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Incorporated:
· Quality indicators of the S3 guidelines for oral cavity, oropharynx/hypopharynx and laryngeal cancer

The Technical and Medical Requirements for organ-specific diagnostics and the treatment of head and neck cancer within the Oncology Centres are laid down in this module.

When the tumour entity described in the available module is part of the Oncology Centre, then the Technical and Medical Requirements specified here are the basis for the certification of the Oncology Centre.

The catalogue of requirements is based on the TNM - Classification of Malignant Tumours, 8th edition 2017 as well as the ICD classification ICD-10-GM 2025 (BfArM) and the ICD classification ICD-O-3 (BfArM) (Topography) 2019 and the OPS classification OPS 2025 (BfArM).
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Network/Main cooperation partners 

The Centre's cooperation partners are registered in a master data sheet with the certification agency OnkoZert. The details in the master data sheet are published on www.oncomap.de. Any new or no longer valid cooperation is to be notified immediately to OnkoZert, outside the certification period, too. Other updates (e.g. changes to the head, contact data) must be corrected in the master data sheet prior to the annual surveillance audit. The master data sheet with the registered cooperation partners can be requested from OnkoZert as a file.
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1.	 General information on the Head and Neck Cancer Centre

	1.1	 Structure of the network


	Section
	Requirements
	Explanatory remarks by the Cancer Centre

	1.1.1
	The requirements of the Catalogue of Requirements Oncology Centres are to be met.
 
Any special features of head and neck tumours are to be described here with details of responsibilities.
	

	1.1.2
	Cooperation agreements
A cooperation agreement must be entered into with cooperating external treatment partners. Documentation must be provided that they meet the appropriate Technical and Medical Requirements of the Catalogue of Requirements (not every service provider has to be a cooperation partner as well). The cooperation partners are to be listed in the "Master Data Sheet" (administration by OnkoZert). Internal cooperation is formalised in employment contracts.
 
Main cooperation partners
Surgical and medical oncology (ENT medicine and oral & maxillofacial surgery), haematology/oncology, radiology, pathology, radio-oncology.
 
Cooperation partners
In addition to the cooperation partners mentioned in section 1.1.6 of the Catalogue of Requirements, cooperation agreements are to be entered into with:
phoniatrics / speech therapy, dermatology, ophthalmology, neurosurgery.
	

	1.1.3
	Connection Oncology Centre
One of the treatment units, ENT and/or OMS, must be part of a certified Oncology Centre.
	

	1.1.4
	Multi-clinical sites
· ENT and OMS treatment units may be located at different clinical sites.
· The OMS treatment unit may cooperate with different Head and Neck Cancer Centres (MHNTs); assignment of all patients to the Centres must be ensured.
· The distance between the OMS and ENT units must not exceed 45 km (if there is a need for wider geographical provision of care, a special waiver increasing this to maximum 90 km is possible)
· If available locally, cooperation between main oncology units are the rule and take preference over other forms of cooperation.
	

	1.1.5
	The MHNT-Centre should stage an event for patients and/or referrers once a year.
	




	1.2	 Interdisciplinary cooperation


	Section
	Requirements
	Explanatory remarks by the Cancer Centre

	1.2.1.a
	Number of primary cases
 
· 75 primary cases (= invasive neoplasms and in situ cancer of the upper aerodigestive tract (main nasal cavity and paranasal sinuses, oral cavity, pharynx and larynx, salivary glands) not including oesophagus
ICD 10 list in the Data Sheet
 
For further information, see FAQ.
	

	1.2.1.b
	Definition primary case:
· Patients and not stays and not surgical procedures;
· A metachronous second tumour of another entity (main nasal cavity and paranasal sinuses, oral cavity, pharynx and larynx, salivary glands) that presented after the end of primary treatment is deemed to be another primary case;
· Histology report must be available;
· Count time is the time of initial diagnosis (date of biopsy) 
· Patients, who are only presented for the purposes of seeking a second opinion or for the purposes of consultation, are not included;
· All patients with initially diagnosed, localised or metastasised cancer, who are presented to the Centre or in the tumour board, and receive main parts of their treatment there;
· A patient can only be counted as a primary case for 1 Centre;
· Complete recording in the tumour documentation system.
	

	1.2.1.c
	Recurrent and secondary remote metastases
 
Recurrent (local, regional lymph node metastases) and secondary remote metastases are recorded separately from primary cases (see Data Sheet).
	

	1.2.2
	Interdisciplinary pretherapeutic* and therapeutic tumour board
 
A tumour board must be held at least once a week.
Participants:
Surgeon**, diagnostic radiologist, pathologist, radio-oncologist, haematologist, and oncologist
 
Depending on the indication, other participants (nuclear medicine specialist, plastic surgeons, etc.) are to be invited.
If the haematologist/oncologist is unable to attend the conference, he/she may be represented by the chemotherapy specialist who fills out/meets the requirements set out in section 6.2).
 
*: after staging has been performed
**: the case reviews for the ENT and OMS specialties are done together.
 
For further information, see FAQ.
	

	1.2.3
	Interdisciplinary tumour board
Pretherapeutic presentation of primary cases:
Initial certification > 90%
after 1 year > 95%
(With the exception of salivary gland tumours: see Data Sheet)
	

	1.2.4
	Interdisciplinary tumour board
After completion of a therapy sequence, there should be renewed presentation in the tumour board in order to decide on any subsequent treatment.
Number of presentations after a therapy sequence:
 
For patients with advanced cancer who
· have completed the guideline-based therapy and
· who, according to the clinical parameters, are able to receive a molecular-based therapy and
· who, in principle, agree to possible therapy based on the molecular findings,
a presentation at a Centre for Personalised Medicine should be sought.

A prerequisite is the existence of a tumour board decision from an organ-specific centre. The MTB recommendation is provided to the referring centre.

	

	1.2.5
	Morbidity /mortality conferences (M&M conferences)
· The invited participants are the participants in the tumour board and referrers.
· The dates of these conferences can be timed to coordinate with the tumour board or with events for referrers.
· Both, cases with a negative and a positive course are to be presented. M&M conferences are to be held 2x a year.
· M&M conferences are to be minuted.
	

	1.2.6
	All patients with scheduled radio(-chemo) therapy is planned according to the tumour board, should in person be presented pretherapeutically to a cooperation partner (presentation may take place in the tumour board, if a personal presentation is possible) even if the therapy is not to be carried out there (e.g. because treatment is provided close to home).
	




	1.3	 Cooperation with referring physicians and providers of aftercare treatment


	Section
	Requirements
	Explanatory remarks by the Cancer Centre

	1.3.1
	The requirements of the Catalogue of Requirements Oncology Centres are to be met.
 
Any special features of head and neck tumours are to be described here with details of responsibilities.
	




	1.4	 Psycho-oncology


	Section
	Requirements
	Explanatory remarks by the Cancer Centre

	1.4.1
	The requirements of the Catalogue of Requirements Oncology Centres are to be met.
 
Any special features of head and neck tumours are to be described here with details of responsibilities.
	

	1.4.2
	Documentation and Evaluation
To identify the need for treatment, it is necessary to carry out a screening for psychological stress (see indicator "Psycho-oncological distress screening") and to document the result. The proportion of patients subjected to distress over-threshold screening should be reported.
 
Psycho-oncological counselling
Psycho-oncological care, especially for patients with high distress scores in the distress screening, should be presented.
 
For further information, see FAQ.
	

	1.4.3
	Psycho-oncology resources
In line with demand at least 1 psycho-oncologist with the specified qualifications is available to the Centre (name to be provided).
Human resources can be made available centrally; an organisation plan must be available.
 
For further information, see FAQ.
	




	1.5	 Social work and rehabilitation


	Section
	Requirements
	Explanatory remarks by the Cancer Centre

	1.5.1
	The requirements of the Catalogue of Requirements Oncology Centres are to be met.
 
Any special features of head and neck tumours are to be described here with details of responsibilities.
	

	1.5.2
	Social services resources
For the counselling of patients in the centre, there is at least 1 full-time staff member available for 400 counselled patients (not cases) of the Centre (= primary cases, secondary metastasis, recurrences). Human resources can be provided centrally, an organisation plan must be available.
	




	1.6	 Patient involvement


	Section
	Requirements
	Explanatory remarks by the Cancer Centre

	1.6.1
	The requirements of the Catalogue of Requirements Oncology Centres are to be met.
 
Any special features of head and neck tumours are to be described here with details of responsibilities.
 
For further information, see FAQ.
	

	1.6.2
	Patient surveys:
· All patients should be given the opportunity to take part in a patient survey over a minimum period of three months at least every three years.
· The return rate should be more than 50% (actions should be initiated if this rate is not reached)
· Treatment-specific questions are to be considered.
	




	1.7	 Study management


	Section
	Requirements
	Explanatory remarks by the Cancer Centre

	1.7.1
	The requirements of the Catalogue of Requirements Oncology Centres are to be met.
 
Any special features of head and neck tumours are to be described here with details of responsibilities.
	

	1.7.2
	Study manager
The name of the physician in charge of the study is to be given.
 
Study assistance
· The name of a study assistant is to be included in the "study organisation chart" (Annex 2) for "each participating study unit".
· He/she can work in a parallel manner for several "units conducting studies".
	

	1.7.3.a
	Proportion study patients
Initial certification: patients must have been included in studies.
after one year: at least 5% of primary cases
 
For further information, see FAQ.
	

	1.7.3.b
	Only the inclusion of patients in studies with an ethical vote counts as study participation (also non-interventional/diagnostic studies and prevention studies, healthcare research are recognised, biobank collections are excluded.
 
For further information, see FAQ.
	

	1.7.3.c
	All study patients can be taken into account when calculating the study rate (share study patients based on the Centre's primary case number).
General preconditions for the definition of the study quota:
· Patients can be counted 1x per study, time: Date of patient's informed consent.
(Exception Patients CPM (= Centres for Personalised Medicine) see FAQ document).
· Patients in a palliative and adjuvant situation can be counted, no limitations regarding stage of disease.
· Patients who are taking part in several studies simultaneously can be counted several times.
· Information about ongoing studies is available at: https://www.krebsgesellschaft.de/deutsche-krebsgesellschaft-wtrl/deutsche-krebsgesellschaft/ueber-uns/organisation/sektion-b-arbeitsgemeinschaften/iag-kht.html.
· Study patients can be counted for 2 centres, provided that the sending centre itself conducts at least one study for patients of the Head and Neck Cancer Centre. If this counting method is chosen (optional), the centre must show how many patients are included in studies at their own centre, sent to other centres/clinics to participate in studies and taken from other centres/clinics to participate in studies – see also excel template Data Sheet.
 
For further information, see FAQ.
	




	1.8	 Nursing care


	Section
	Requirements
	Explanatory remarks by the Cancer Centre

	1.8.1
	The requirements of the Catalogue of Requirements Oncology Centres are to be met.
 
Any special features of head and neck tumours are to be described here with details of responsibilities.
	

	1.8.2
	Specialist oncology nurses
· At least 1 active specialist oncological nurse must be involved in the Centre.
· The names of the specialist oncological nurses are to be provided.
 
Tasks include:
· Handling tracheal cannulas including counselling and care as part of the special nursing concept.
	




	1.9	 General service areas (pharmacy


	Section
	Requirements
	Explanatory remarks by the Cancer Centre

	1.9.1
	Phoniatrics
· The diagnosis and treatment of speech, voice and swallowing disorders should be undertaken in cooperation with a phoniatrics department or a practice-based phoniatrician.
· Details of any cooperation between phoniatrics, ENT/OMS and speech therapy must be provided.
· In the clinics with a phoniatrics specialty, cooperation is mandatory.
 
For further information, see FAQ.
	

	1.9.2
	Speech therapy
At least 1 speech therapist is available to the Centre.
	

	1.9.3
	Access phoniatrics/speech therapy
Access for patients with functional disorder (proof of access required).
	

	1.9.4
	Tasks voice/swallowing therapy:
· Ensuring outpatient further treatment: speedy access to speech and swallowing rehabilitation therapies is to be guaranteed in cooperation agreements.
· Voice and swallowing training, voice, speech, language and swallowing diagnosis and therapy, voice replacement initiation, articulation;
· Assistance with eating, nutrition planning;
· Functional handling of and advice on tracheal cannulas (e.g., specific cannula care);
· Care of tracheostomy;
· Staging of joint continuous education courses for nursing staff.
	

	1.9.5
	· Nutritional counselling must be part of the OC incl. HNT Centre, a SOP should be available.
· The need for nutritional counselling must be actively determined and carried out in relation to the patient.
· The metabolic risk ("Nutritional Risk") should be assessed by means of Nutritional Risk Screening (NRS), e.g., according to Kondrup 2003, at the latest when the patient is admitted to the centre.
 
	

	1.9.6
	Health care supply store/specialist service provider
· The supply of technical aids (e.g., tracheal cannulas) is to be facilitated.
· A description of the procedure, together with details of the responsible persons, is to be given.
	

	1.9.7
	Cooperation supportive areas
· For patients with laryngeal cancer, cooperation with the support areas (phoniatrics, speech therapy, nutritional counselling, social services, psycho-oncology, palliative medicine and rehabilitation) must be ensured.
· Proof of competence required (e.g. SOP)
	

	1.9.8
	Dental/OMS presentation before/after radiotherapy
· The procedure for the dental and/or OMS presentation of the patients before and after necessary radiotherapy is to be laid down in consultation with the main cooperation partners.
· A description of the procedure, together with details of the responsible persons, is to be given.
	

	1.9.9
	Epithetics
· A description is to be given of cooperation with epithetics. In this context, details are to be provided inter alia of the appointment process, the names of the responsible persons and the indication spectrum.
· The Centre must keep an up-to-date uniform list of all cooperating epithetics that is accessible to all staff members (e.g., intranet, QM manual).
	

	1.9.10
	Smoking and alcohol cessation programmes
· Patients should be made aware of smoking and alcohol cessation programmes if necessary; this must be documented.
 
	




2.	 Organ-specific diagnosis

	2.1	 Consulting hours


	Section
	Requirements
	Explanatory remarks by the Cancer Centre

	2.1.1
	Information / dialogue with the patient 
Adequate information must be provided about diagnosis and therapy planning and a dialogue is to be entered into. This includes inter alia:
· Presentation of alternative treatment concepts;
· Offer of and aid in obtaining second opinions;
· Discharge consultations as a standard procedure.
 
A general description is to be given of the way in which information is provided and of the dialogue. This is to be documented for each patient in medical reports and minutes/records.
	

	2.1.2
	Consulting hours in ENT medicine and/or OMS surgery must be staged at least once a week and they must cover the following topics:
· Initial examination after external suspicion or confirmation of diagnosis;
· Planning of next diagnostic steps;
· Passing on to the interdisciplinary tumour board;
· Planning of the next therapeutic steps (based on the decision of the tumour board);
· Post-surgical aftercare where appropriate with coordination of rehabilitation of chewing function by OMS surgery.
 
If appropriate, the topics can be covered in special, separate consulting sessions.
	

	2.1.3
	Waiting times during the consulting hours
Requirement: <60 min (Target value)
 
How long are the waiting times for an appointment
Requirement: <2 weeks
 
The waiting times are to be recorded on a random basis and statistically evaluated (recommendation: evaluation period 4 weeks a year).
	

	2.1.4
	From the appointment during consulting hours, the following services/procedures are to be ensured:
· Consultative presentation of patients to OMS and/or ENT if possible on the same day;
· B-mode and colour Doppler sonography, ≥5 MHz:
Requirements for conduct: the requirements of the ultrasound agreement "criteria for assessing dignity” are to be met:(LINK);
· Panendoscopy:
Appointment scheduling <2 weeks; requirement for conduct: see section 5.
· For ENT:
· Magnifying laryngoscope;
· Rigid laryngoscopy from different angles (e.g. 25°, 70°);
· Flexible nasopharyngolaryngoscope.
· For OMS:
· Orthopantomograph.
 
For further information, see FAQ.
	

	2.1.5
	The following quality-determining procedures are to be described including details of responsibilities:
· Organisation/conduct ENT mirror examination/ panendoscopy (In line with the S3 Guidelines):
a) Oral cavity cancer: “To rule out synchronous second tumours, an ear-nose-and-throat mirror examination (based on the findings using mirrors or radiological findings) where appropriate an endoscopy, is to be conducted as part of the primary diagnosis of oral cavity cancer.”
b) Laryngeal cancer: “The panendoscopy should be performed on patients with laryngeal cancer.”
c) Oropharyngeal/HypoPpharyngeal cancer: "Panendoscopy should be performed as part of the primary diagnostic work-up for oropharyngeal and hypopharyngeal cancers. It is a central component of the primary diagnostic work-up for more precise staging of the primary tumour and for the detection of secondaries cancer. "“Conduct of an panendoscopy to determine spread and rule out second cancers” (S3 Guidelines pharyngeal cancer currently being drawn up)
· Preparation of patients for the tumour board;
· Inpatient admission for ENT und OMS;
· Coordination of rehabilitation of chewing function.
Sufficient resources must be available to conduct the procedures.
 
For further information, see FAQ.
	




	2.2	 Diagnostics


	Section
	Requirements
	Explanatory remarks by the Cancer Centre

	2.2
	Any special features of head and neck tumours are to be described here with details of responsibilities.
	




3.	 Radiology

	

	Section
	Requirements
	Explanatory remarks by the Cancer Centre

	3.1
	The requirements of the Catalogue of Requirements Oncology Centres are to be met.
 
Any special features of head and neck tumours are to be described here with details of responsibilities.
	

	3.2
	Specialists
· At least 1 radiology specialist with specific expertise in head and neck radiology (proof of competence via training curriculum).
· Arrangements for cover staff with the same qualification are to be documented in writing.
· The names of the specialist and cover staff are to be given.
	

	3.3
	Medical technical radiology assistants (MTRAs) Medical-Technical Assistants (MTR) in Radiology
At least 2 qualified MTRs must be available and their names given.
	

	3.4
	Procedures available in radiology:
· MRI with surface coil head-neck 1.5 or 3 Tesla (where appropriate via cooperation agreement);
· Ultrasound 7-13 MHz;
· X-ray device for barium swallow tests.
	




4.	 Nuclear medicine

	

	Section
	Requirements
	Explanatory remarks by the Cancer Centre

	4.1
	The requirements of the Catalogue of Requirements Oncology Centres are to be met.
 
Any special features of head and neck tumours are to be described here with details of responsibilities.
	

	4.2
	Nuclear medicine specialists
· At least 1 specialist for nuclear medicine is available.
· Radiologists with additional training in nuclear medicine diagnostics are also accepted as medical specialists.
· Arrangements for cover staff with the same qualification are to be documented in writing.
· The names of the specialist and cover staff are to be given.
 
	

	4.3
	Medical technical radiology assistants (MTRAs) Medical-Technical Assistants (MTR) of Nuclear Medecine
At least 2 qualified MTAs must be available and their names given.
	

	4.4
	PET scan
Access is to be ensured. If this is not possible at the clinical site, access is to be regulated in a cooperation agreement.
	




5.	 Surgical oncology

	5.1	 Multiple organ surgical therapy


	Section
	Requirements
	Explanatory remarks by the Cancer Centre

	5.1
	The requirements of the Catalogue of Requirements Oncology Centres are to be met.
 
Any special features of head and neck tumours are to be described here with details of responsibilities.
	




	5.2	 Organ-specific surgical therapy


	Section
	Requirements
	Explanatory remarks by the Cancer Centre

	5.2
	Surgical unit
If a unit (ENT and/or OMS) is involved in surgical care, at least 20 resections/year (removal of an invasive tumour/in situ tumour, primary cases/recurrences; biopsies are not included) must be documented.
 
For further information, see FAQ.
	

	5.3
	Specialists 
· At least 2 specialists from the specialties ENT medicine and/or OMS surgery.
· The name of a proven cover staff member with the same qualifications is to be given.
· In the clinics in which ENT and OMS are main departments or have specialists in a main department, surgical cooperation is mandatory, i.e. ENT and OMS are to be indicated as surgical specialists.
· The names of the specialists are to be given.
	

	5.4
	Qualification surgeons
· at least 10 tumour resections surgical procedures/year (primary cases/recurrences);
· At least 1 surgeon (ENT or OMS) with additional specialty training “plastic surgery”;
· If no surgeon has undergone the additional specialty training “plastic surgeon”, cooperation with a specialist for plastic and cosmetic surgery must be documented and his/her name given.
	

	5.5
	Contents cooperation agreement plastic surgery
(If the plastic surgery is covered through external cooperation)
External: name/address cooperation partner
· Available resources for the Centre (ensuring near-at-hand care);
· Determination of location(s) of operating theatres
· Formalised procedure for a decision on/coordination of therapy (link to tumour board), information/education of the patient, surgical aftercare;
· Exchange of information on measuring satisfaction with aesthetic and functional result;
· The qualifications of the plastic surgeon are to be documented in a training curriculum.
	

	5.6
	Approval of new ENT and OM surgeons
· Specialist for ENT medicine or OM surgery 
· Documentation of at least 50 curative tumour resections within the previous 5 years (submission of surgical reports) performed as lead surgeon
	

	5.7
	Training of new surgeons
Per Centre and per 75 primary cases the training of further surgeons must be guaranteed and documented.
	

	5.8
	Examination methods/surgical procedures that must be available from the surgeons:
· Panendoscopy (with surgical report)
· Enoral or transoral surgery (including laser surgery)
· Plastic reconstructive surgery (see 5.9)
 
	

	5.9
	Reconstructive procedures
The following reconstructive procedures are to be offered (if necessary, in cooperation):
· Category 0: no reconstruction
· Category 1: Local flaps
· Category 2: Pedicled musculocutaneous flaps (e.g. latissimus dorsi, pectoralis),
· Category 3: Microsurgically revascularised grafts
· for soft tissue replacement (e.g., forearm flap, upper arm flap, ALT),
· for combined soft tissue/bone replacement if necessary (e.g., grafts of the scapula, fibula, iliac crest)
· Category 4: Nerve reconstruction
Patients must be informed about reconstruction procedures by an appropriately qualified/experienced surgeon.
 
See list of OPS codes in the Data Sheet.
	

	5.10
	Reconstructive procedures - General requirements
· The number of reconstructions performed (incl. secondary reconstructions) is to be recorded, divided into the above categories, if necessary subdivided into internal/external performance.
· The advantages and disadvantages of the reconstructive options are to be communicated to the patient and their decision is to be documented.
Immediate perioperative care after reconstruction shall be provided under the supervision of a specialist trained in the surgical technique performed.
 
 
	

	5.11
	Postoperative complications
· Revision surgeries (in line with OPS [German surgeries and procedure classification] with intubation narcosis) due to intra- or postoperative complications in own Centre
	

	5.12
	Postoperative surveillance
· Beds must be available for postoperative surveillance in the intensive care or intermediate care units.
· The processes for postoperative care and transfer to the normal ward are to be described, including details of responsibilities.
	




6.	 Medicinal oncology/ Systemic therapy

	6.1	 Medical oncology


	Section
	Requirements
	Explanatory remarks by the Cancer Centre

	6.1.1
	The requirements of the Catalogue of Requirements Oncology Centres are to be met.
 
Any special features of head and neck tumours are to be described here with details of responsibilities.
	

	6.1.2
	Physicians' qualifications
Specialist for internal medicine with the focus designation haematology and oncology
The name of one representative with the above-mentioned qualification is to be given.
	




	6.2	 Organ-specific systemic therapy


	Section
	Requirements
	Explanatory remarks by the Cancer Centre

	6.2.1
	The requirements of the Catalogue of Requirements Oncology Centres are to be met.
 
Any special features of head and neck tumours are to be described here with details of responsibilities.
	




7.	 Radio-oncology

	

	Section
	Requirements
	Explanatory remarks by the Cancer Centre

	7.0
	The Technical and Medical Requirements to be met by radio-oncology are summed up in the "Catalogue of Requirements Radio-Oncology" in a cross-organ manner. Independently of the number of Organ Cancer Centres / Modules, which work with a radio-oncology unit, this "Catalogue of Requirements Radio-Oncology" is only to be processed once and also only updated once for each audit year (goal: no multiple presentations or on-site inspections within one audit year). The "Catalogue of Requirements Radio-Oncology" therefore constitutes an annex to this Catalogue of Requirements.
 
Download cross-organ "Catalogue of Requirements" from www.krebsgesellschaft.de/zertdokumente.html and www.onkozert.de.
	




8.	 Pathology

	

	Section
	Requirements
	Explanatory remarks by the Cancer Centre

	8.0
	The Technical and Medical Requirements to be met by pathology are summed up in the "Catalogue of Requirements Pathology" in a cross-organ manner. Independently of the number of Organ Cancer Centres / Modules, which work with a pathology, this "Catalogue of Requirements Pathology" is only to be processed once and also only updated once for each audit year (goal: no multiple presentations or on-site inspections within one audit year). The "Catalogue of Requirements Pathology" therefore constitutes an annex to this Catalogue of Requirements.
 
Download cross-organ "Catalogue of Requirements" from www.krebsgesellschaft.de/zertdokumente.html and www.onkozert.de.
	




9.	 Palliative care and hospice care

	

	Section
	Requirements
	Explanatory remarks by the Cancer Centre

	9.1
	The requirements of the Catalogue of Requirements Oncology Centres are to be met.
 
Any special features of head and neck tumours are to be described here with details of responsibilities.
	




10.	 Tumour documentation / Outcome quality

	

	Section
	Requirements
	Explanatory remarks by the Cancer Centre

	10.0.0
	The data presented in the entire survey form and in the Data Sheet generally covers the indicator year (1 January to 31 December of the previous audit year), supplemented where necessary by information from the audit year (e.g. if targets from the previous audit year were not met, etc.).
	

	10.1.1
	Scope
If tumour documentation is organised decentrally (= several independent organisational areas according to the centre matrix) and/or different documentation systems are used, then the tumour documentation units must be named (including the division of responsibilities for the tumour entities, organigram if applicable). If necessary, specific decentralised regulations must be specified in the Catalouge of Requirement in addition to the central regulations.
 
	

	10.1.2
	Tumour documentation
At the time of initial certification, tumour documentation must be available that contains patient data for a period of at least three months.
 
	

	10.1.3
	Data Sheet (appendix Catalouge of Requirement)
The tumour documentation must be able to provide the data required in the organ-specific Data Sheet (appendix Catalouge of Requirement) correctly and in a quality-assured manner.
Organ-specific requirements for data presentation and its scope (basic data, indicators, result quality, etc.) are stored in the respective Data Sheet. If individual contents in the Data Sheet cannot be generated automatically via the tumour documentation system (TDS), the data presentation must be traceable.
 
	

	10.1.4
	The indicators should be evaluated at least once during the year and discussed, for example, in a quality circle with the participation of a representative from tumour documentation.
 
If cross-clinic evaluations (e.g. DKG annual reports, etc.) relating to the Data Sheet are available, these should also be taken into account in the indicator analysis.
 
	

	10.1.5
	Legal cancer registration
The legal requirements for cancer registration must be demonstrably fulfilled. For the collection/
presentation of cancer registry data, a data set must be used in accordance with the Standardised Oncology Data Set and its modules from the German Tumour Centres Working Group (ADT), the German Cancer Registry (DKR) and the §65c platform.
 
	

	10.2.1
	Documentation manager
At least one documentation manager must be appointed for each certification system or organ group to take responsibility for tumour documentation.
The documentation manager must be named (including their role in the hospital).
 
 
	

	10.2.2
	Tasks of the documentation manager
· Ensuring and monitoring timely, complete, comprehensive and accurate documentation
· Available to answer questions about tumour documentation
· Available to answer technical questions and, if necessary, liaises with the tumour documentation manufacturer
· Regular analysis of evaluations, particularly over time
 
 
	

	10.2.3
	Medical contact person
For questions regarding the content of tumour documentation, a suitable medical contact person (central and/or specific tumour entity/specialist area) must be named.
 
	

	10.2.4
	Tumour documentation managers
Names of the responsible tumour documentation managers (at least one person must be named per entity; one person may be responsible for several entities/specialist areas).
 
 
	

	10.2.5
	Provision of resources
The necessary personnel capacity should be provided for the performance of documentation tasks and data collection (guideline: 0.5 FTE per 200 primary cases and 0.1 FTE per 200 follow-up cases).
 
Criteria for higher resource requirements
· Comprehensive responsibilities in the form of data analysis, including quality circles, healthcare research projects and studies
· High proportion of complex treatment processes or high proportion of non-primary cases
· Support at tumour board
 
	

	10.2.6
	Each documentation manager/tumour documenter should attend at least one specific training/continuing education course (internal/external) per year.
	

	10.3.1
	Selection of tumour documentation system (TDS)
The type of tumour documentation system (TDS) is at the discretion of the centre (e.g. in-house development, external provider, integrated into the HIS or via the §65c cancer registry).
 
	

	10.3.2
	Selection options TDS – case list
A case list with the following selection options can be generated from the TDS:
· Year groups (individual year groups and cumulative across several year groups)
· TNM classification, staging or comparable classifications (e.g. FIGO)
· Forms of therapy (e.g. surgical therapy, radiotherapy, hormone therapy, immunotherapy, chemotherapy, targeted therapy, etc.)
· Events with date (recurrences/metastases, secondary tumours and deaths)
· Follow-up status (last update)
 
	

	10.4.1
	Use of OncoBox
· Breast: Use of OncoBox recommended (optional)
· Colon: Use of OncoBox mandatory
· Lung: Use of OncoBox recommended (optional)
· Prostate: Use of OncoBox mandatory
 
For further tumour-specific terms of use for OncoBox, see Data Sheet.
 
	

	10.4.2
	For the Data Sheets generated by OncoBox, the data deficiencies identified in OncoBox under “Overall view” should be addressed as far as possible in advance.
	

	10.5.1
	Patient-reported outcome measures (PROM)
The following PROM systems are in use with regard to cancer patients (name of questionnaires/technical survey system):
 
	

	10.5.2
	Once PROMs are established, the survey data should be electronically merged with the clinical data (= tumour documentation data).
	

	10.6.1
	Follow-up status – details (cross-organ)
Describe how follow-up data is collected.
 
The follow-up status must be recorded for all centre patients:
· Progression (local recurrence, regional lymph node recurrence if applicable, distant metastases, at least the first progression in each case)
· Second malignancies
· Deaths
· Lost to follow-up
 
	

	10.6.2
	The outcome quality and the follow-up must be presented in accordance with the specifications in the respective Data Sheet.
	

	10.6.3
	If the outcome quality is displayed via OncoBox 2.0, the type and scope of follow-up/outcome quality is defined in the respective Data Sheet.
	

	10.6.4
	The presentation of the outcome quality must be possible from the first surveillance audit after recertification.
	

	10.7.0
	Processing note
Chapter 10 is identical in all survey forms.
The information in Chapter 10.7 only needs to be provided if the corresponding certified centre/module is available.
 
	

	10.7.1
	Matrix of outcome quality
A matrix of outcome quality (part of the Data Sheet) exists for the following tumour entities:
breast, colon, skin, lung, pancreas and prostate.
 
	

	10.7.2.a
	Outcome quality for breast cancer
Submission of the outcome quality matrix is only mandatory for breast cancer centres that have a functioning cancer registry. Clinical sites that apply for a reduction in the audit cycle or that do not undergo an on-site inspection based on a positive assessment of the application are still required to submit the outcome quality matrix (follow-up rate ≥70%).
 
	

	10.7.2.b
	Outcome quality for skin cancer
The collection of survival data is optional. Missing Kaplan-Meier curves should not lead to a deviation of the centre.
The tumour documentation/matrix must be for malignant melanoma stages I to IV according to TNM 8th edition (primary cases; no stage shifts), and additionally for rare tumours (cutaneous lymphomas from stage IIb, angiosarcoma, Merkel cell carcinoma, DFSP).
Kaplan-Meier curves for malignant melanoma only
· Overall survival (OAS) and progression-free survival (PFS)
 
	

	10.7.2.c
	Outcome quality for prostate cancer
1. Recurrence-free survival by stage (Kaplan-Meier curves)
Definition of biochemical recurrence:
a. After radical prostatectomy, a PSA value of > 0.2 ng/ml confirmed in at least two measurements (interval of 2 weeks)
b. After radiotherapy alone, a PSA increase of > 2 ng/ml above the post-interventional PSA nadir confirmed in at least two measurements (2-3 months apart).
2. Overall survival by pT categories, stage (Kaplan-Meier curves)
3. Patient questionnaire EPIC-26 including additional questions; must be available at the time of initial certification.
 
 
	

	10.8
	Parameter outcome quality / Kaplan-Meier curve
If Kaplan-Meier curves can be generated from OncoBox or TDS, they must be created and evaluated annually.
Each Kaplan-Meier curve must also include a table with patient numbers and survival data.
· Disease-free survival (DFS); valid for PZ
· Local recurrence rate (LRR); valid for BZ, DZ, MP
· Local recurrence-free survival (LRFS); valid for LZ, MN, MB, MH, OZ
· Metastasis-free survival (MFS); valid for BZ, DZ, MP, OZ
· Progression-free time/survival (PFS);
· valid for GZ, HAEZ, HZ
· Progression-free survival (PFS) or disease-free survival (DFS); valid for BZ, DZ, MP
· Survival from progression (PPS); valid for BZ, LZ, DZ, MP, HAEZ, MN, MB, MH
· Overall survival (OAS)
 
	

	10.9.1
	Data exchange between the §65c Cancer Registry and centres
· Transmission of patient-related follow-up data to the §65c Cancer Registry
· The follow-up data should be transmitted from the centre to the §65c Cancer Registry in accordance with the legal requirements.
· Request for patient-related follow-up data from the §65c Cancer Registry
· Functioning cancer registries represent the follow-up status. The follow-up data should be requested from the §65c Cancer Registry by the centre at least once a year.
· If cancer registries do not provide follow-up data for patients, a written statement from the CR must be provided (a cross-clinic statement is possible).
 
The process of data exchange between the §65c Cancer Registry and the centre must be described.
 
	

	10.9.2
	§65c Cancer Registry – Comparison of Patient Cohort Centre
A comparison of the patient cohort between the centre and the Section 65c Cancer Registry should be carried out.
If available, the procedure or IT tool (e.g. OncoBox Compare) used to compare patient cohorts should be specified.
 
	

	10.9.3.a
	Follow-up rate for colon, pancreas and prostate cancer
· ≥ 80% - Minimum requirement for successful recertification
· 60 - 79% - Recertification or maintenance of certification only possible with conditions (e.g. reduced validity period, concept for increasing the response rate, etc.)
· < 60% – recertification or maintenance of certification not possible
 
	

	10.9.3.b
	Follow-up rate for lung cancer
· Minimum requirement for successful recertification: ≥ 80%
· Recertification or maintenance of certification only possible with conditions (e.g. reduced period of validity, concept for increasing the response rate, etc.): up to 79%
 
	

	10.9.3.c
	Follow-up rate for bladder cancer
No follow-up data is to be collected for stage 0 a/is (Ta/Tis-N0-M0).
 
	

	10.9.3.d
	Recording Follow-up HBOC (Hereditary Breast and Ovarian Cancer) 
· High-risk patients requiring intensive follow-up care in accordance with SOP
· Those seeking advice who are at high risk requiring intensive early detection in accordance with SOP
 
	








[bookmark: _Hlk184138692]Data Sheet

A Data Sheet (EXCEL template) is available for presenting the Basic Data, indicators and other data from the Centre. The Data Sheet is an appendix to the Catalouge of Requirement.

The EXCEL template can be downloaded from http://ecc-cert.org/ and www.onkozert.de
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