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1 Introduction

1.1 Abbreviations

DSO Diagnosis-specific Overview

EBMEDS Evidence-Based Medicine Electronic Decision Support
GFR Glomerular filtration rate

CMR Comprehensive Medication Review

MDR Medical Device Regulation

HBA Health Benefit Analysis

1.2 Text highlighting

Texts appearing in the user interfaces have been highlighted in italics. Important sections have been high-
lighted in bold.

2 Device information

2.1.1 Certified as a medical device

EBMEDS® Clinical Decision Support, hereinafter referred to as Duodecim Clinical Decision Support, is a Class
lla medical device in accordance with the EU Medical Device Regulation 2017/745.

C€

0598
The device is produced by Duodecim Publishing Company Ltd.

The quality system is certified in accordance with the requirements of ISO 13485:2016.

% _SGS

2.1.2 Warnings and limitations of liability

Warnings
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The device does not replace the healthcare professional:

Duodecim Clinical Decision Support is intended to support healthcare professionals in decision-
making. It does not replace the professional competence of a physician or other healthcare profes-
sional. The healthcare professional is always responsible for the patient’s treatment.

Limitations in coverage:

Duodecim Clinical Decision Support cannot cover all clinically significant situations. The patient may
have serious health problems that the system is unable to respond to.

Not intended for emergencies:

Duodecim Clinical Decision Support is not intended to be used for the treatment of seriously ill pa-
tients or in emergencies.

The user must take into account possible errors or shortcomings in the structured source data:
Duodecim Clinical Decision Support relies on the structured data retrieved from the patient infor-
mation system. Shortcomings or errors in this data may lead to incomplete or unfounded remind-
ers.

Development of medical information and practices:

The rapid development of medical information may lead to Duodecim Clinical Decision Support giv-
ing advice based on outdated practices until the decision rules and patient information systems are
updated.

Limitations of liability

Use of the device is based on recommendations and knowledge:

The content of Duodecim Clinical Decision Support is based on the latest medical knowledge, but it
should not be used as the only source of information.

Installation delays and updates:

The content of Duodecim Clinical Decision Support may deviate from the content of the source ma-
terials because of installation delays. The user should check when the version used has been up-
dated.

Errors in the analysis logic:

Although the decision rules are designed and checked carefully, errors leading to inappropriate re-
minders may occur in the logic. If you suspect an error in the logic, check the description of the rule
from the home page of clinical decision support and where necessary, send feedback to the pro-
ducer of the device.

2.1.3 Notifying of serious incidents related to the use of clinical decision support

Duodecim Publishing Company Ltd and the supervisory authority (Finnish Medicines Agency Fimea) must

be notified of serious incidents related to clinical decision support.

Duodecim Clinical Decision Support (EBMEDS®) - Manual 6 (39)
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3 Duodecim Clinical Decision Support (EBMEDS®) in a
nutshell

3.1 General introduction to the service

3.1.1 Shortdescription

Duodecim Clinical Decision Support (EBMEDS®, Evidence-Based Medicine Electronic Decision Support) is a
clinical decision support service that combines the information stored in the electronic patient record de-
scribing the patient’s status with clinical knowledge, producing patient-specifically tailored instructions and
links to its user.

3.1.2 Developer of the service and partners

Duodecim Decision Support has been developed by Duodecim Publishing Company Ltd owned by the Finn-
ish Medical Society Duodecim. Both the medical society and the limited company cooperate closely to-
gether with Finnish and international associations specialised in evidence-based medicine. Known partners
include the Cochrane community, which produces systematic literature reviews, the GRADE (Grading of

Recommendations Assessment, Development and Evaluation) and the GIN (Guidelines International Net-
work).

3.1.3 Benefits of the service in brief

The operating environment of health care has become more demanding and complex as the amount of in-
formation and new forms of treatment have increased rapidly. Finding information in electronic health rec-
ord systems may be difficult. The most common reasons for patient safety becoming compromised are that
an abnormal measurement result has not been taken into account or the result has not been controlled. A
common cause of emergency visits and hospitalisation is an adverse effect of medication. Many adverse
drug reactions could be avoided if medication was selected and monitored in accordance with the recom-
mendations, harmful or unnecessary drugs would be discontinued and renal insufficiency would be taken
into account in the dosage. In other words, the problems of the information flood are very concrete. Duo-
decim Clinical Decision Support includes a wide range of features to improve patient safety. Clinical deci-
sion support pays special attention to medication and its correct implementation.

3.1.4 Value promises
The three value promises for Duodecim Clinical Decision Support are:

e Toincrease patient safety
e To improve the quality of care and
e To improve cost-effectiveness in healthcare.

Duodecim Clinical Decision Support (EBMEDS®) - Manual 7 (39)
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3.2 Operating principle and purpose of the service

3.2.1 Operating principle

Duodecim Clinical Decision Support receives structured information describing the patient from the patient
record or other system containing patient information, and returns to the user reminders, treatment sug-
gestions, warnings, and links to treatment recommendations related to patient diagnoses. It also compiles
suitable data in electronic forms and calculators and produces aggregate views of the data, the most im-
portant of which are the Comprehensive Medication Review and a Diagnosis-specific Overview. In addition
to the real-time clinical decision support intended for the treatment of an individual patient, the device can
be used to produce reports on the health data of population groups, to identify care shortages that should
be allocated resources and to measure the quality of the care activities (Health Benefit Analysis = HBA).

The clinical decision support service can be seen as an automated “consultation service” within the elec-
tronic health record system. On the electronic health record system side, service integration requires an
adaptor application programmed by the electronic health record system developers, which 1) is able to re-
trieve the patient data needed by the service, 2) sends a query message to the device, and 3) receives a
clinical decision support response and displays it appropriately in the electronic health record system user
interface. In general, the service is not consulted manually, but certain events in the use of the patient rec-
ord automatically send a query to the clinical decision support service. In some cases, however, you will go
manually through the links to view add-ons (e.g. aggregate views) or move to background material by click-
ing on the links.

A query from the electronic health record system contains a compact package of patient information, from
which irrelevant and outdated information has been filtered. The most important patient data groups are:

e Demographic data (age, gender, etc.)

e Diagnoses (including symptom diagnoses) and risk information (e.g. smoking, pregnancy)

e Current laboratory test results and ordered laboratory tests

e Information on current interventions: Medication and performed and ordered procedures.

Duodecim Clinical Decision Support (EBMEDS®) - Manual 8(39)
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If necessary, the clinical decision support service can also filter out irrelevant and outdated information
(e.g. temporary diagnoses that can no longer be relevant). Duodecim Clinical Decision Support analyses the
patient data in the query and generates a response consisting of different types of reminders and links to
useful items. Duodecim Clinical Decision Support also uses the patient information that comes in the query
to form aggregate views, links to treatment recommendations and background materials, and links to cal-
culators and other platforms that transport and require patient information. The query/response traffic and
the quality indicators included in the response (see 4.3.4) are stored in the database, and this information
can later be used, for example, in the Health Benefit Analysis.

Duodecim Clinical Decision Support can be installed either locally or centrally.

3.2.2 Intended use

Duodecim Clinical Decision Support is a medical clinical decision support system that analyses structured
patient data related to an individual's health and illnesses. It combines patient data with medical
knowledge and practices from multiple sources. The purpose of the clinical decision support is to improve
the quality of care and compliance with clinical guidelines, prevent treatment errors, improve patient
safety and save the user's time.

Duodecim Clinical Decision Support is designed to provide clinical decision support such as treatment sug-
gestions and diagnostic assistance for healthcare professionals. Typically, Duodecim Clinical Decision Sup-
port is connected to another information system that can produce the required structured patient infor-
mation. Duodecim Clinical Decision Support is designed to be always available to the end user and to gener-
ate suggestions both automatically and upon the user's request. The software can be used for all types of
patients regardless of age, gender or status of health.

Duodecim Clinical Decision Support (EBMEDS®) - Manual 9 (39)
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3.3 Integration with electronic health record systems

3.3.1 Duodecim portal services

Duodecim has attempted to respond to the challenge posed by the flood of information by developing elec-
tronic databases (Terveysportti, Oppiportti, Terveyskirjasto) as portal services, evidence-based clinical
guidelines (EBMG, Evidence-Based Medical Guidelines, Current Care recommendations) and systematic re-
views. These solutions are key tools for modern professionals. However, as a solution to the information
flood they are not quite sufficient. They require the user to actively search for the information they need.

3.3.2 Duodecim Clinical Decision Support as a service for electronic health record systems

Duodecim Clinical Decision Support serves as an assistant for a professional within the electronic health
record system. It automatically receives a huge amount of patient information, which it analyses in the light
of medical knowledge and the latest clinical guidelines, and provides feedback based on the analysis. Duo-
decim Clinical Decision Support can generate more than 40,000 evidence-based warnings and reminders
and thousands of links.

Duodecim Clinical Decision Support is integrated with most electronic health record systems that contain
structured patient information. Electronic health record systems can either use the structured feedback of
the clinical decision support system and display it as integrated with the electronic health record system
user interface, or use the EBMEDS system's own pre-formatted visualization.

The response times of Duodecim Clinical Decision Support are typically less than one second, but other de-
lays associated with the electronic health record system may increase the response time. The electronic
health record system suppliers who have completed the integration provide additional information on the
performance of the clinical decision support system and its potential impact on the performance of the
electronic health record system in the electronic health record system environment. As a rule, the use of
the clinical decision support system does not slow down the use of the electronic health record system.

3.3.3 Operating environment

Operating environment

Duodecim Clinical Decision Support is used in connection with patient care or planning treatment in the
healthcare environment. The same computers that use the patient systems are used as tools. No specific
hardware or operating system requirements have been set for the end-user of Duodecim Decision Support,
it operates in the same environment where the electronic health record system does.

Data security and data protection

The data security of the operating environments is typically at a good level, as sensitive data is already pro-
cessed in them. The user organisation is responsible for ensuring that Duodecim Clinical Decision Support
can be used securely.

The end user should note that data protection requirements may also apply to content produced by Duo-
decim Clinical Decision Support because it uses patient data as a basis for reasoning. Thus, the content may
contain information from which the patient's identity may, in rare cases, be indirectly inferred.

Duodecim Clinical Decision Support (EBMEDS®) - Manual 10 (39)
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Browser requirements

The features of Duodecim Clinical Decision Support are browser-based, with the exception of any remind-
ers embedded directly in the electronic health record system. The browser is embedded to the electronic

health record system. In some cases, links may also be opened in the default browser of the operating sys-
tem.

Duodecim Clinical Decision Support can be used with the latest versions of the most common browsers.
The following browsers are used for design and testing, and we recommend changing to them in case of
problems

e Chrome and Firefox (Windows, MacQOS, Linux)
e Edge (Windows 10 +)

3.3.4 Structured recording in electronic health record systems

Duodecim Clinical decision support cannot understand the free text in the patient's medical record; it
needs structured information. Structured information differs from the free text so that it has its own place
in the electronic health record system where the information in question is stored in a standardised man-
ner (e.g. smoking status). Structured information is often associated with a code (e.g. diagnosis or proce-
dure code). Drugs and laboratory tests are also backed by their own codes, even though the end user often
does not see them.

Because Duodecim Clinical Decision Support depends on the structured information it receives, clinical de-
cision support may give incomplete or unjustified messages to the user if the structured information is in-
complete or incorrect. In other words, it is always essential to record the information in a structured and
careful manner. However, not all data used by the device can be recorded in a structured manner in all
electronic health record systems - an example of this is breastfeeding. This constraint must be taken into
account when interpreting feedback from Duodecim Clinical Decision Support.

It is important that the records of the patient's diagnoses are up to date and that no working diagnoses that
have proven to be incorrect remain in the electronic health record system. It is also important that tempo-
rary drugs are not marked as permanent.

3.3.5 Patient information available

In general, the electronic health record system can only send data stored in the local system in question to
Duodecim Clinical Decision Support. Thus, the device may remind of missing examination results in primary
health care, even if the results can be found in specialised medical care. In some cases, when a regional pa-
tient information solution is used, Duodecim Clinical Decision Support may also receive information from
other organisations, such as specialised medical care.

For performance and information security reasons, clinical decision support does not currently receive na-
tional-level information, for example from the Finnish Prescription Centre or the Finnish Kanta archive.

Duodecim Clinical Decision Support (EBMEDS®) - Manual 11 (39)
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3.4 More information on the service

3.4.1 Online courses on Duodecim Clinical Decision Support (EBMEDS®)

There are two online courses on Duodecim Clinical Decision Support available in Oppiportti by Duodecim:

Basics of clinical decision support

o The course answers the questions:

=  What is clinical decision support?
= Can | utilise it in my own work?

=  How does it work?
Clinical decision support in practical work

o The course answers the questions:

= How do | use clinical decision support?

=  What is the Comprehensive Medication Review included in clinical decision sup-

port?

= And how do | use Diagnosis-specific Overview or calculators?

o The course contains instructions for clinical decision support and screen captures from

most electronic health record systems used in Finland.

Both courses are free and do not require login. The courses take 20-30 minutes to complete per course.

3.4.2 Website

The website of Duodecim Clinical Decision Support (EBMEDS®) can be found at www.ebmeds.org. On the
website, you can find more information on the content of the clinical decision support rules, scientific evi-

dence of the benefits of clinical decision support and the technology used by it.

4 System structure and knowledge content

4.1

Duodecim Clinical Decision Support consists of four modules, which are also called assistants:

Structure

Drug Assistant

Reasoning Assistant

Form Assistant

Treatment Recommendation Assistant

Duodecim Clinical Decision Support (EBMEDS®) - Manual
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Geapuri
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® output: muistutteet

The content and functionality of the assistants are described in more detail below.

4.2 Drug Assistant

4.2.1 Drug databases

The Drug Assistant uses the same drug databases that are also available through Terveysportti. However,
clinical decision support is able to automatically utilise pharmaceutical and other information from the
electronic health record system, which significantly speeds up the use of databases, especially in patients
who use numerous drugs.

Some drug databases are produced by Medbase Ltd. in Turku, Finland.

4.2.2 Indication database

The indication database contains information on indications for drugs. In practice, it consists of drug-diag-
nosis pairs. The database does not contain indications other than diagnoses (e.g. no anaesthetics or other
medication support drugs).

The indication database is used in the patient's drug indication check (see 5.3.2). In addition, the database
can be used to display pharmacotherapy recommendations after a new diagnosis has been added (see
5.2.3.6).

4.2.3 Contraindication database

The contraindication database contains information on drug contraindications. A contraindication reminder
is generated when a drug with a contraindication on the diagnosis list is found on the patient's list of drugs.
Contraindications are divided into particularly important and important contraindications. Particularly im-
portant are often absolute contraindications (the drug should not be used). In the case of relative contrain-
dications, the drug should be avoided or at least prescribed with caution.

Duodecim Clinical Decision Support (EBMEDS®) - Manual 13 (39)
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4.2.4 Interaction database

Medbase Ltd's interaction database (Inxbase®; previous name SFINX) contains information on drug interac-
tions. Inxbase interactions are divided into severity levels A through D, of which only clinically significant (C
and D) interactions are utilised in clinical decision support:

e C=Clinically significant interaction that can be alleviated, for example, by dose changes.
e D =Clinically significant interaction that is best avoided.

The analysis takes into account the routes of medication administration. For example, there are usually no
interaction warnings for topical medications.

4.2.5 Cumulative adverse drug reactions database

The cumulative adverse drug reactions estimate is based on the Riskbase® database (formerly PHARAO)
produced by Medbase Oy. The database can be used to assess the risks associated with the patient's medi-
cation for the occurrence of the following adverse effects:

e Anticholinergic effect

e (Constipation

e Sedation

e Orthostatism

e Risk of bleeding

e Serotonergic effect

e Risk of seizures

e QT-prolongation

e Renal toxicity (nephrotoxicity).

The database contains information on the risk of adverse effects to individual medicinal substances on a
scale of zero (no effect) to three (high effect). The overall risks of adverse effects are assessed on the basis
of either the highest risk score (seizure risk) or the sum of scores (all other adverse effects) on a scale of A
(no increased risk) to D (significantly increased risk).

The database also contains adverse effect-specific instructions on how to avoid these adverse effects.

Topical medications are excluded from the cumulative adverse drug reactions analysis.

4.2.6 Use of drugs in renal failure (Renbase database)

This assessment is based on the Renbase® database produced by Medbase Oy. The database contains infor-
mation on drug dosing restrictions in renal failure. The degree of renal failure is defined in four categories
based on the glomerular filtration rate (GFR):

e 90 to 60 ml/min: Mild renal failure

e 60 to 30 ml/min: Moderate renal failure
e 30to 15 ml/min: Severe renal failure

e <15 ml/min: End-stage renal failure

Duodecim Clinical Decision Support (EBMEDS®) - Manual 14 (39)
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In adults, GFR is calculated based on the patient's age, gender and creatinine value using the CKD-EPI for-
mula. For 15-18-year-olds, the Bedside-Schwartz formula is used, which also requires a fresh height of the
patient. GFR value is not calculated for those under 15 and Renbase is not used in this age group.

The most common medication recommendations for renal failure are:

e Decreasing single doses of drugs
e Extending the dosage intervals of drugs
e Avoiding drugs.

The database also contains information on the direct adverse effect of drugs on the kidneys (nephrotoxi-
city).

The recommendations in the Renbase database are categorised on the basis of the severity of the potential
problem and the available scientific evidence (Group B):

e A: No dose or dosage interval modification required

e B:Information missing or assessed based on pharmacokinetic properties of the substance
e C: Modification of dose or dosage interval is required

e D: The use should be avoided.

The analysis takes into account the routes of medication administration. For example, the doses of topical
medication do not, as a rule, need to be changed in renal failure.

4.2.7 Use of drugs during pregnancy and breastfeeding (Gravbase, Lactbase)

This estimate uses Medbase Ltd's Gravbase® and Lactbase® databases, which contain information on re-
strictions on the use of drugs during pregnancy and breastfeeding.

The recommendations of these databases are categorised on the basis of the severity of the potential prob-
lem and the available scientific evidence.

Classification of Gravbase reminders:

e A: Controlled studies or large patient materials have failed to demonstrate an increased risk for
malformations or for direct or indirect fetal adverse effects after the drug has been used during the
1st trimester. Also, there is no evidence of increased risk after use during the 2nd or 3rd trimester.

e B:Thereis only a limited amount information on the use during pregnancy and there are no con-
trolled studies in pregnant women. No increase in the incidence of malformations or direct or indi-
rect fetal adverse effects has been observed in humans or in animal tests.

e Cl:Thereis only a limited amount information on the use of the drug during pregnancy and there
are no controlled studies or the results of the studies are conflicting Animal tests have shown con-
genital malformations or direct or indirect fetal adverse effects or no animal tests have been per-
formed.

e (C2: Animal tests or human data indicate no evidence of increased risk of malformations, but (late)
pregnancy use may pose a risk of adverse effects during the neonatal period or during childhood.

e D:The drug is suspected or shown to cause malformations or irreversible direct or indirect fetal ad-
verse effects. As a rule, pregnancy is a contraindication for using the drug. In some cases the bene-
fit may overweigh the potential harm.
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Classification of Lactbase reminders:

e A:The drug is not excreted into breast milk in clinically significant amounts or its use during breast-
feeding is not expected to cause adverse effects in the infant, when the mother uses the drug in
therapeutic doses.

e B: No studies are available on the excretion of the drug into breast milk. Only limited or no data is
available on the safety of human use during breastfeeding.

e (C:Based on the available information, clinically significant amounts of the drug are excreted into
breast milk. Use of the drug during breastfeeding may cause adverse effects in the infant at mater-
nal therapeutic doses. The decision on breastfeeding must be based on an assessment of the bene-
fits of breastfeeding in relation to the possible adverse effects of the use of the drug.

e D: Breastfeeding is contraindicated while using the drug. Use of the drug during breastfeeding may
cause serious adverse effects in the infant.

The analysis takes into account the routes of medication administration. For example, topical medication
can often be used normally during pregnancy and breastfeeding.

4.2.8 Overdosage

This uses a dosage database, which allows clinical decision support to produce reminders of possible over-
doses. A reminder is generated when the daily dose of the drug exceeds the maximum daily dose based on
the drug indication. If the indication is not known, the daily dose is checked according to the maximum al-

lowed dose for any indication. Overdose feedback has no severity levels.

In many electronic health record systems, the dosing data is not available as structured data. In these cases,
the clinical decision support features utilising the dosing data (including the overdose section) do not work.

4.3 Reasoning Assistant

4.3.1 Decision rules

The Reasoning Assistant provides a platform for healthcare professionals to develop clinical decision rules.
The decision rules (“scripts”) analyse the patient's diagnoses, risks, laboratory results, drugs/vaccines, and
procedure data and draw conclusions that are displayed as reminders to the electronic health record sys-
tem user. As an example, the figure below describes the operating principle of a single decision rule and
reminders produced by the rule:
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Potilastiedot
S-Kalium (mmol/I)

Paattelysaanto tarkistaa

e - potilaan kaliumarvon.
b ~
D
N
N\
\
\
S-Kalium S-Kalium
alle 2,8 matala 2,8-3,1 matala 3,2-5,5 normaali/
vihdn poikkeava
yli5,8  korkea 5,6-5,8 korkea
EI MUISTUTETTA
MUISTUTE KAYTTAJALLE

Kalium on poikkeavalla tasolla
(S-K=5,7mmol/1 01.06.2019) ja
viimeisin arvo on yli viikon ikédinen.
Maarita kalium uudelleen, Jos arvo
on edelleen selvasti poikkeava,

MUISTUTE KAYTTAJALLE

Kalium on vaarallisella

N tasolla (5-K = 5.9 mmol/I selvita syy ja aloita hoito.
- 20.05.2019)! Aloita hoito 4
™ ja maarita kalium P v
uudelleen. 4

—
S ——

4.3.2 C(Classification of reminders

Reminders are classified according to severity/ urgency:

e Veryimportant recommendation = alert (“If the recommendation is not followed, the patient may
suffer serious harm”)

e Important recommendation = request (“If the recommendation is not followed, the patient may
suffer harm”)

e Reasonably important recommendation = reminder (“If the recommendation is followed, it may be
useful for the patient”).

Severity levels are usually visualised with icons of different colours (see section 5.2.2).

4.3.3 Patient specific data displayed in reminders

The reminders may contain dynamic patient-specific data, such as laboratory test results and time stamps,
as well as information about the patient’s diagnoses or the drugs they use.

4.3.4 Triggering reminders as a quality indicator

As a rule, when a reminder is triggered, this means a quality deviation. Thus, the triggering of reminders
can be used as quality indicators at the population level. The principle of quality measurement is shown in
the following example:
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This decision rule is based on the fact that metformin is recommended as the primary drug for type 2 dia-
betics. The rule first examines whether the patient has type 2 diabetes. If so, only those patients who are
under 75 years old, who have not previously been recorded with adverse reactions to metformin and
whose GFR is good enough will be included in the target group of the quality measurement. If the target
group patient has metformin in use and/or HbAlc is at a good level, a quality deviation will not be trig-
gered. However, if metformin is missing and HbA1c is not at a satisfactory level, a quality deviation is cre-
ated. In the population review, the numeric value of the quality measurement is calculated using the for-
mula a/ (a + b), where a = the number of patients found without a quality deviation divided by the number
of patients in the entire target group (a + b).

Utilising quality measurements requires the introduction of the Duodecim Clinical Decision Support and the
Duodecim Health Benefit Analysis applications as a separate service. Use of the Health Benefit Analysis is
described in a different user manual.

4.4 Form Assistant

4.4.1 Operating principle

The Form Assistant utilises information from the electronic health record system by transferring it to vari-
ous electronic platforms (“forms”), such as calculators, referrals, flowcharts and quality registers.

4.4.2 Calculators

Many calculators are used in health care, and they take a lot of time to fill. The information needed for
them is in fragments in several different locations. Clinical decision support pre-populates the calculators
with the patient's data, saving significant working time.
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Anna vdhintaan 5 tuoreinta INR-tulosta pdivamddrineen

PVM INR
112.2.2017 | [25 | TTR: 61.95 %
Laskettu: 5 mittauksesta
Suurin INR: 3.10
|5'2'2017 ‘ |1.9 ‘ Pienin INR: 1.70
[29.1.2017 | [1.8 |
Kohtalainen hoitotasapaino
[17.1.2017 | [3.1 | (60-80 % ajasta
hoitoalueella). On tarpeen
|6.1.2017 ‘ |1_7 ‘ selvittaa puutteellisen

hoitotasapainon syy ja

l ‘ \ ‘ arvipida, voida_1_ar_1ko_ tilanne
korjata varfariinihoitoa

muuttamalla tai vaihtamalla

l ‘ l ‘ suoraan antikoagulanttiin.

| | |
| | |
| | |

It is always a good idea to check that the patient's diagnosis and medication are up to date and that the
pre-filled information is correct. Clinical decision support cannot fill in calculators with information that has
not been recorded in a structured manner. You can always change the pre-filled information if necessary.

4.4.3 Registers

Clinical decision support can be used, for example, to transfer patient data to the input forms of the Con-
medic company's quality registers. This eliminates the need to fill in the forms manually, which saves con-
siderable time.

4.5 Treatment Recommendation Assistant

The Treatment Recommendation Assistant automatically creates patient-specific links to national and local
clinical guidelines based on the patient’s diagnosis information. The collection of links has been fine-tuned
with age and gender restrictions. This way, for example, no child clinical guideline links are created for
adults, and clinical guideline links intended for women are not displayed for men.

4.5.1 National clinical guidelines

Clinical decision support includes a standard collection of treatment recommendations, which includes clin-
ical guidelines familiar from Terveysportti health portal and the Terveyskirjasto health library:

e Current care

e EBM Guidelines

e Sairaanhoitajan kasikirja (Nurse’s handbook)

e Laakérikirja Duodecim (a collection of treatment recommendations intended for the general public
in the Terveyskirjasto service).
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4.5.2 Local treatment recommendations

Local organisations that use clinical decision support can also add their own local treatment recommenda-
tions and treatment paths to the Treatment Recommendation Assistant. In this case, the clinical decision
support team must be provided with information on the location of the documents online, and a classifica-
tion of the documents (“indexing”) with ICD-10 diagnosis codes is also required.

5 Feedback from clinical decision support

5.1 Structured feedback

Many electronic health record systems utilise the structured feedback from clinical decision support. This
means that the electronic health record system forms a user interface for the clinical decision support itself
and displays the feedback produced by clinical decision support in a layout suitable for the electronic health
record system. In principle, the electronic health record system can also utilise only part of the feedback
from clinical decision support in the different work phases of the electronic health record system, for exam-
ple in interaction checks in connection with prescriptions. However, this is not very common, as all feed-
back is usually in the same place and resembles the general feedback produced by Duodecim described in
section 5.2. Electronic health record system suppliers provide additional information on the appearance
and functionality of clinical decision support for individual electronic health record systems.

5.2 General browser feedback

Duodecim Clinical Decision Support provides a version of the general feedback on clinical decision support
that can be read in a web browser. Some electronic health record systems display this feedback version as
is in a browser embedded inside the electronic health record system, and some produce a corresponding
version of the structured feedback on clinical decision support.

5.2.1 Form Assistant tools and links

There are links to additional information describing Duodecim Clinical Decision Support, the producer’s
website and training materials (online courses and this manual) at the beginning of the general feedback.
Under the Tools heading, you will find links to the Comprehensive Medication Review and the Diagnosis-
specific Overview. These aggregate views are described in more detail in sections 5.3 and 5.4.

DUODECIM

Lisatietoja | Kotisivut | Kayttéohje

Tyokalut v

o Laakityksen kokonaisarvio

« Diagnoosikohtainen yhteenveto
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You can find links to calculators, interactive algorithms, quality register input forms and referrals produced
by the Form Assistant under the Calculators and forms heading Note! Opens with the "A" sign!). The selec-
tion of links of the Form Assistant is described in more detail in section 4.4.

Laskurit ja lomakkeet ¥

Laskurit

CHA2DS2VASC ja HASBled

Finriski-laskuri

GFR-laskuri

GHbA1c-muunnos

Kehon painoindeksi

Kehon pinta-ala

LDL (Friedewald)

PEF (aikuiset)

.
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=
D
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TTR-laskuri (HUOM! Tarkista potilaan INR-lukujen soveltuvuus
TTR-laskentaan!)

Verenpainemittausten keskiarvo

When items in the Form Assistant links are opened, clinical patient data extracted from the clinical decision
support query message is automatically transferred to them.

CHA2DS2-VASC JA HAS-BLED

CHA2DS2-VASc -pisteytys eteisvarinapotilaan aivohalvausriskin arvioinnissa. Laskuria on muokattu siten, etta naissukupuoli antaa pisteen vain 75 vuotta tayttaneille naisille.

HAS-BLED-indeksia voidaan kdyttaa vakavien verenvuotokomplikaatioiden ennustamisen tukena.

CHA2DS2-VASC TULOKSET
W Sydamen systolinen vajaatoiminta: 1 piste
Hypertensio: 1 piste TULKITSE VASTAUKSET

Ik 75 vuotta tai yli: 2 pistetté
B Diabetes: 1 piste

Aiempi aivohalvaus tai TIA: 2 pistetta

(esim. i): 1 piste
1ka 65-74 vuotta: 1 piste
Naissukupuoli (vain jos vahintaan 75-vuotias): 1 piste
Esiaytety tito
HAS-BLED
Systolinen verenpaine yli 160 mmHg: 1 piste
Munuaisten vajaatoiminta (GFR < 30): 1 piste
Maksan vaikea toimintahairio: 1 piste

Aikaisempi aivohalvaus: 1 piste

B ver i (sy6pé, anemia, tr
trombosyyttinen toimintahairio, aiempi vuoto): 1 piste

INR-arvojen vaihtelu: 1 piste
Ika yli 65 vuotta: 1 piste

W Vuotoriskia lisaava laakitys: 1 piste
Alkoholin runsas kaytté: 1 piste

Esitsytetty teto

(@ Lisatietoa laskurista

The choice of calculators is not exactly the same for all patients - e.g. links to children's calculators are not
displayed to adults.
5.2.2 Reasoning Assistant reminders

You can find Reasoning Assistant reminders generated based on the patient's data (see 4.3) under the
heading Reminders. The severity level of the reminders (see 4.3.2) is indicated by red, yellow and grey
icons:
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Muistutteet ¥

(]

A Kalium on vaaraliisella tasolla (S-K = 5.9 mmol/l 11.02.2022)! Aloita (i}
hoito ja maarita kalium uudelleen.

Potilaalla on tyypin 2 diabetes -diagnoosi tai han kayttaa 0 =
diabeteslaaketta ja korkea LDL-kolesteroli (fs-LDL-Kol 3.1 mmol/l

16.03.2020). Tehosta lipidihoitoa tai uusi lipiditestit, jos tulokset ovat

liian vanhoja.

Tulehduskipulagkkeet, mukaan lukien koksibit, voivat aiheuttaa 0 =
nesteretentiota, heikentdd munuaisten toimintaa ja pahentaa

sydamen vajaatoimintaa. Potilaalla on kaytossa tulehduskipulaake.

Kayta parasetamolia tai muuta kipulaaketta tulehduskipulagkkeen

sijasta.

There are two icons that act as a link on the right side of the reminders:

e The “i”icon
o Alink to the background information page of clinical decision support where the back-
ground of the reminder in question is specified. The following information can be found on
the page:
=  Summary of purpose, context and function of the reminder
= QOther reminders generated by the decision rule behind the reminder (many rules
can produce several reminders)
= Areport of the scientific evidence underlying the decision rule.
e Envelopeicon
o Provides a link to the clinical decision support feedback page.

5.2.3 Drug Assistant reminders
5.2.3.1 Interactions

Of the identified potential interactions (see 4.2.4), drug pairs (trade name + generic name of the active
component) and the short text describing the interaction in the Inxbase database are shown in the section
Interactions. The generic name of the active component is important, especially if the drug in question is a
combination drug containing several active components. In such case, the generic name confirms which of
the components of the combination drug causes potential interaction. The text ends with a color-coded let-
ter describing the severity of the interaction (yellow C or red D).

Interaktiot

Burana (ibuprofeeni) / Marevan (varfariini). Tulehduskipulaakkeiden 0o =
ja varfariinin yhteiskayttd voi aiheuttaa vakavia verenvuotoja.

Yhteiskaytossa yla-Gl-kanavan verenvuodon riski on 2-3-kertainen

verrattuna pelkkaan varfariiniin. [

(]

Burana (ibuprofeeni) / Lisinopril (lisinopriili). NSAID:t voivat i}
heikentaa lisinopriilin antihypertensiivisia vaikutuksia. NSAID-

lagkkeiden ja ACE-estéjien yhteiskaytén on raportoitu heikentaneen
munuaisfunktiota erityisesti vanhemmilla potilailla. C

There are two icons that act as a link on the right side of the interaction reminders:
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e The “i”icon
o Alink to the section of the Terveysportti portal’s Inxbase database, which contains a rec-
ommendation on the measures required by the interaction and information on the scien-
tific evidence of the interaction.
e Envelopeicon
o Provides a link to the clinical decision support feedback page.

5.2.3.2 Contraindications

Of the identified potential contraindications (see 4.2.3), the drug diagnosis pairs (trade name of the drug +
the entry associated with the ICD-10 code of the diagnosis) and, in certain cases, a short text specifying the
contraindication are shown in the section Contraindications.

Kontraindikaatiot ¥

(]

Janumet / Sydamen vajaatoiminta. Sydamen vajaatoiminta

«

Burana / Sydamen vajaatoiminta. Vaikea kontrolloimaton sydamen
vajaatoiminta

There is an envelope icon to the right of the interaction reminders, which provides a link to the clinical deci-
sion support feedback page.

5.2.3.3 Drugs and Renal Malfunction

If the patient's glomerular filtration rate (GFR) has decreased and this affects the patient's medication,
feedback from the Renbase database (see 4.2.6) is presented in the section Drugs and Renal Malfunction.
The section starts with a GFR value and possibly information about problems with its interpretation. After
the GFR value, there are reminders related to the use of drugs (especially dosing). The reminder describes
the trade name of the drug and the generic name of the active component. Combined preparations contain
several active components, so the generic name indicates which component the reminder was generated
from.

If the current daily dose is available in structured form, the daily dose is also shown in the reminder. The
recommendation in the reminders is often to reduce the dose, and you can see from the daily dose if this
has already been realised. Note! Unfortunately, clinical decision support is unable to reliably calculate pa-
tient-specific normal doses, so the reminders are displayed even though appropriate dose changes have
already been made.
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Laakkeiden kayttdo munuaisten vajaatoiminnassa

v
GFR 68 ml/min
Potilas kayttaa laakettéd Janumet, joka sisaltaa metformiini- 0o =
laakeainetta, paivaannoksella 20 mg. Katso erillinen kuvaus. €
Potilas kayttaa laakettéa Marevan, joka siséaltaa varfariini- 0o =
ladkeainetta, paivaannoksella 3 mg. Katso erillinen kuvaus. €
Potilas kayttaa laaketta Trexan, joka sisaltad metotreksaatti- 0 =

ladkeainetta. Katso erillinen kuvaus. Lagke on myos
munuaistoksinen. €

There is an icon on the left side of the reminders and a letter on coloured background at the end of the text
indicating the severity of the potential problem and the scientific evidence (for more details, see 4.2.6):

e Yellow icon and a letter on yellow background: Severity level D (important reminder).
e Greyicon and a letter on grey background: Severity level B or C (relatively important reminder).

There are two icons that act as a link on the right side of the reminders:
e The “i”icon

o The link takes you to the Renbase database page, which contains additional information on
the dosing of the drug in case of renal failure. The page also includes the “Find a substitute
product” function, which allows you to view the dosing restrictions of other drugs belong-
ing to the same drug group in renal failure.

e Envelopeicon

o Provides a link to the clinical decision support feedback page.
5.2.3.4 Use of Drugs During Pregnancy and Breastfeeding

This section based on the Gravbase and Lactbase databases (see 4.2.7) contains reminders regarding re-

strictions on drug use during pregnancy and breastfeeding. The severity level of the reminders is described
by the following icons on the left side of the reminder (for more information, see 4.2.7):

e Yellow icon: Severity level D.
e Grey icon: Severity level C.
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Laakkeiden kaytto raskauden/imetyksen aikana
v

Laakkeeseen Lisinopril, joka siséltaa laakeaineen lisinopriili, liittyy 0 =
tason E kayttorajoituksia raskauden aikana. Ks. tarkemmin
Gravbase-tietokannan lisatiedoista.

(]

Laakkeeseen Marevan, joka sisaltaa ladkeaineen varfariini, liittyy o
tason E kayttorajoituksia raskauden aikana. Ks. tarkemmin
Gravbase-tietokannan lisatiedoista.

<]

Laakkeeseen Trexan, joka sisaltaa ladkeaineen metotreksaatti, (1)
liittyy tason E kayttorajoituksia raskauden aikana. Ks. tarkemmin
Gravbase-tietokannan lisatiedoista.

(]

Laakkeeseen Burana, joka siséltaa laékeaineen ibuprofeeni, liittyy (1)
tason € kayttorajoituksia raskauden aikana. Ks. tarkemmin
Gravbase-tietokannan lisatiedoista.

There are two icons that act as a link on the right side of the reminders:

e The “i”icon
o Using the info link at the end of the reminder, you can access the pages of the Gravbase
and Lactbase databases, which contain additional information on restrictions on the use of
the drug during pregnancy and breastfeeding. The page also includes the “Find a substitute
product” function, which allows you to view the dosing restrictions of other drugs belong-
ing to the same drug group during pregnancy and breastfeeding.
e Envelopeicon
o Provides a link to the clinical decision support feedback page.

5.2.3.5 Drug Dosage

An overdose reminder (see 4.2.8) is generated when the daily dose of the drug exceeds the drug’s maxi-
mum daily dose based on the drug indication. If a suitable indication is found on the diagnosis list, the maxi-
mum daily dose for the drug is the dose specified for that indication, and this is informed in the text of the
reminder. If no suitable indication is found, the maximum dose specified in the database for the drug is
used as the maximum daily dose.

There are no severity levels associated with overdose reminders.

Laakeannostelu ¥
Alendronat-laakkeen yliannostelu (paivaannos 20 mg)? Suositeltu

maksimaalinen paivaannos oletetussa indikaatiossa
Postmenopausaalinen osteoporoosi on 10 mg.

There is an envelope icon to the right of the reminders, which provides a link to the clinical decision sup-
port feedback page.

5.2.3.6 Indications

After a new diagnosis has been added (and only then), the primary and secondary drugs (see 4.2.2) used for
the treatment of the diagnosis according to the clinical guidelines retrieved from the indication database
will be shown in this section (which comes after the links of the Treatment Recommendation Assistant).
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Indikaatiot v

(]

Acne rosacea (L71.9)

(]

Metronidatsoli: Pustuloottisen ruusufinnitaudin paikallishoito

<

Rikki: Paikallishoito
Tetrasykliini: Ruusufinnitaudin sisdinen hoito
Atselaiinihappo: Paikallishoito

Brimonidiini

<]

Doksisykliini
Ivermektiini

Lymesykliini

(- - - - - - - -
(]

(]

Permetriini: Kokeellinen hoito

The primary drugs are in bold type.
There are two icons that act as a link on the right side of the reminders:

e The “i”icon
o You can access the drug database in Terveysportti portal to read more about the drug in
qguestion from the info link on the right side of the drug.
e Envelopeicon
o Provides a link to the clinical decision support feedback page.

5.2.4 Guideline Assistant links

The links to clinical guidelines (see 4.5) provided by the Treatment Recommendation Assistant are dis-
played grouped by diagnosis. If there are links to local treatment recommendations, this is explained (in
parentheses) at the end of the relevant link texts.

Hoitosuositukset ¥

Eteisvdrina

Eteisvarina (flimmeri) ja eteislepatus (flutteri) (Laakarikirja o =
Duodecim)

Eteisvarina (Kaypa hoito) o =
Antikoagulaatiohoidon aiheet ja toteutus eteisvarinassa (Laakarin 0 =
kasikirja)

Akuutin eteisvarinakohtauksen hoito (Laakarin kasikirja) 0 =
Eteislepatuksen hoito (Laakarin kasikirja) i)
Eteisvarinan hoitolinjan valinta: sykkeen- vai rytminhallinta? o =

(Laakarin kasikirja)
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5.3 Comprehensive Medication Review (CMR)

5.3.1 Introduction

The Comprehensive Medication Review is one of the most used and most important tools in Clinical Deci-
sion Support. It makes it possible to assess the patient's medication with a single click. Based on the pa-
tient's information, the tool provides a summary of the medication. Information that would otherwise have
to be retrieved from several different locations has been quickly and easily made available. The Compre-
hensive Medication Review helps to identify problems related to medication and make better decisions in
pharmacotherapy. In other words, it increases the safety of drug therapy while saving the professional’s
time.

The operation of the Comprehensive Medication Review is based on the diagnosis and medication data ob-
tained from the electronic health record system, which is why this data must be up to date. The up-to-date-
ness of the list of drugs should always be reviewed, and missing diagnoses added if necessary. If this infor-
mation is incomplete, the Comprehensive Medication Review does not work completely reliably.

5.3.2 Navigation in the application
CMR consists of the following sections:

e Medication list with indication checks

e Research results relevant to the drug therapy

e Drug reminders produced by the Reasoning Assistant

e Feedback provided by the Drug Assistant:

Use of drugs in renal failure

Cumulative adverse drug reactions of the drugs
Interactions

Contraindications

Drug restrictions during pregnancy and breastfeeding

o O O O O

Overdose warnings.

There is a navigation control on the right side of the tool to quickly navigate from one section to another.
The control also shows how many issues the application has detected in those sections:
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Ladkitys ja indikaatiot

Mittaustulokset

Muistutteet

Ladkkeiden kdytté munuaisten
vajaatoiminnassa

Kokonaislddkityksen
haittavaikutusprofiili (riskbase)

Interaktiot

Kontraindikaatiot

Laadkerajoitukset raskauden ja
imetyksen aikana

Yliannostarkastus

5.3.3 Medication and indications

The medication used is listed together with diagnostic indications (see 4.2.2). Drugs for which no indication
is found will be marked with “No indication”. These drugs could potentially be discontinued or replaced
with another drug. However, it is very important to check that the indication has not been omitted from
the diagnosis list by chance or, for example, recorded as a temporary diagnosis. If necessary, the missing
indications should be added to the diagnosis list. The material used by the indicator check is not yet fully
comprehensive, and, as a result, unjustified notifications of missing indications may also be received. For
example, painkillers have so many possible indications that not all of them can be found in the database.

Laakitys ja indikaatiot @

Laake Laakeaineet ATC Vahvuus Annostelu Paivaannos Aloituspvm

Alendronat alendronaatti MO05BA04 10 mg 1x2 20 mg 2011-08-24
« Postmenopausaalinen osteoporoosi (2010-04-11)

Burana ibuprofeeni MO1AE01 400 mg 1x3 1200 mg 2015-06-24
o Nivelreuma (2016-02-14)

Lisinopril lisinopriili CO09AA03 2016-04-19
« Sydamen vajaatoiminta (2016-11-05)

Janumet metformiini, sitagliptiini A10BD07 10 mg 1x2 20 mg 2011-08-24
» Tyypin 2 diabetes (2014-02-09)

Nexium esomepratsoli A02BC05 20 mg 1x1 20 mg 2016-04-19
« Ei indikaatioita

The diagnosis code for the indication appears when you place the pointer over the diagnosis name.

5.3.4 Examination results

This section shows the laboratory results that are relevant to the safe drug therapy of the patient in ques-
tion. The section reports missing and outdated laboratory tests and alerts you to abnormal results. The rec-
ommendations on the limits of the measurement results are based on clinical guidelines and the clinical
expertise of the clinical decision support physician editors. The limits are often wider than the reference
intervals given by laboratories.
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If the result is in red, it is not within the desired range. Based on this, monitoring should be increased or

changes to the patient's medication should be considered.

Mittaustulokset ©@

Nimi
S-Krea
BMI
GFR
S-K

Na
B-HbA1c
fP-Gluk
B-Leuk
P-ALAT
B-Hb
INR

B-Trom

Tulos

90 umol/l
24 5 kg/m"2
68 ml/min

5.9 mmol/l

5.993 %

5 mmol/l
2.9 10E6/ml
59 UM

110 g/l

25

200 10E9/

Paivamaara
2017-02-13
2017-02-13
2017-02-13
2017-02-11

2017-02-13
2017-02-13
2016-11-05
2016-02-09
2016-11-05
2017-02-12
2016-11-05

If the date is in red, the result is out of date and the examination will probably need to be renewed soon.

If the result is missing (the field is blank), the result is not available and the examination should probably be

ordered.

5.3.5 Drugreminders of the Reasoning Assistant

This section displays the non-database based medication reminders produced by the Reasoning Assistant

(see 4.3).

The reminders may include, for example:

Muistutteet @

A

o

(4]

0

Kalium on vaarallisella tasolla (S-K = 5.9 mmol/l 11.02.2017)! Aloita hoito ja maarita kalium uudelleen

Potilas on kayttanyt bisfosfonaatteja osteoporoosin hoitoon yli 5 vuotta. Arvioi potilaan murtumariski ja harkitse

Alendronat -hoidon lopettamista tai 3 - 5 vuoden laakitystaukoa

Potilaalla on sydamen vajaatoimintadiagnoosi. Jos vasemman kammion toiminta on heikentynyt, hanen tulisi kayttaa

seuraavia laakkeita: betasalpaaja, ellei ole vasta-aiheita

Potilaalla on niveltulehdus ja han kayttaa reumalaakkeita (Trexan). Viimeisimmista turvallisuuskokeista on yli 4 kuukautta
On aika ottaa uudet kokeet

e © o ©

D4
D4
D\

Yaal

DS

e Arequest to order follow-up laboratory tests to improve patient safety

e Arequest to reduce the dose of certain pharmaceuticals

e Arequest to end medication with no positive risk/benefit balance or evidence that risks may out-

weigh the benefits (especially in older people)

e Arequest to end medication that is on the list of drugs to be avoided for older patients (e.g. ‘Euro-

pean PIM’ or ‘STOPP’ lists)

e Arequest to end medication that has been used for longer than specified in the clinical guideline

e Arequest to end medication that is not justified because of its minor or questionable effect.

The severity level of the reminders (see 4.3.2) is indicated by red, yellow and grey icons on the left side of

the reminder.
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For more information about the background of the reminder, click the “info” icon to the right of the re-
minder. This opens a link to the producer's website with a more detailed description of the reminder. The
description presents, for example, the scientific evidence behind the reminder (see 5.2.2).

There is an envelope icon to the right of the reminders, which provides a link to the clinical decision sup-

port feedback page.

5.3.6 Drugs and Renal Malfunction

This section contains reminders related to drug dose changes or restrictions on use in renal failure, using
the Renbase database (see 4.2.6). The degree of renal failure of the patient is classified on the basis of the

GFR value at the beginning of the section.

To understand the overall picture, the recommendations for action are displayed in all GFR groups in tabu-

lar form:

metotreksaatti
enteral-peroral

varfariini
enteral-peroral

esomepratsoli
enteral-peroral

GFR 90-60 ml/min
lieva munuaisten
vajaatoiminta

c

Annostelusuositukset
lisatiedot

c

Annostelusuositukset
lisatiedot

Annoksen / annosvalin

GFR 60-30 ml/min
keskivaikea
munuaisten
vajaatoiminta

c
ks

c
ks

B

annosvalin

GRF 30-15 ml/min
vaikea munuaisten
vajaatoiminta

D

Kayttoa tulee valttaa

1/ annosvalin

el tarvita

GFR <15 ml/min
loppuvaiheen
munuaisten
vajaatoiminta

D

Kayttoa tulee valttaa

B

annosvalir

ANNO

muutosta ei tanita a ei tanvita a ei tanita
lisinopriili _._ c c c
al Annoksen / annosvalin [ Annoksen pienennys 50 % = Annoksen pienennys 75 %  Annoksen pienennys 75 %
muutosta ei tanita
ibuprofeeni _._ c D D

enteral-peroral

Annoksen / annosvalin Annosvali: 8 h Kayttoa tulee valttaa Kayttoa tulee valttaa

muutosta ei tanita

_‘_ A D B

Annoksen / annosvalin
muutosta ei tarvita

alendronaatti

enteral-peroral
Kayttoa tulee valttaa

metformiini c c D D

enteral-peroral

Kayttoa tulee valttaa

Annostelusuositukset: ks Kayttoa tulee valttaa

lisatiedot
sitagliptiini —‘— c c c
enteral-peroral Annoksen / annosvalin Annoksen pienennys 75 %  Annoksen pienennys 75 %

muutosta ei tanita

The GFR area to which the patient currently belongs is highlighted in the table.

After the table, deviations in the table are displayed in the reminder format. The structure of these remind-

ers is described in section 5.2.3.3.

Potilas kayttaa laaketta Janumet, joka sisaltaa metformiini-laakeainetta, paivaannoksella 20 mg. Katso erillinen kuvaus

o D
© Potilas kayttaa laaketta Marevan, joka sisaltaa varfariini-laakeainetta, paivaannoksella 3 mg. Katso erillinen kuvaus. '€ (i JD\<
o Potilas kayttaa laaketta Trexan, joka sisaltaa metotreksaatti-laakeainetta. Katso erillinen kuvaus. Laake on myds R

munuaistoksinen. [C
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Please note that the reminders are received even though the dosage has already been changed because
the system is unable to evaluate the “normal doses” of an individual patient and the changes made to
them.

5.3.7 Cumulative adverse drug reactions

This section is based on the Riskbase cumulative adverse drug reactions database (see 4.2.5). The table con-
tains nine key adverse drug reactions (columns) and the active agents (rows) of the patient's drugs. The
cells in the table show the typical adverse drug effect risks on a scale of zero (no risk or very low risk) to
three (high risk).

Kokonaislaakityksen haittavaikutusprofiili (riskbase) @
. >
o &° N 4? $
‘o‘\" & . \\; Q@}‘n & \oo . Q\q# .
& & g N & \"o\:\(° < & x>
& & & & & 6\";00 I \°\° &
« «~ @ v o < < 2 S
o e u AR A A
esomepratsoli 1
ibuprofeeni 2 1
lisinopriili
metformiini +
sitagliptiini
metotreksaatti 1 1 2
varfariini 3

The overall risk of each adverse effect for that drug combination is indicated by a letter code:

e A:No known increased risk.

e B:Therisk is slightly increased.

e C:Therisk is moderately increased.
e D:Therrisk is significantly increased.

You can display the overall risk classification in the tip window by hovering the mouse over the letter code.

By clicking the names or letter codes of the adverse drug reactions, you will receive instructions on how to
avoid the adverse drug reactions. At the same time, you can search substitute preparations with a lower
tendency to cause such adverse effects.

5.3.8 Interactions

This section contains reminders of possible drug interactions based on the information in the Inxbase data-
base (4.2.4). Only clinically significant reminders (level C and level D reminders) are displayed. The syntax
and severity levels of reminders are described in more detail in section 4.2.4.

Interaktiot @
Burana (ibuprofeeni) / Marevan (varfariini): Tulehduskipulaakkeiden ja varfariinin yhteiskaytto voi aiheuttaa vakavia 0
verenvuotoja. Yhteiskéytossa yla-Gl-kanavan verenvuodon riski on 2-3-kertainen verrattuna pelkkaan varfariiniin. [[2] an
Burana (ibuprofeeni) / Lisinopril (lisinopriili): NSAID:t voivat heikentaa lisinopriilin antihypertensiivisia vaikutuksia. NSAID-
© laakkeiden ja ACE-estajien yhteiskayton on raportoitu heikentaneen munuaisfunktiota erityisesti vanhemmilla potilailla 0 X

C
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5.3.9 Contraindications

This section generates a contraindication reminder when a drug is found on the patient's list of medications
that has a contraindication on the diagnosis list (see 4.2.3). The syntax and severity levels of reminders are
described in more detail in section 5.2.3.2.

Kontraindikaatiot @
Janumet / Sydamen vajaatoiminta D\
Burana / Sydamen vajaatoiminta. Vaikea kontrolloimaton sydamen vajaatoiminta D\

5.3.10 Drugrestrictions during pregnancy and breastfeeding

This section contains reminders related to the use of drugs during pregnancy and breastfeeding (see 4.2.7).
The syntax and severity levels of reminders are described in more detail in section 5.2.3.4.

Laakerajoitukset raskauden ja imetyksen aikana ©

Laakkeeseen Lisinopril, joka sisaltaa laikeaineen lisinopriili, littyy tason [l kayttorajoituksia raskauden aikana. Ks
tarkemmin Gravbase-tietokannan lisatiedoista

DA
Laakkeeseen Marevan, joka sisaltaa laakeaineen varfariini, liittyy tason J[0 kayttorajoituksia raskauden aikana. Ks

: DA<
tarkemmin Gravbase-tietokannan lisatiedoista

Laakkeeseen Trexan, joka sisaltas laakeaineen metotreksaatti, liittyy tason [l kayttorajoituksia raskauden aikana. Ks

DA
tarkemmin Gravbase-tietokannan lisatiedoista

e © o o

o Laakkeeseen Burana, joka sisaltaa laakeaineen ibuprofeeni, liittyy tason [€1] kayttorajoituksia raskauden aikana. Ks
©

: D4
tarkemmin Gravbase-tietokannan lisatiedoista

5.3.11 Overdose check

This section generates an overdose reminder when the daily dose of the drug exceeds the maximum daily
dose based on the drug indication (4.2.8). The syntax of reminders is described in more detail in section
5.2.3.5.

Yliannostarkastus @

o Alendronat-ladkkeen yliannostelu (paivaannos 20 mg)? Suositeltu maksimaalinen paivaannos oletetussa indikaatiossa
" Postmenopausaalinen osteoporoosi on 10 mg

5.4 Diagnosis-specific Overview (DSO)

5.4.1 Introduction

Patients with multiple diseases challenge treatment chains around the world. In particular, ageing causes
many diseases, but many lifestyle diseases and their complications are beginning to be seen in younger and
younger patients. These patients need comprehensive care, in which case it is essential that the clinicians
have a cross-cutting view of the patient's care.

A Diagnosis-specific Overview collects the different diagnoses of the patient and the associated treatment
in one place. The summary provides an overall picture of the patient's situation. This facilitates orientation
to the patient’s situation and treatment planning, especially for patients with multiple diseases, and re-
duces the time required to open different forms.

The Diagnosis-specific Overview is comprised of boxes that represent different perspectives on the pa-
tient's overall situation. The summary presents diagnoses, reminders, drugs, clinical guidelines, laboratory
results, calculators and procedures.
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The Diagnosis-specific Overview serves as a checklist of issues that should be taken into account. It can be
used to check, for example, the appropriateness of medication or the up-to-dateness of laboratory tests at
a glance. For more information on the section, use the info links (i).

5.4.2 List of diagnoses

A diagnosis is selected from the Current diagnoses list, in which case a summary of the diagnosis is dis-
played: Only reminders, treatment recommendations, laboratory results, calculators and procedures rele-
vant to the diagnosis are displayed.

Ajankohtaiset diagnoosit

Acne rosacea

Kaularangan
nikamarappeuma

Nivelreuma

Postmenopausaalinen
osteoporoosi

Sydamen vajaatoiminta

Tyypin 2 diabetes

5.4.3 List of medications

This section displays the patient's entire medication, but the drugs associated with the selected diagnosis
are at the top of the list in bold. Drug strength and dosage information is displayed only if it is available as
structured information.

Ajankohtaiset ladkkeet (5 )
Laake Vahvuus Yksikko Annostelu
Marevan 3 mg 1x1
Alendronat 10 mg 1x2

Burana 400 mg 1x3
Janumet 10 mg 1x2
Lisinopril

Nexium 20 mg 1x1

Trexan 10 mg

5.4.4 Examination results

This section displays laboratory and physiological measurement results, which are classified to be associ-
ated with the selected diagnosis. If the examination result is outside the limits, it is displayed in yellow. If
the result is too old to be interpreted, the examination date is marked with a yellow background colour.
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Ajankohtaiset tulokset (3 )
Nimi Tulos Yksikko Paivamaara
B-HbA1c 5.993 % 2017-02-13
BMI 245 kg/m"2 2017-02-13
GFR 68 ml/min 2017-02-13
RR 140/90 mmHg 2017-02-12
S-Krea 90 umol/l 2017-02-13
U-Alb/Kre 21 mg/mmol 2015-06-24
fP-Gluk 5 mmol/| 2017-02-13
fP-Kol 6.3 mmol/| 2017-02-13

5.4.5 Procedures

This section lists procedures classified to be related to the diagnosis. If the date of the procedure is too old
with regard to follow-up (e.g. too old fundus photography for a diabetic), the date is indicated in yellow.

Olennaiset toimenpiteet (5 )
Nimi Paivamaara
Silmapohjien kuvaus 2014-08-28

5.4.6 Reasoning Assistant reminders

This section lists the recommendations and warnings provided by the Reasoning Assistant for the selected
diagnosis (see 4.3.2). Critical reminders are marked with a red triangle. Reminders marked with a yellow
icon are more important/urgent than reminders marked with a grey icon. By clicking the reminder, you can
move to the description page of the decision rule that produced the reminder, where the background of
the reminder is explained (see 5.2.2).

Paatoksentuen muistutteet o

A Kalium on vaarallisella tasolla (S-K = 5.9 mmol/l 11.02.2017)! Aloita
hoito ja maarita kalium uudelleen.

Potilaalla on tyypin 2 diabetes ja korkea LDL-kolesteroli (fs-LDL-Kol
3.1 mmol/l 16.03.2015). Tehosta lipidihoitoa tai uusi lipiditestit, jos
tulokset ovat liian vanhoja.

5.4.7 Links to clinical guidelines

In this section, links to the main (yellow icons) and secondary (grey icons) treatment recommendations re-
lated to the selected diagnosis have been collected using the Treatment Recommendation Assistant (see
4.5).
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Linkit hoitosuosituksiin [: )

Diabeteksen maaritelma, erotusdiagnoosi ja luokitus (Laakarin
kasikirja)

Elintapaohjaus tyypin 2 diabeteksen hoidossa (Laakarin kasikirja)
Insuliinihoito tyypin 2 diabeteksessa (Laakarin kasikirja)
Oraaliset diabeteslaakkeet ja GLP-1-analogit (Laakarin kasikirja)
Tuore tyypin 2 diabetes (Laakarin kasikirja)
Tyypin 2 diabeteksen hoito ja seuranta (Laakarin kasikirja)
Tyypin 2 diabetes (Kaypa hoito)

© Diabeetikon hypoglykemia (Laakarin kasikirja)

© Diabeettinen retinopatia (Kaypa hoito)

© Diabeteksen munuaistauti (Kaypa hoito)

© Lihavuuden leikkaushoito (Laakérin kasikirja)

© Metabolinen oireyhtyma (Laakarin kasikirja)

5.4.8 Links to calculators

In this section, the Form Assistant (4.4) has been used to gather links to calculators associated with the se-
lected diagnosis. When the calculators are opened, the patient's clinical data has been automatically trans-
ferred to them in part or in full (5.2.1see).

Laskurit o

LDL (Friedewald)

Pituus cm 13.02.2017
Paino kg 13.02.2017

GHbA1c-muunnos Painoindeksi (BMI) = 24.5 kg/m2.
Normaalipaino.

Kehon painoindeksi >

Finriski-laskuri (THL)

6 Sources of error

6.1 Important sources of error

This chapter focuses on the sources of error of the clinical decision support system in the logical analysis of
patient data and the production of reminders. These sources of error are similar regardless of the elec-
tronic health record system to which the clinical decision support system is connected. Those sources of
error that depend on the specific implementation of the clinical decision support system to the electronic
health record system (presentation of reminders, indication of the urgency category, selection of infor-
mation to be sent to the clinical decision support system, etc.) are not dealt with in detail here. In terms of
taking these sources of error into account, the instructions and training provided by the supplier of the
electronic health record system play a key role.

Errors in Duodecim Clinical Decision Support can mainly be caused by three reasons:

1) Errors or deficiencies in the patient's structured data,
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2) Errorsin the logic of the analysis carried out by the device, and
3) Delays in updating the device as medical information develops and treatment practices change.

It is also important to understand that clinical decision support can never cover all clinically significant situa-
tions. Therefore, even if clinical decision support does not respond to the situation in any way, the patient
may have serious health problems.

6.2 Incomplete structured data

The quality of structured information cannot always be relied on. Storing and maintaining information in a
structured manner can be difficult. In our experience, this applies especially to patient diagnoses and medi-
cation and their validity information. The diagnosis classification is not always unambiguous and it may take
time to find the exact code, which is why the codes may not be recorded with an accuracy that would pro-
vide the best possibility to offer clinical decision support. On the other hand, the medication list may be
more similar to a list of prescriptions, which makes it difficult to determine what the patient's current medi-
cation really is. The reliability of recording procedures and radiological examinations may depend on
whether the procedure is ordered from the electronic health record system or through a separate system:
If the procedure code is only in a separate system, clinical decision support may not receive it at all. The
transmission of structured information between, for example, a hospital and a health centre may be incom-
plete, as the information is often in free text form in referrals and epicrises, from which it cannot be di-
rectly used for clinical decision support. Laboratory results, on the other hand, are usually in a pre-struc-
tured format, but the codes may contain laboratory and organisation specific variations. It is important that
the producer of the device is informed of any local laboratory codes. These are particularly common in
quick tests (e.g. INR and CRP). An effort will be made to map local codes in connection with the introduc-
tion of clinical decision support, but they may also be found during use.

The most common disadvantage of incorrect or missing structured data is unjustified reminders. For exam-
ple, clinical decision support may suggest measuring blood pressure even though it has actually been done,
but the result has not been recorded in structured form. On the other hand, justified reminders may not be
given. For example, if a patient has previously been on a course of warfarin due to a venous occlusion, but
the end of treatment has not been indicated on the drug list, a patient who needs warfarin again (e.g. as a
chronic atrial fibrillation develops) may be left without a reminder.

6.2.1 Sources of error in diagnosis information

The ICD-10 classification is extensive and complex and is often experienced as difficult to use. In addition,
recording diagnoses has served administrative needs to a large extent, and accurate recording has not been
of significant benefit in the immediate planning or implementation of the patient's care. It is therefore not
surprising that there are often shortcomings in structured diagnostic data. However, as clinical decision
support systems become more widespread, the benefits of more accurate recording of diagnoses may
move closer to clinicians and patients.

Possible errors related to diagnoses may be caused by at least:

e A completely missing diagnosis code
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e Inaccurate diagnosis code (e.g. non-insulin-dependent diabetes with multiple complications should
be coded E11.7, but E11 is often used to cover all non-insulin-dependent diabetes patients)

e Incorrect diagnosis code

e |n particular, the end date of the diagnosis data may be incorrectly transferred to clinical decision
support if the information about the permanent diagnosis is not marked or if the end date of the
diagnosis is not marked

Because the end dates of diagnoses are often inadequately recorded, clinical decision support has auto-
matic filtering, which recognises long-term diagnoses and, as a rule, ignores diagnoses that are intended to
be short-term and are more than six months old. This feature is used in most clinical decision support in-
stallations in Finland.

6.2.2 Sources of error in risk information

From the perspective of clinical decision support, the most important risk information is smoking status,
information on the ongoing pregnancy and information on clinically significant adverse effects caused by
drugs. If this information is entered non-structured in the patient record text, it is not available for clinical
decision support. If possible, this information should always be recorded in the electronic health record sys-
tem in a structured manner. The best way to record the pregnancy status is to enter the due date in the
appropriate field, if available. There is usually a view for adverse drug effect data, in which the information
can be recorded in a structured manner.

6.2.3 Sources of error in drug information

e Changes in medication prescribed elsewhere or implemented by the patient himself or herself or
changes in the medication’s dosing.

e Old drugs or medication courses that are no longer in use have remained on the medication list.

e (Old vaccinations have not been recorded in a structured format in the electronic health record sys-
tem.

6.2.4 Sources of error related to laboratory results

e Duodecim Clinical Decision Support does not recognise the existence of a laboratory test per-
formed on a patient if the code used by the electronic health record system for that test is missing
from the Duodecim Clinical Decision Support code list. For example, an abnormal code used by an
individual laboratory for a test may be the cause.

e The electronic health record system does not have direct access to the results, so they are not
transmitted Duodecim Clinical Decision Support (in this case, the laboratory results are often
viewed from a separate system, e.g. via a browser)

e laboratory errors (sample confusion, sample handling, etc.)

e Clinical decision support usually does not have access to all patient laboratory and other measure-
ment results, as the number of results may be limited by test to maintain acceptable system perfor-
mance. In this case, typically a few most recent readings of all the measurements are sent.

e The laboratory referral may remain hanging, unused, on the referral list, and Duodecim Clinical De-
cision Support may interpret the test as ordered even if the patient is not going to the test.
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6.2.5 Sources of error related to procedure codes

e Procedures performed in another care facility (e.g. a hospital) may not be transferred to the pa-
tient’s own (e.g. a health centre) electronic health record system as structured information.

e |[fthe ordered procedure or imaging examination is not performed for some reason, the order in-
formation may hang on the list even if it no longer reliably describes the future events.

e The procedure classification may be used differently in different units (the same procedure is rec-
orded with a different code).

6.3 Errors in the analysis logic

The decision rules for clinical decision support are carefully planned and reviewed by the editors of clinical

decision support who have both medical and technical expertise. The editor-in-chief approves the decision

rules before publication. Nevertheless, errors may sometimes remain in the logic of the decision rule, caus-
ing it to act inappropriately.

If the user suspects an error in the logic of the decision rule, the user should first read the description of the
rule on the clinical decision support website. The description aims to describe the logic of the decision rule
with sufficient accuracy to be useful when investigating an incorrect reminder.

6.4 Rapid development of medical knowledge

An attempt is made to maintain scripts on a regular basis, but if treatment practices suddenly change due
to, for example, observed adverse effects of the drug or the emergence of better treatment, Duodecim
Clinical Decision Support may provide advice based on old practices until the relevant decision rule has
been updated and the electronic health record system supplier has installed the update in the electronic
health record system.

If you suspect that the decision rule's advice is based on outdated information, you should first check the
description on the clinical decision support website. The description of the decision rule is linked to the
medical evidence on which the advice given by the decision rule is based. The description also shows the
last update date of the decision rule, which, however, reflects the situation on the Duodecim server, where
the latest versions of the decision rules can always be found. Depending on the patient system-specific up-
date schedules, the introduction of new decision rule versions in electronic health record systems may take
a long time.

7 Feedback and development suggestions

The development team of Duodecim Clinical Decision Support is happy to receive feedback on errors or
shortcomings identified by users and ideas for developing current or new content. In some electronic
health record systems, the feedback function is built directly in connection with the reminders provided by
the system. In addition, you can always provide feedback through the feedback function on the clinical de-
cision support website. If there is a technical problem in the clinical decision support system (for example, a
connection problem), you should primarily contact your own system support.
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8 User manual information

You can order a printed paper version of the manual from ebmeds.support(a)duodecim.fi. The delivery
time is seven calendar days from the date the request is received. There is no separate charge for the paper
version.

User Manual vl updated on 7 May 2021,

v2 updated on 3 June 2021 (information on content deficiencies caused by updates added to limitation of
liability)

v3 updated on 10 September 2021 (minor corrections to the text)

v4 updated on 22 November 2021 (minor corrections to the text)

v5 updated on 23 March 2022 (information about browser support added)

v6 updated on 25 March 2022 (images updated)

v7 updated in September 2022 (company’s new address and CE 0598)

v8 updated in June 2023 (document template changed and EBMEDS version information)

v9 updated in December 2023 (EBMEDS version information deleted, available on the website, |IE deleted
from browser requirements as it is no longer supported and not recommended)

v10 updated in November 2024: device and product names, and warnings and limitations of liability
(moved to the beginning of this manual)
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