor can publish the results, use the results
in one-on-one discussions with hospital boards to reflect on the quality efrthearning process
compared to peers. In the Netherlands they recognize the issue of who has the power to change.
Sometimes it is not one party but entity of multiple parties and they see their role in bringing all those
parties together and put enoughr@gssure on them to collaborate.

8.4.7Scotland
One of the lessons learned in Scotland from their strategic inspections is that at the regional level,
when they are engaging with their chief officers, then instead of just providing the feedback to the
seniorofficer the professional dialogue is really crucial. So instead having one dialegdiack, they
are now having up to 6 formal professional dialogues during different stages of inspection and when
they are progressing they starting to ask questions altbair weaknesses what might occur or not
and to encourage them through dialogue. It does not necessary help them on strategic level, but on
service level. That way they can gather impartial information about the services vs strategic
component, when comimsioning those services and trying to influence that. The professional dialogue
is absolutely crucial as that itself can generate change and improvement. The feedback and
professional dialogue can have even more effect than strategic inspection repogtevdre no
surprises. You get more engaged with people when discussing our report.
In Scotland when they value leadership, they do not value individual leadership, but collective
leadership and accountability (on strategic level) to encourage collea@smonsibility. Professional
dialogues start with the chief executive officers (chief officer of education, social work etc.), but they
always give feedback and they always go back to the top to make sure they are accountable, not about
what they found, btito take the agenda forward. They find it an important process to drive the
improvement and to take ownership and responsibility at highest level.

8.4.8lIceland
¢KS S5ANBOG2NIGS 2F ISIHEfTGK 69Y0onlGdGA [FYREFS]TYAND
starting the inspection reports with the results / outcomestioé institution.
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The inspectorate put effoiin the reports to kep the reports clear and simple:

www.epsonet.eu/mediapool/72/723588/data/2018/Leifur EPSO 17 april Reporting_model_for La
ndlaeknir_Iceland.pptx

8.5. Benchmarking as feedback instrument

8.5.1Portugal
Portugal uses théNational Health Assessmefystem(SINAY® framework for benchmarking and
rating of health care institutiong the National System of Health Quality Assessmgid the first
project set up for assessing healthcare in several quality dimensions in Portugal.
In order to deliver cleaand useful information on the quality of healthcare services,’EQ8e
Portuguese Health Regulation Authoritycreated SINAS based upon three major values: accuracy,
transparency and objectivity.
The assessment results are periodically published 18/dfRa dedicated website, allowing healthcare
LINE JARSNRE (G2 O2y(dAydz2dzate AYLNROS GKSANI aSNIAOSaA
and between peer institutions and offering patients and general public decoded and useful
information.
SNAS is designed to assess healthcare providers according to the specific type of care rendered. There
are two modules currently implemented: SINAS@Hospitals, dedicated to institutions with inpatient
treatment, and SINAS@Oral.Care, dedicated to dentalmandgders.
Five dimensions of quality were selected toibeluded on each of the modules:

Quiality Dimensions Assessed within SINAS
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http://www.epsonet.eu/mediapool/72/723588/data/2018/Leifur_EPSO_17_april_Reporting_model_for_Landlaeknir_Iceland.pptx
http://www.epsonet.eu/mediapool/72/723588/data/2018/Leifur_EPSO_17_april_Reporting_model_for_Landlaeknir_Iceland.pptx









































































