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Oxford Levels of Evidence (LoOE)

2a

2b

Therapy / Prevention, Aetiology / Harm

ic review (with h ity) of

Individual randomised controlled trials (with narrow Cq

controlled trials

Prognosis

Systematic review (with homogeneity) of inception cohort studies; clinical
decision rule validated in different populations

cohort study with 2 80% follow-up; clinical decision rule

Interval)
All or none

ic review (with h of cohort studies

Individual cohort study (i

validated in a single population
All or none case-series

cohort studies or

Systematic review (with h ity) of either retr
untreated control groups in randomised controlled trials

low quality i -.

cohort study or follow-up of untreated control patients in a

trials; e.g., < 80% follow-up)

"Outcomes" Research; Ecological studies

ic review (with h of case-control studies

Individual Case-Control Study

Case-series (and poor quality cohort and case-control studies)

Expert opinion without explicit critical appraisal, or based on
physiology, bench research or "first principles"

randomised controlled trials; Derivation of clinical decision rule or validated on
split-sample only

"Outcomes" Research

Case-series (and poor quality prognostic cohort studies)

Expert opinion without explicit critical appraisal, or based on physiology, bench
research or "first principles"

Oxford Centre for Evidence-based Medicine Levels of Evidence (LOE) and Grades of Recommendation (GR). Vereinfachte Version

(Thomssen/Harbeck).

Quelle: Oxford Centre for Evidence based Medicine Levels of Evidence (May 2001; http://minerva.minervation.com/cebm/)
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Oxford Grades of Recommendation (GR)
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in der DKG e.V.
Guidelines Breast
Version 2026
B consistent level 2 or 3 studies or extrapolations from level 1
studies
C level 4 studies or extrapolations from level 2 or 3 studies
D level 5 evidence or troublingly inconsistent or inconclusive
UG studies of any level

Oxford Centre for Evidence-based Medicine Levels of Evidence (LOE) and Grades of Recommendation (GR). Vereinfachte Version
(Thomssen/Harbeck).
Quelle: Oxford Centre for Evidence based Medicine Levels of Evidence (May 2001; http://minerva.minervation.com/cebm/)
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inder DGGG .. ++ This investigation or therapeutic intervention is highly beneficial for patients,
aerEEa: can be recommended without restriction, and should be performed.

Guidelines Breast

Version 2026 + This investigation or therapeutic intervention is of limited benefit for patients
and can be performed.

+/- This investigation or therapeutic intervention has not shown benefit for
patients and may be performed only in individual cases. According to current
knowledge a general recommendation cannot be given.

- This investigation or therapeutic intervention can be of disadvantage for
patients and might not be performed.

-- This investigation or therapeutic intervention is of clear disadvantage for
CESTEED patients and should be avoided or omitted in any case.

Da sich der Empfehlungsgrad der Oxford Klassifikation streng nach dem Evidenzlevel richten, gibt dieser keine Information fiir die
tagliche Praxis, welches Gewicht einer drztlichen MaRnahme im multimodalen Diagnose- und Behandlungskonzept zuzuordnen
ist. Die Organkommission hat deshalb einen eigenen Empfehlungsgrad entwickelt, der versucht, diese Information zur Verfliigung
zu stellen.

Wahrend Sie durch das Evidenzlevel und den Empfehlungsgrad der Oxford Klassifikation eine Aussage zur wissenschaftlichen
Begriindung einer arztlichen MaRnahme erhalten, stellt der AGO-Empfehlungsgrad eine Expertenbeurteilung der betreffenden
MaRnahme dar, der eine alle Aspekte umfassende Risiko-Nutzen-Analyse zugrunde liegt.
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Health Literacy

S“‘""“ Definition
©AGOe. V.
e e “Health literacy is linked to literacy and entails people’s
in the DKG e.V.

Guidelines Breast

knowledge, motivation and competences to access,
Version 2026.1E

understand, appraise, and apply health information
in order to make judgments and take decisions in everyday
life concerning healthcare, disease prevention and health

promotion to maintain or improve quality of life during the
life course.”

Sgrensen et al., (2012)

www.ago-online.de

Sgrensen K, Van den Broucke S, Fullam J, et al. Health literacy and public health: A systematic review and integration of
definitions and models. BMC Public Health. 2012, 12:80
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Digital Health Literacy

E Smm Definition
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Guidelines Breast a-a . . HH 1
Version 2026.1E Digital health literacy is the ability to search for, find, understand and

evaluate health-related information in relation to digital applications and
digital information services and to apply the acquired knowledge to solve
a health problem.

www.ago-online.de

1. Leitlinienprogramm Onkologie (Deutsche Krebsgesellschaft, Deutsche Krebshilfe, AWMF): Psychoonkologische Diagnostik,
Beratung und Behandlung von erwachsenen Krebspatient*innen, Langversion 2.1, August 2023, AWMF-Registernummer: 032-
0510L https://www.leitlinienprogramm-onkologie.de/leitlinien/psychoonkologie/; Zugriff am 01.01.2026; Kapitel 11.1
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Health Literacy

SWHA Patient-centered Communication
Oxford
©AGOe. V. . .. . . .
inthe DGGG e.V. Aim of a physician-patient communication: enable a self- LoE AGO
in the DKG e.V. determined decision based on sufficient health competence 2
) 5 . . . a +
Guideings Breast (Shared Decision Making)

Doctor-patient communication is key for acquiring health competence. It is

the basis for successful oncological treatment and support. Core elements
are, for example:

Non-directive communication - i.e. those seeking advice have the right to choose
their own goals in life, even if they contradict generally accepted, even evidence-
based, recommendations after well-founded consideration.

Comprehensible communication - i.e. geared to the level of knowledge, reception
habits, competence requirements and preferences of the different patients

www.ago-online.de

1. Sendergaard SM, The impact of shared decision making on time consumption and clinical decisions. A prospective cohort study.
Patient Education and Counseling, Volume 104, 2021.

2. V, Muhlbauer, Berger-Hoger B, Albrecht M, Miihlhauser |, and Steckelberg A. "Communicating Prognosis to Women with Early
Breast Cancer - Overview of Prediction Tools and the Development and Pilot Testing of a Decision Aid." [In eng]. BMC health
services research 19, no. 1 (2019-3-15 2019): 171. https://doi.org/doi:. https://pubmed.ncbi.nim.nih.gov/30876414/.

3. Institut fir Qualitat und Wirtschaftlichkeit im Gesundheitswesen. Behandlungsgesprache; Fiihrt eine gemeinsame

Entscheidungsfindung von Arzt und Patient bei der Therapiewahl zu besseren Ergebnissen? HTA-Bericht im Auftrag des IQWiG
[online]. 2024 [Zugriff: 01.01.2026]. URL: https://doi.org/10.60584/HT22-01.
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Health Literacy

Basic Principles of Patient-centered Communication

Communicate information truthfully and empathetically

Impart medical evidence-based knowledge in lay language

Critical debate of pseude-scientific recommendations

Active listening

Showing empathy

Actively listening and expressing empathy

Find out if and how the patient wants to be informed about his / her situation
Use understandable language avoiding or explaining technical terms

Continuously improve understanding through e.g. repetitions, breaks, summary,
comprehensible information material

Encourage asking questions and expressing feelings

Identifying individual stresses, problems and needs

Motivating self-determination and personal activities ("empowerment")
Giving hope for healing and relief

Offer further assistance (e.g. psycho-oncology, self-help)

Institut fir Qualitat und Wirtschaftlichkeit im Gesundheitswesen. Behandlungsgesprache; Fihrt eine gemeinsame
Entscheidungsfindung von Arzt und Patient bei der Therapiewahl zu besseren Ergebnissen? HTA-Bericht im Auftrag des IQWiG
[online]. 2024 [Zugriff: 01.01.2026]. URL: https://doi.org/10.60584/HT22-01.
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Health Literacy

Communication

Non-directive and evidence-based doctor-patient communication geared to
the current needs, values, problems, resources and preferences of patients
has beneficial effects.

Oxford
LoE
= Reduction of fear 2a
= Trust in treating oncologists is increased 2a
= Treatment satisfaction is increased 2a
= Therapy adherence is increased 2a
= Decision making is improved 2a
= Mental complaints are improved 2a

1. Leitlinienprogramm Onkologie (Deutsche Krebsgesellschaft, Deutsche Krebshilfe, AWMF): Psychoonkologische Diagnostik,
Beratung und Behandlung von erwachsenen Krebspatient*innen, Langversion 2.1, August 2023, AWMF-Registernummer: 032-
0510L https://www.leitlinienprogramm-onkologie.de/leitlinien/psychoonkologie/; Zugriff am 01.01.2026
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Health Literacy

Communication Training

Qualified training measures can help to promote
communicative skills.

communication training for doctors can e.g.

Enhance empathy
Extend and enrich communication skills

Increase patient satisfaction (information,
support, consideration of concerns)

Improve transmission of information

Oxford
LoE AGO

2a

2a
2a

2a

Leitlinienprogramm Onkologie (Deutsche Krebsgesellschaft, Deutsche Krebshilfe, AWMF): Psychoonkologische Diagnostik, Beratung
und Behandlung von erwachsenen Krebspatient*innen, Langversion 2.1, August 2023, AWMF-Registernummer: 032-0510L
https://www.leitlinienprogramm-onkologie.de/leitlinien/psychoonkologie/; Zugriff am 01.01.2026
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Decision Aids

Guideings Breast | = wide range of preventive, diagnostic and therapeutic applications
- are offered as brochures, decision charts, videos or computer programs

- contain information on advantages and disadvantages, available options and
instructions for individualized decision-making

- are used individually or as components of structured counseling or training.

The minimum quality standards are evidence-based, complete, unbiased and
comprehensible.

www.ago-online.de

Medical decision aids do not replace medical advice.

1. Lenz M, Buhse S, KasperlJ, KupferR, Richter T, Miihlhauser I. Entscheidungshilfen fiir Patienten Decision Aids for Patients Dtsch
Arztebl Int 2012; 109(22-23): 401-8; DOI: 10.3238/arztebl.2012.0401

2. Stacey D, Lewis KB, Smith M, Carley M, Volk R, Douglas EE, Pacheco-Brousseau L, Finderup J, Gunderson J, Barry MJ, Bennett CL,
Bravo P, Steffensen K, Gogovor A, Graham ID, Kelly SE, Légaré F, Sondergaard H, Thomson R, Trenaman L, Trevena L. Decision aids
for people facing health treatment or screening decisions. Cochrane Database of Systematic Reviews 2024, Issue 1. Art. No.:
CD001431. DOI: 10.1002/14651858.CD001431.pub6b
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©AGOe. V. Oxford
in t?e DGGG e.V.
ﬁ\nthe DKGe.V. LoE AGO
Faceipee b The use of decision support in the physician-patient +

communication

improves knowledge about treatment options la
reduces the decision conflict la
improves the level of information la
increases the feeling about the clarity of personal values la
encourages a more active role in decision-making 2b
www.ago-online.de = improves risk perception 2b
improves the match between the chosen option and the patient's 2b

values

Decision Aids
1.

Stacey D, Légaré F, Col NF, et al. Decision aids for people facing health treatment or screening decisions. Cochrane Database Syst
Rev. 2014;(1):CD001431. Published 2014 Jan 28. doi:10.1002/14651858.CD001431.pub4

Zdenkowski, Nicholas, Butow P, Tesson S, and Boyle F. "A Systematic Review of Decision Aids for Patients Making a Decision
About Treatment for Early Breast Cancer." [In eng]. Breast (Edinburgh, Scotland) 26 (2016-4 2016): 31-45. https://doi.org/doi:.
https://pubmed.ncbi.nim.nih.gov/27017240/.

Krassuski L, Vennedey V, Stock S, Kautz-Freimuth S. Effectiveness of decision aids for female BRCA1 and BRCA2 mutation carriers:
a systematic review. BMC Med Inform Decis Mak. 2019;19(1):154. Published 2019 Aug 1. d0i:10.1186/s12911-019-0872-2

V, Mihlbauer, Berger-Hoger B, Albrecht M, Miihlhauser |, and Steckelberg A. "Communicating Prognosis to Women with Early
Breast Cancer - Overview of Prediction Tools and the Development and Pilot Testing of a Decision Aid." [In eng]. BMC health
services research 19, no. 1 (2019-3-15 2019): 171. https://doi.org/doi:. https://pubmed.ncbi.nim.nih.gov/30876414/.

Kautz-Freimuth S, Redaélli M, Isselhard A, et al. Evaluation of two evidence-based decision aids for female BRCA1/2 mutation
carriers in Germany: study protocol for a randomised controlled parallel-group trial. Trials. 2022;23(1):157. Published 2022 Feb
16. d0i:10.1186/s13063-022-06081-7

10



6. Salwei ME, Ancker JS, Weinger MB. The decision aid is the easy part: workflow challenges of shared decision making in cancer care.
J Natl Cancer Inst. 2023 Nov 8;115(11):1271-1277.

7. Kautz-Freimuth S, Redaelli M, Shukri A, Kentenich H, Simic D, Mildenberger V, Schmutzler R, Rhiem K, Stock S. Effectiveness of
evidence-based decision aids for women with pathogenic BRCA1 or BRCA2 variants in the german health care context: results from
a randomized controlled trial. BMC Med Inform Decis Mak. 2023 Oct 16;23(1):223

8. WangY, Zhang Q, Cheng C, Wang X, Yin J, Qiang W. Effects of a web-based decision aid on breast cancer patients considering a
breast reconstruction: a randomized controlled trial. BMC Womens Health. 2025 May 7;25(1):217. doi: 10.1186/s12905-025-
03754-8.

9. Institut fir Qualitat und Wirtschaftlichkeit im Gesundheitswesen. Behandlungsgesprache; Fiihrt eine gemeinsame
Entscheidungsfindung von Arzt und Patient bei der Therapiewahl zu besseren Ergebnissen? HTA-Bericht im Auftrag des IQWiG
[online]. 2024 [Zugriff: 01.01.2026]. URL: https://doi.org/10.60584/HT22-01.

10. Stacey D, Lewis KB, Smith M, Carley M, Volk R, Douglas EE, Pacheco-Brousseau L, Finderup J, Gunderson J, Barry MJ, Bennett CL,
Bravo P, Steffensen K, Gogovor A, Graham ID, Kelly SE, Légaré F, Sondergaard H, Thomson R, Trenaman L, Trevena L. Decision aids
for people facing health treatment or screening decisions. Cochrane Database of Systematic Reviews 2024, Issue 1. Art. No.:
CD001431. DOI: 10.1002/14651858.CD001431.pub6.
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Guid_elines Breast +
Veson 202618 The use of decision coaching by health professionals based on

evidence-based patient information can improve the decision-making

process of patients.

Decision coaching is able to improve

= the knowledge of patients 2a B

= the active role of patients in the process of decision making 2b B

www.ago-online.de

Active Role:

1. Berger-Hoger B, Liethmann K, Miihlhauser |, et al. Nurse-led coaching of shared decision-making for women with ductal carcinoma in
situ in breast care centers: A cluster randomized controlled trial. Int J Nurs Stud. 2019;93:141-152.
doi:10.1016/j.ijnurstu.2019.01.013

2. Isselhard A, Topper M, Berger-Hoger B, et al. Implementation and evaluation of a nurse-led decision-coaching program for healthy
breast cancer susceptibility gene (BRCA1/2) mutation carriers: a study protocol for the randomized controlled EDCP-BRCA
study. Trials. 2020;21(1):501. Published 2020 Jun 8. doi:10.1186/s13063-020-04431-x

3. Berger-Hoger B, Vitinius F, Fischer H, et al. Nurse-led decision coaching by specialized nurses for healthy BRCA1/2 gene mutation
carriers - adaptation and pilot testing of a curriculum for nurses: a qualitative study. BMC Nurs. 2022;21(1):42. Published 2022 Feb
10. d0i:10.1186/s12912-022-00810-8

4. Kautz-Freimuth S, Shukri A, Stracke C et al. Factors influencing role preferences in decision-making of healthy women with BRCA1/2
pathogenic variants: subanalysis from a randomised controlled decision coaching trial. BMC Cancer. 2025 Jan 28;25(1):164. doi:
10.1186/512885-025-13541-1. PMID: 39875875; PMCID: PMC11776258.

Informedness:
1. Stacey D, Kryworuchko J, Bennett C, et al. Decision coaching to prepare patients for making health decisions: a systematic review of

11



decision coaching in trials of patient decision aids. Med Decis Mak. 2012;32(3):E22—-33.

2. Stacey D, Kryworuchko J, Belkora J, et al. Coaching and guidance with patient decision aids: a review of theoretical and empirical
evidence. BMC Med Inform Decis Mak. 2013;13(Suppl 2):S11. https://doi.org/10.1186/1472-6947-13-52-511

General:

1. JullJ, Képke S, Boland L, et al. Decision coaching for people making healthcare decisions. Cochrane Database of Syst Rev.
2021;11(11):CD013385. https://doi.org/10.1002/14651858.CD013385.pub2



Y —X<>4

[  MmMAMMA
3
>

Use of eHealth in breast cancer patients

bt Oxford
in the DKG e.V. LOE GR AGO
Guidelines Breast
Version 2026.1 * Use of DiGA to improve quality of life during and 1b B +
after breast cancer therapy
= PRO-based management for reduction of therapy- 1b A +
associated side effects and for improvement of
quality of life
= PRO-based management for improvement of 1b B +/-

survival in metastatic breast cancer

www.ago-online.de

* See current DiGA status / reimbursement

DiGA aktuell: diga.bfarm.de

1.

Wolff J, Seidel S, Wuelfing P et al. (2024). App-based support for breast cancer patients to reduce psychological distress during
therapy and survivorship —a multicentric randomized controlled trial. Frontiers in Oncology,14.
https://doi.org/10.3389/fonc.2024.1354377

Groene N and Schneck L (2023) Covering digital health applications in the public insurance system: how to foster innovation in
patient care while mitigating financial risks— evidence from Germany. Front. Digit. Health 5:1217479. doi:
10.3389/fdgth.2023.1217479

Kramer U, Borges U, Fischer F, Hoffmann W, Pobiruchin M, Vollmar HC. DNVF-Memorandum — Gesundheits- und Medizin-Apps
(GuMAs). Das Gesundheitswesen 2019; 81(10): 154 - 170. DOI: 10.1055/s-0038-1667451

Vollmar HC, Kramer U, Miiller H, Griemmert M, Noelle G, Schrappe M. Position Paper of The AG Digital Health DNVF on Digital
Health Applications: Framework Conditions For Use in Health Care, Structural Development and Science. Gesundheitswesen. 2017
Dec;79(12):1080-1092. doi: 10.1055/s-0043-122233. Epub 2017 Dec 29.; 12/2017

Wanchai, A, Anderson EA, and Armer JM. "A Systematic Review of M-Health Apps on Managing Side Effects of Breast Cancer
Treatment." [In eng]. Supportive care in cancer : official journal of the Multinational Association of Supportive Care in Cancer 31, no.
1(2022-12-27 2022): 86. https://doi.org/doi:10.1007/s00520-022-07464-x. https://pubmed.ncbi.nim.nih.gov/36574048/

Horn A, JirG-Hillmann S, Widmann J, Montellano FA, Salmen J, Pryss R, Wockel A, Heuschmann PU. Systematic review on the

12



10.

11.

12.

13.

14.

15.

effectiveness of mobile health applications on mental health of breast cancer survivors. Journal of Cancer Survivorship
https://doi.org/10.1007/s11764-023-01470-6

Singleton AC, Raeside R, Hyun KK, Partridge SR, Di Tanna GL, Hafiz N, Tu Q, et al. "Electronic Health Interventions for Patients with
Breast Cancer: Systematic Review and Meta-Analyses." [In eng]. Journal of clinical oncology : official journal of the American
Society of Clinical Oncology 40, no. 20 (2022-7-10 2022): 2257-70. https://doi.org/d0i:10.1200/JC0.21.01171.
https://pubmed.ncbi.nim.nih.gov/35500200/.

Cruz FOAM,, Vilela RA, Ferreira EB, Melo NS, and Reis PEDD. "Evidence on the Use of Mobile Apps During the Treatment of Breast
Cancer: Systematic Review." [In eng]. JIMIR mHealth and uHealth 7, no. 8 (2019-8-27 2019): e13245. https://doi.org/doi:.
https://pubmed.ncbi.nim.nih.gov/31456578/.

Luo X, Chen Y, Chen J, Zhang Y, Li M, Xiong C, and Yan J. "Effectiveness of Mobile Health-Based Self-Management Interventions in
Breast Cancer Patients: A Meta-Analysis." [In eng]. Supportive care in cancer : official journal of the Multinational Association of
Supportive Care in Cancer 30, no. 3 (2022-3 2022): 2853-76. https://doi.org/doi:. https://pubmed.ncbi.nim.nih.gov/34561732/.
Jongerius C, Russo S, Mazzocco K, and Pravettoni G. "Research-Tested Mobile Apps for Breast Cancer Care: Systematic Review." [In
eng]. JMIR mHealth and uHealth 7, no. 2(2019-2-11 2019): €10930. https://doi.org/doi:.
https://pubmed.ncbi.nim.nih.gov/30741644/

Uncovska M, Freitag B, Meister S, Fehring L Rating analysis and BERTopic modeling of consumer versus regulated mHealth app
reviews in Germany. Digital Medicine (2023)6:115 ; https://doi.org/10.1038/s41746-023-00862-3

Uncovska M, Freitag B, Meister S, Fehring L Rating Patient Acceptance of Prescribed and Fully Reimbursed mHealth Apps in
Germany: An UTAUT2-based Online Survey Study.Journal of Medical Systems (2023) 47:14 https://doi.org/10.1007/s10916-023-
01910-x

Speiser D, Heibges M, Besch L, Hilger C, Keinert M, Klein K, Rauwolf G, Schmid C, Schulz-Niethammer S, Stegen S, Westfal V, Witzel
|, Zang B, Kendel F, Feufel MA. Paradigmatic Approach to Support Personalized Counseling With Digital Health (iKNOW). JMIR Form
Res. 2023 Apr 21;7:e41179. doi: 10.2196/41179.

Wolff J, Wuelfing P, Koenig A, Ehrl B, Damsch J, Smollich M, Baumann FT, Harbeck N, Wuerstlein R.App-Based Lifestyle Coaching
(PINK!) Accompanying Breast Cancer Patients and Survivors to Reduce Psychological Distress and Fatigue and Improve Physical
Activity: A Feasibility Pilot Study. Breast Care (Basel). 2023 Oct;18(5):354-365. doi: 10.1159/000531495. Epub 2023 Jun 16.
Holtdirk F, Mehnert A, Weiss M, Mayer J, Meyer B, Bro'de P, et al. (2021) Results of the Optimune trial: A randomized controlled
trial evaluating a novel Internet intervention for breast cancer survivors. PLoS ONE 16(5): e0251276.
https://doi.org/10.1371/journal.pone.0251276



16. Harbeck N, Kates R, Schinkéthe T, Schumacher J, Wuerstlein R, Degenhardt T, Liftner D, Rath P, Hoffmann O, Lorenz R, Decker T,
Reinisch M, Gohler T, Staib P, Gluz O, Fasching PA, Schmidt M; AGO-B, WSG PreCycle investigators. Favorable impact of therapy
management by an interactive eHealth system on severe adverse events in patients with hormone receptor-positive, HER2-
negative locally advanced or metastatic breast cancer treated by palbociclib and endocrine therapy. Cancer Treat Rev. 2023
Dec;121:102631. doi: 10.1016/j.ctrv.2023.102631. Epub 2023 Oct 18. PMID: 37862832

17. Leitlinienprogramm Onkologie (Deutsche Krebsgesellschaft, Deutsche Krebshilfe, AWMF): Interdisziplinare S3-Leitlinie flr die
Diagnostik, Therapie und Nachsorge des Mammakarzinoms. https://www.leitlinienprogramm-
onkologie.de/fileadmin/user_upload/LL_Mammakarzinom_Langversion_5.02_Konsultationsfassung.pdf. (letzter Zugriff
02.01.2026)



