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Key statement

Research question

The aim of this investigation is the exploratory examination of the need for revision of the
disease management programme “coronary heart disease” (DMP CHD). This examination
was conducted on the basis of current information relevant for the DMP CHD from selected
sources.

Conclusion

In the different information sources, new or deviating information was found on the
healthcare aspects of diagnostics, differentiated planning of treatment, therapeutic measures,
monitoring and follow-up, as well as rehabilitation and training of patients.

The individual components of the new or deviating information identified do not create an
urgent need for revision of the DMP CHD. However, due to the abundance of new
information it is proposed to initiate the procedure of updating the DMP CHD.
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1 Background

Systematically prepared guideline synopses of the Institute for Quality and Efficiency in
Health Care (IQWiG) serve the Federal Joint Committee (G-BA) as a basis for revision of the
requirements for the design of disease management programmes (DMPS).

Before the G-BA commissions IQWIG to prepare a systematic guideline synopsis, according
to its Code of Procedure it evaluates whether there are indications of a possible need for
revision of requirements for existing DMPs.

Disease management programmes

DMPs are structured treatment programmes for chronically ill people that are based on the
findings of evidence-based medicine. Within these programmes, treatment methods are
primarily used that correspond to the current state of scientific knowledge [1]. Patients thus
receive health care that aims to prevent as far as possible the risk of late complications and
acute deterioration of the disease and increase their quality of life. The goal of DMPs is,
among other things, to optimize treatment, promote collaboration with service providers and
thus better interlink diagnostic and therapeutic procedures [2].

The requirements for the design of the DMP are regulated in the G-BA’s directives [3,4] and,
according to the Social Code Book (SGB) V, must be regularly examined [1,2]. The G-BA’s
Code of Procedure also stipulates a regular examination of the requirements for the DMP [5].

Approach of the G-BA when examining the existing directives

The regular examination of the requirements of existing DMPs is performed in several steps
according to the G-BA’s Code of Procedure [5].

Initially it is examined whether there are indications of a possible need for revision of existing
directives. At this point the examination starts. The exploratory examination of the need for
revision aims to provide information to the G-BA to support its decision-making as to
whether a need for revision exists for a DMP. If, after examining all the necessary
information, the G-BA determines that there is a need for revision, it subsequently initiates
the procedure for revision of the respective DMP.

For the exploratory examination of the need for revision of DMPs, a methodology was tested
in a feasibility study (working paper GA14-06) [6] on the basis of which the present project
was commissioned.

Working paper GA14-06

In the working paper GA14-06 “Regular exploratory examination of the need for DMP
revision — a feasibility study using the example of the DMP ‘coronary heart disease’ (CHD)”
[6] it was tested to what extent a need for revision of DMPs can be determined by means of
the exploratory examination of guidelines, safety notices, the (German) Pharmaceutical
Directive, IQWIiG’s benefit assessments, as well as studies and systematic reviews.

Institute for Quality and Efficiency in Health Care (IQWIiG) -1-
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In the conclusion of the working paper it was noted, among other things, that the need for
revision of a DMP could be estimated with the chosen approach. According to a further result
of the working paper, instead of a search in bibliographic databases for studies and systematic
reviews, web-based information sources should be used that search for and assess evidence on
clinical interventions and make it available in a summarized form (referred to as “tertiary
sources” in the following text).

Also against this background, when the G-BA commissioned IQWiG with the present report,
it noted that the exploratory examination of the need for revision of the DMP CHD should
roughly follow the methodology of working paper GA14-06, but that in particular it should
dispense with the search for and assessment of studies, as well as systematic reviews.

Coronary heart disease

CHD manifests itself as arteriosclerosis (also called atherosclerosis) of the coronary arteries
[7,8]. The starting point of the disease is damage to the endothelial function resulting in
pathological lipid accumulation in the vessel wall and in the development of atherosclerotic
plagues. In most cases, no clinical symptoms exist in the early stage of disease. In the
advanced stage, the increasing stenosis of the vessels leads to an imbalance between the need
for oxygen and the oxygen supply in the heart muscle and subsequently to myocardial
ischaemia. This commonly manifests itself as angina pectoris (AP), that is, sudden pain in the
chest, jaw, arm or other regions, lasting seconds to minutes [9]. The development of heart
failure, myocardial infarction, or sudden cardiac death may be consequences of CHD [10].

CHD is a chronic disease. Stable AP is a clinical form of manifestation of CHD that
reproducibly occurs under physical or mental stress and is constant over months. In contrast,
acute phases of CHD that are directly life-threatening or fatal are summarized under the term
“acute coronary syndrome”. This also includes unstable AP occurring under slight or no
physical activity, myocardial infarction with or without ST-segment elevations, as well as
sudden cardiac death [11,12].

Risk factors for the development of CHD include increasing age, male sex, smoking, obesity,
hypertension, hypercholesterolaemia, and diabetes mellitus [11,13].

Guidelines

For the present report the term “guidelines” is used according to the definition of the US
Institute of Medicine (I0OM): “practice guidelines are systematically developed statements to
assist practitioner and patient decisions about appropriate health care for specific clinical
circumstances” [14] and “include recommendations intended to optimize patient care that are
informed by a systematic review of evidence and an assessment of the benefits and harms of
alternative care options” [15].

Guideline authors often award a “Grade of Recommendation” (GoR) and a “Level of
Evidence” (LoE). The GoR reflects the strength of a recommendation and is usually based on

Institute for Quality and Efficiency in Health Care (IQWIiG) -2-
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a weighing of the benefit and risks of treatment, on each specific healthcare context, as well
as on the strength of the underlying evidence or the LoE. The LoE represents an assessment
of internal validity of the studies underlying the recommendations; in this context, systematic
reviews of randomized controlled trials (RCTs) are generally awarded the highest LOE.
However, guideline developers use different systems to grade evidence and, within the LoE,
acknowledge varying importance of the different clinical and epidemiological studies, as well
as of further potentially biasing factors, if applicable.

Institute for Quality and Efficiency in Health Care (IQWIiG) -3-
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2 Research question

The aim of this investigation is the exploratory examination of the need for revision of the
DMP CHD. This examination was conducted on the basis of current information relevant for
the DMP CHD from selected sources.

Institute for Quality and Efficiency in Health Care (IQWIiG) -4 -
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3 Methods

To estimate the need for revision of the DMP CHD, information was compiled from current
evidence-based guidelines, tertiary sources, safety notices, the Pharmaceutical Directive, and
IQWIG’s benefit assessments. The information drawn upon in addition to the guidelines was
used to obtain indications of new developments in health care not yet considered in the
guidelines.

The target population of the investigation were men and women with diagnosed CHD
(chronic CHD or acute coronary syndrome). These are patients whose symptoms, medical
history (including concomitant diseases) and results of the clinical examination and stress
electrocardiogram (stress ECG) result in a probability of at least 90% for the existence of
CHD.

Evidence-based guidelines were included that had been specifically developed for patients
with CHD, were applicable to the German healthcare system, and published from September
2010 onwards. In addition, the recommendations had to be clearly formally designated.
Information from tertiary sources was included if it represented new or deviating information
in comparison with the DMP CHD and was supported by literature published from 2010
onwards. The safety notices included Drug Safety Mails (“Rote-Hand-Briefe”) and safety
notices from the Federal Institute for Drugs and Medical Devices (BfArM) published from
2010 onwards. Information from the current Pharmaceutical Directive had to contain
statements on changes in prescribability and IQWIiG’s benefit assessments had to be
published from 2010 onwards.

To identify DMP-relevant guidelines a focused Internet search was conducted in the guideline
database of the German Association of the Scientific Medical Professional Societies
(AWMF), as well as on the websites of selected multidisciplinary and specialist guideline
providers. Information from tertiary sources was identified via the websites of BMJ Clinical
Evidence, UpToDate, and DynaMed; safety notices were identified via the websites of the
Drug Commission of the German Medical Association (AkdA) and the Federal Institute for
Drugs and Medical Devices. Furthermore, information on changes in prescribability was
identified from the current Pharmaceutical Directive and IQWIiG’s benefit assessments were
identified via the IQWIiG website.

DMP-relevant guidelines were selected on the basis of title and abstract screening with
subsequent full-text evaluation of the potentially relevant guidelines. Title and abstract
screening was performed by one reviewer and a second reviewer checked the result. The full-
text evaluation and the selection of guidelines to be included were performed by 2 reviewers
independently of one another. In addition, it was evaluated and documented whether
information on upcoming updates of DMP-relevant guidelines was available.

The search for information from tertiary sources, for safety notices, information from the
Pharmaceutical Directive, and IQWIG benefit assessments, as well as assessment of the

Institute for Quality and Efficiency in Health Care (IQWIiG) -5-
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search results with regard to their DMP relevance, were in each case conducted by one
reviewer and checked by another. Discrepancies were solved through discussion.

To identify new or deviating information, the relevant search results were subsequently
compared with the requirements for the DMP CHD and checked by a second person.
Discrepancies were solved through discussion. With regard to the information from the
guidelines, only the extracted guideline recommendations with the highest possible GoR
within the classification system of a guideline were compared with the requirements for the
DMP CHD and evaluated with regard to new or deviating content. Alternatively, if no GoR
was available, the highest possible LoE of the highest reported evidence level was used
instead. If no recommendations on a healthcare aspect were available in the guidelines
supported by the highest possible GoR or alternatively the highest possible LoE, the
recommendations with the highest reported GoR on the respective healthcare aspect (or
alternatively the highest reported LoE) were evaluated with regard to new or deviating
content.

The new and deviating content identified was organized in tables according to healthcare
aspects. In the tables it was also described whether the new or deviating information was
relevant for evaluation of the need for revision of the DMP CHD. The information rated as
relevant was subsequently summarized in writing.

Finally, there was an evaluation as to whether the new or deviating information identified
would potentially lead to a change (amendment, deletion etc.) of the requirements of the DMP
CHD, that is, whether a revision of this DMP CHD should be initiated. The need for its
revision was to be rated as urgent if indications of specific healthcare risks existed.

Institute for Quality and Efficiency in Health Care (IQWIiG) -6-
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4 Results

4.1 Results of information retrieval

18 Feb 2016

4.1.1 Search in guideline databases and on websites of guideline providers

The systematic Internet search yielded 36 potentially relevant documents after title and
abstract screening, which were screened in full text. After evaluation of the general and

methodological inclusion criteria, 13 relevant guidelines were included.

In 5 of these guidelines, information on planned updates was identified.

Table 1: Abbreviations of the guidelines included and the publishing institutions

Abbreviation

Publisher

Information on
updates provided

ACC 2014 [16]  American College of Cardiology (ACC), American Heart no
Association (AHA)
ACCF 2013 [17] American College of Cardiology Foundation (ACCF), American no
Heart Association (AHA)
ACCF 2012 [18] American College of Cardiology Foundation (ACCF), American no
Heart Association (AHA)
AHA 2014 [19] American College of Cardiology (ACC), American Heart no
Association (AHA)
AHA 2011 [20] American Heart Association (AHA), American College of no
Cardiology Foundation (ACCF)
ESC 2013 [21] European Society of Cardiology (ESC) no
ESC 2012 [22] European Society of Cardiology (ESC) no
ESC 2011 [23] European Society of Cardiology (ESC) no
NCGC 2011 [24] National Clinical Guidelines Centre (NCGC) Next review
Sep/2015
NICE 2014 [25] National Institute for Health and Care Excellence (NICE) Next review
Sep/2015
NICE 2013 [26] National Institute for Health and Care Excellence (NICE) Next review
Dec/2015
NVL 2014°[12] German Medical Association (BAK), National Association of 1 Aug 2016
Statutory Health Insurance Physicians (KBV), German Association
of the Scientific Medical Professional Societies (AWMF)
SIGN 2013 [27] Scottish Intercollegiate Guidelines Network (SIGN) 2016

a: Comments on the consultation version of the NVL CHD could be submitted up to 4 December 2015.
CHD: coronary heart disease; NVL: Nationale VersorgungsLeitlinie (National Care Guideline)

4.1.2 Searches in tertiary sources

The searches yielded a total of 15 documents from the websites UpToDate (n=10), DynaMed
(n=4) and BMJ Clinical Evidence (n=1).

Institute for Quality and Efficiency in Health Care (IQWIiG)
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4.1.3 Search for safety notices

After title and abstract screening, the search for information on the safety risks of drugs on the
website of the Drug Commission of the German Medical Association yielded a total of 13
potential relevant Drug Safety Mails, which were screened in full text. After evaluation of the
general inclusion criteria, 12 relevant Drug Safety Mails were included in the report.

After title screening, the search for safety notices for medical devices on the website of the
Federal Institute for Drugs and Medical Devices yielded a total of 3 potentially relevant
documents from this institute, which were screened in full text. After evaluation of the general
inclusion criteria, none of its recommendations was included in the report.

4.1.4 Search in the Pharmaceutical Directive

After title screening, the search for information on the Pharmaceutical Directive on the G-BA
website yielded 3 potentially relevant documents, which were screened in full text. After
evaluation of the general inclusion criteria, 2 documents were included in the report.

4.1.5 Search for IQWIiG benefit assessments

After title screening, the search for benefit assessments on the IQWIG website yielded 22
potentially relevant benefit assessments and one potentially relevant addendum, which were
screened in full text. After evaluation of the general inclusion criteria, 4 relevant benefit
assessments and 1 addendum were included in the report.

4.2 Need for revision
4.2.1 Relevant information for the evaluation of the need for revision

The information identified via the search was examined with regard to whether it referred to
new or deviating information that could justify a need for revision of the DMP.

New or deviating recommendations in the guidelines that could justify a need for revision
were identified on the following healthcare aspects: diagnostics, differentiated planning of
treatment on the basis of individual risk assessment, therapeutic measures, monitoring and
follow-up, rehabilitation, and patient training.

In the tertiary sources, new or deviating information that was supported by studies published
from 2010 onwards and could justify a need for revision was identified on the following
healthcare aspects: diagnostics, differentiated planning of treatment on the basis of individual
risk assessment, therapeutic measures, and rehabilitation.

No new or deviating information that could justify a need for revision could be identified via
the safety notices, the Pharmaceutical Directive, and the IQWIiG benefit assessments.

In the following text, for the single healthcare aspects only the new or deviating information
relevant for the evaluation of the need for revision is summarized.

Institute for Quality and Efficiency in Health Care (IQWIiG) -8-
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4.2.1.1 Sufficient diagnostics for inclusion in a DMP

Three guidelines (ACCF 2012, ESC 2013, NVL 2014) and one tertiary source (UpToDate)
contain statements on diagnostics in patients with CHD.

Laboratory tests

To optimize drug therapy, guideline ESC 2013 recommends screening CHD patients for
type 2 diabetes and determining glycosylated haemoglobin (HbAlc) and fasting glucose
levels. According to the guideline, an oral glucose tolerance test (0GTT) is indicated if the
results for HbAlc and fasting glucose are ambiguous. Furthermore, in all patients creatinine
levels should be measured and renal function estimated.

Within basic diagnostics, besides clarifying cardiac risk factors, guideline NVL 2014
recommends determining haemoglobin, fasting lipid, and fasting glucose levels.

Technical diagnostic procedures

Guideline ESC 2013 recommends conducting resting echocardiography for all patients,
among other things to exclude alternative causes for AP or assess local wall motion
abnormalities. Echocardiography is recommended to assess left-ventricular (LV) systolic
(ACCF 2012, ESC 2013) and diastolic ventricular function (ACCF 2012, ESC 2013), as well
as to assess abnormalities of the myocardium, the heart valves, and the pericardium (ACCF
2012). Guidelines ACCF 2012 and NVL 2014 recommend resting echocardiography in
patients with indications of heart failure, after myocardial infarction, with pathological Q
waves in the ECG, with ventricular arrhythmia or heart murmurs suggestive of heart defects.

Guideline ESC 2013 recommends a stress test with a supplementary imaging test in patients
with a pretest probability of 66 to 85% or an LV ejection fraction of less than 50% without
anginal symptoms.

According to guideline NVL 2014, an imaging test under pharmacological stress should be
performed in patients with an intermediate pretest probability or in patients in whom an ECG
IS uninterpretable due to limited physical functioning.

The tertiary source UpToDate names magnetic resonance imaging as a further non-invasive
diagnostic procedure to assess myocardial ischaemia.

4.2.1.2 Differentiated planning of treatment on the basis of individual risk assessment
Two guidelines (AHA 2014, ESC 2011) and a tertiary source (DynaMed) contain statements

on the differentiated planning of treatment.

The guideline ESC 2011 and the tertiary source DynaMed name the use of established risk
scores to assess the prognosis and the risk of bleeding. Guideline AHA 2014 also
recommends the use of risk scores to assess the prognosis in patients with non-ST segment

Institute for Quality and Efficiency in Health Care (IQWIiG) -9-
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elevation myocardial infarction. In addition, the guideline recommends risk stratification
models for the treatment.

4.2.1.3 General measures, risk factor management, and handling of co- or
multimorbidity

Two guidelines (ACCF 2013, AHA 2014) and a tertiary source (DynaMed) contain state-
ments on general measures, risk factor management, and the handling of co- or multi-
morbidity.

According to the guidelines ACCF 2013 and AHA 2014 the patients should receive a detailed
and evidence-based treatment plan describing drug intake, time of follow-up, suitable
measures of physical activity and diet, as well as adherence to measures of secondary
prevention.

The tertiary source DynaMed notes that telephone-based care (telehome care) reduces
readmissions to hospitals and improves quality of life.

4.2.1.4 Drug therapy

Five guidelines (ACCF 2012, AHA 2014, AHA 2011, ESC 2013, ESC 2011) and 2 tertiary
sources (DynaMed, UpToDate) contain statements on drug therapy.

Vaccinations
Guidelines ACCF 2012 and AHA 2014 recommend an annual influenza vaccination.

Guideline AHA 2014 recommends a pneumococcal vaccination for patients > 65 years and
for high-risk patients.

Lipid-lowering drugs

Guideline ESC 2013 recommends early monitoring of liver function after starting statin
therapy. Furthermore, according to the guideline, creatine kinase should be measured in
patients taking statins and complaining of myopathy symptoms.

The tertiary source UpToDate notes that new studies raise concerns about the safety and
effectiveness of the combination of niacin (nicotinic acid)® and statins.

Furthermore, the tertiary source UpToDate refers to proprotein convertase subtilisin/kexin
type 9 (PCSKO9) inhibitors as new agents in addition to statins within lipid management in
patients with chronic CHD.

¥ Niacin is not on the market. It is not approved by the European Medicines Agency (EMA).

Institute for Quality and Efficiency in Health Care (IQWIiG) -10 -
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Inhibitors of the renin-angiotensin-aldosterone system (RAAS)

Besides the comorbidities of arterial hypertension, diabetes mellitus and LV dysfunction
(< 40%), the guidelines ACCF 2012, AHA 2011 and ESC 2011 name chronic renal failure as
a further therapeutic indication for treatment with angiotensin-converting enzyme (ACE)
inhibitors. Guideline ESC 2011 recommends that all patients should receive ACE inhibitors
for secondary prevention to prevent the reoccurrence of ischaemic events.

Besides the comorbidities of arterial hypertension, diabetes mellitus, and systolic heart failure,
in patients with stable AP and intolerance to ACE inhibitors, guideline ACCF 2012 names
chronic renal failure as a further therapeutic indication for administration of an angiotensin Il
receptor antagonist.

Symptomatic treatment and prophylaxis of angina pectoris

The tertiary sources DynaMed and UpToDate note that ranolazine can be used to treat anginal
symptoms instead of beta-blockers if the latter cause side effects, are contraindicated or
ineffective.

4.2.1.5 Monitoring and follow-up

Three guidelines (ACCF 2012, ESC 2013, NVL 2014) contain statements on monitoring or
follow-up.

For patients with stable AP, guideline ACCF 2012 recommends a follow-up at least once a
year. In this context, symptoms, clinical functions, complications, effectiveness, and
adherence to treatment should be recorded and cardiac risk factors should be monitored.

Guideline ESC 2013 recommends follow-up appointments for initially 4 to 6 months and later
once yearly. Follow-up should be taken care of by a general practitioner and, if necessary, he
or she should refer patients to a cardiologist. It should include a detailed medical history and
clinically justified laboratory tests.

Guideline ESC 2013 recommends an annual resting ECG and a further ECG in cases where
the anginal status has changed, symptoms suggest arrhythmia, or a change in drug therapy
could lead to changes in the electrical conduction of the heart. Furthermore, the guideline
recommends annual monitoring of blood lipids, glucose metabolism, and creatinine for all
patients with stable AP.

Guideline NVL 2014 recommends a stress ECG in patients with known CHD, changes in
symptoms and findings, as well as suspected progression.

According to guideline NVL 2014, in high-risk patients, risk stratification and regular
monitoring by means of non-invasive procedures should be conducted in close collaboration
with a cardiologist. According to the guideline, high-risk patients include patients with
chronic CHD and restricted LV function, multi-vessel disease, proximal stenosis of the ramus
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interventricularis anterior (RIVA stenosis), survived sudden cardiac death, diabetes mellitus,
suboptimal interventional result, or safety critical activities.

According to guidelines ACCF 2012 and NVL 2014, routine echocardiography should not be
conducted in patients with stable clinical symptoms and without planned treatment changes.

Guideline ACCF 2012 does not recommend the routine reassessment (<1 year) of LV
function by means of imaging procedures in patients without change in clinical status or if no
change in treatment is being considered.

4.2.1.6 Rehabilitation

Two guidelines (AHA 2011, NVL 2014) and 2 tertiary sources (DynaMed, UpToDate)
contain statements on rehabilitation.

According to guideline AHA 2011, low-risk patients can participate in outpatient instead of
inpatient rehabilitation. The tertiary sources DynaMed and UpToDate state that outpatient and
inpatient rehabilitation are equally effective in low-risk patients. In elderly patients, inpatient
and outpatient rehabilitation is equally effective with regard to quality of life and physical
functioning.

Guideline NVL 2014 recommends that relatives should also be included in counselling and
training.

Furthermore, the tertiary source UpToDate names smartphone-based rehabilitation as an
alternative to inpatient rehabilitation.

According to the tertiary source UpToDate, outpatient rehabilitation can be supported by
telemedicine.

4.2.1.7 Patient training

One guideline (ACCF 2012) contains statements on patient training.

According to guideline ACCF 2012, patients should receive an individual training plan, which
among other things contains the following items: a description of drug therapy and of risk
management strategies in a language comprehensible to patients, an overview of all
therapeutic options, as well as information on self-monitoring and on initiation of
corresponding measures in the event of symptom deterioration.

4.2.2 Evaluation of the need for revision

To evaluate the need for revision, the following new or deviating information was identified

from evidence-based guidelines and the tertiary sources DynaMed and UpToDate.

= Diagnostics with regard to
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]

indication for diagnostics by means of imaging and dependence on pretest probability
(quantitative specification of reference values for risk [probability] information)

naming of relevant laboratory parameters under consideration of comorbidities/risk
factors

naming of other non-invasive diagnostic methods

= Differentiated planning of treatment with regard to the definition of CHD risk scores
relevant to the German (European) population

= General measures, risk factor management, and handling of co- or multimorbidity with
regard to the provision of a treatment plan for patients

= Drug therapy with regard to

o

o

o

o

(annual) influenza and pneumococcal vaccination

early monitoring of liver function after start of statin therapy and of creatine kinase
under statin therapy

additional administration of new agents (PCSK9 inhibitors) within lipid management

a potential negative recommendation for the combination therapy of niacin and statins
within lipid management

naming of chronic renal failure as a further therapeutic indication for treatment with
ACE inhibitors or angiotensin Il receptor antagonists

treatment of all patients with ACE inhibitors for secondary prevention

treatment of anginal symptoms with ranolazine

= Monitoring and follow-up with regard to specification of follow-up periods, as well as
diagnostic measures and measures for prognosis assessment

= Rehabilitation with regard to

o

o

o

alternative measures (outpatient rehabilitation, smartphone-based rehabilitation)
besides inpatient rehabilitation

involvement of relatives

support by telemedicine

= Patient training with regard to the content of training mentioned above

The individual components of the new or deviating information identified do not generate an
urgent need for revision of the DMP CHD, as they do not justify a need for action to eliminate
specific healthcare risks.

However, due to the abundance of new information it is proposed to initiate the procedure for
updating the DMP CHD.
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5 Classification of the work result

According to the methodology, the following sources were used for the report to examine the
need for revision of the DMP CHD: information from current evidence-based guidelines,
tertiary sources, safety notices, the Pharmaceutical Directive, and IQWiG benefit assessments.
In addition to the information included in this report from the sources named, during the
preparation of the report further information on current developments was identified that
could potentially lead to a need for revision in the near future.

National Care Guideline (NVL) “chronic CHD”

On 6 November 2015 the consultation version of the NVL “chronic CHD” was published
[28]. Comments on the consultation version could be submitted up to 4 December 2015. It
can thus be assumed that during the course of 2016 an updated version of this guideline will
be published.

PCSKO9 inhibitors within lipid management

In the tertiary source UpToDate, PCSK9 inhibitors are named as an additional drug to statins
within lipid management with reference to several publications reporting positive effects
during the use of PCSK9 inhibitors [29,30].

The first PCSK9 inhibitors have been approved in Germany since mid-September 2015; these
drugs are currently being assessed within a benefit assessment according to § 35a Social Code
Book V.

New study results

New study results, such as those of the SPRINT* study (2015), which, among other things,
reports results on aggressive blood pressure control in multimorbid and older patients [31],
have potentially not yet been depicted in guidelines and tertiary sources, but can still justify a
need for revision.

4 Systolic Blood Pressure Intervention Trial.
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6 Conclusion

In the different information sources, new or deviating information was found on the
healthcare aspects of diagnostics, differentiated planning of treatment, therapeutic measures,
monitoring and follow-up, as well as rehabilitation and training of patients.

The individual components of the new or deviating information identified do not create an
urgent need for revision of the DMP CHD. However, due to the abundance of new
information it is proposed to initiate the procedure of updating the DMP CHD.
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