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different parts of Europe should be considered. 

 

2.2 | Management of conflicts of interest 

Potential conflicts of interests among the members of the pathway DG should be carefully 
identified and duly addressed, following the indications established by our partner FPS. 
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03. 

 

The scope of the pathway lays the foundations for the definition of the clinical questions and 
development of recommendations that will make up the pathway. 

3.1 | Selection of a procedure or activity to develop the pathway 

The first step for determining the scope of the pathway is to identify the procedure or activity within 
the conditioni for which the pathway will be developed, i.e. the procedure or activity were a pathway 
is required to improve quality of care and/or efficiency.  

There are different criteria to select the procedure or activity, such as the high risk or level of 
complexity the procedure or activity entails, the existing (unwarranted) variability of clinical practice 
or use of resources and costs. An example of a procedure could be first line metabolic, genetic and 
radiological testing for children and adults with unexplained global developmental delay (GDD).  

Based on these criteria, the pathway DG should discuss and agree on a procedure or activities that 
will be the focus of the pathway.  

3.2 | Definition of the objectives, target population and aspects to be 
covered 

Once the care procedures or activities that will be tackled have been decided, the specific objectives 
of the pathway should be defined. The objectives of the pathway are aligned with the main benefits 
for quality of care and/or efficiency that the pathway aims at achieving. For example, to address 
the condition at an earlier stage, thus promoting clinical effectiveness and better risk management, 
to foster clinical audit, to improve multidisciplinary communication, teamwork and care planning, to 
provide explicit and well-defined standards for care, among others 7. 

Furthermore, the target population and the aspects of the procedure that will be covered by the 
pathway should be defined with regards to the following aspects: 

 
i The condition that is the subject of the pathway is decided in the prioritisation process. See Handbook #1: Prioritisation 
of Rare Diseases that Require CPGs or CDSTs for more information on the prioritisation process. 

DETERMINING THE SCOPE OF THE 
DIAGNOSTIC, MONITORING AND 
THERAPEUTIC PATHWAY 
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04. 

 

4.1 | Evaluation of the current care process 

Uncertainty areas are those care areas where there is lack of evidence-based, robust and clear 
guidance on the most appropriate way to proceed. Unwarranted clinical variability occurs when it 
cannot be explained by illness, medical need, or evidence-based guidance in relation to the 
condition. The identification of uncertainty areas and clinical variability areas is the first step for 
determining the clinical questions that will be addressed in the pathway.  

It can be done by mapping out the care pathway that the target population currently follows from 
admission to discharge. While doing the mapping, it is important to consider all aspects of the 
patient pathway through the continuum of care, e.g. from the emergency department to inpatient 
admission and transition back to community or reviewing the preoperative process for the surgical 
population8.  

Different data sources where the information on the flow of the patient are collected should be 
consulted. These data sources can be health system data (computerised hospital files in which 
patient diagnoses are usually coded using the International Classification of Diseases (ICD)), 
healthcare provider databases (permanent systematic records of patient information kept  by a 
healthcare provider or specific regional healthcare system on the basis of their referrals) or patient 
registries, among others. More information on data sources can be found in Handbook #10: 
Methodology for the Development of Quality Measures for Rare Diseases. Additionally, existing 
pathways, protocols and other internal procedures currently being used should be reviewed6. 

Once the uncertainty areas and clinical variability areas have been identified, they should be 
prioritised according to their relevance and the urgency in tackling them. The pathway DG should 
discuss and/or go through a formal or informal consensus process in order to prioritise the 
uncertainty areas and clinical variability areas, and determine which ones will be addressed in the 
pathway. 

 

IDENTIFICATION OF UNCERTAINTY 
AND UNWARRANTED CLINICAL 
VARIABILITY AND FORMULATION 
OF THE CLINICAL QUESTIONS 
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Figure 1. Search, selection and appraisal of the scientific evidence 

 

 
 
 

A) Recommendations from Clinical Practice Guidelines (CPGs) 

CPGs are the most common source of evidence for the development of pathways and should be 
considered in the first place. When a CPG on the condition of the pathway is retrieved, its 
methodological quality should be appraised using the AGREE II tool 11, as mentioned in Handbook 
#2: Appraisal of Existing CPGs and CDSTs for Rare Diseases. Preferably, no more than 3 years 
should generally have passed since the date of development and/or review or update of the CPG.  
Detailed information on the sources of information that should be consulted when searching for 
CPGs can be found in the update chapter of Handbook #4: Methodology for the Development of 
CPGs for Rare Diseases. 
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06. 

 

The recommendations should be formulated using GRADE. According to this system, the strength 
of recommendations is based not only on the quality of the evidence, but also on a series of factors 
such as the risk/benefit balance, values and preferences of the patients and carers and 
professionals, and the use of resources or costs 15,16. More information on the formulation of 
recommendations can be found in Handbook #4: Methodology for the Development of CPGs for 
Rare Diseases. 

Alternatively, the pathway DG could choose not to formulate recommendations and use directly the 
information retrieved and analysed from systematic reviews or from a pool of original studies. 
Nonetheless it should be noted that this is a less robust methodological approach and can only be 
done if, after a thorough appraisal of the evidence, the size of the effect proves to be relevant 
enough, and the applicability and acceptability of the findings to the scope and purpose of the 
pathway are well founded. 

6.1 | Formulation of consensus-based recommendations  

As mentioned in chapter 5, if no evidence is retrieved, the pathway DG should use consensus 
methodologies to formulate recommendations.  

The consensus can be either formal or informal. If it is informal, it is important to ensure that each 
individual view is presented and debated in an open and constructive manner at the pathway DG 
meeting. In both cases, it must be made explicit and justified properly that the scientific evidence 
is insufficient or limited for formulating evidence-based recommendations17. 

Moreover, the formal or informal method used to achieve consensus should be clearly stated (e.g. 
Delphi method, nominal group technique/expert panel, consensus development conferences) 18. 
More information on the development of consensus can be found in Handbook #5: Methodology for 
the Development of Clinical Consensus Statements for Rare Diseases. 

 

 

  

FORMULATION OF 
RECOMMENDATIONS 
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representation of the pathway (see chapter 8), in order to facilitate the identification of the activities 
and good practices that each professional is responsible for at each step of the pathway.  

Example of the description of the activity and some of the corresponding good practices 
(unexplained global developmental delay (GDD)/ learning disability (LD)20): 

 

Professional 
responsible 

Paediatrician 

Activity Development of a comprehensive medical history, including a three generation family tree. 

Good practices Establish age of onset of development/learning problems, the presence/absence of regression 
and distinguish between congenital and acquired micro/macrocephaly. 

Ascertain the possibility of a possible hereditary component if recurrent miscarriages, 
stillbirths, neonatal or childhood deaths are noted or if other live born children with DD/LD exist 
amongst first and second degree relatives. 

In males with GDD/LD, male relatives on the maternal side with learning or developmental 
difficulties should be noted which may indicate an X-linked cause of GDD/LD. 

 

7.4.1 | Red flags 

Red flags are the decision nodes where several options that lead to different sequences of activities 
are presented. Red flags may lead, for example, to suspicion of the disease, condition or complex 
procedure. 

7.5 | Specific capabilities 

The specific capabilities are the observable and measurable technical or functional abilities that the 
professionals involved in the pathway must have in order to perform the activities and good 
practices for which they are responsible. 

The specific capabilities have to be oriented to the development of the activities and good practices, 
and therefore to the achievement of the objectives of the pathway. They can be related to different 
types of activities, such as technical and preventive activities or for the promotion of health. 

 
Example of description of capabilities (cervical cancer 19): 

Professional Knowledge Abilities 

Primary Care nurse Cytology sampling technique Use of cervical and vaginal cytology 
sampling techniques 

Endoscopy nurse Uterus Use of electrosurgical technique 

 

Capabilities 
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7.6 | Support units 

Support units are those professionals that are responsible for the provision of support processes. 
Support processes are those through which the pathway receives logistic or administrative support, 
specific material resources or necessary information,(e.g. laboratory, pharmacy, personnel, 
radiology, Information and Communication technologies, etc.). They are represented as such in the 
graphical representation of the pathway (see chapter 8). 

The support processes must comply with quality standards, which should be aligned with the good 
practices of the pathway, as well as with those of the organisation in which the pathway will be 
deployed. 

7.7 | Specific material resources 

The specific material resources are those required to perform the activities and good practices of 
the pathway, such as equipment or consumables. They are specific to the pathway, and do not 
include those that are usually available for regular care practice. 

When planning the specific material resources needed, the technical characteristics required should 
be made explicit, as well as the quality standards that have to be met. These standards should be 
aligned with the good practices of the pathway as well as with those of the organisation in which 
the pathway will be deployed. 
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is divided into days or even hours. The Y axis depicts the distribution of all the corresponding 
(evaluations, care interventions, laboratory tests, medical treatments, nursing care, medication, 
physical therapy, diet, information and support for the patient and/or carer, admission or discharge 
criteria).

Another option would be to show the medication, activity, consultations, laboratory tests and 
monitoring activities on the X axis and different pre-defined status of the patient, (e.g. transition 
phase, discharge phase) 21. See Template 1. Task-time matrix.

8.2 | Pathway flowchart 

The flowchart offers a detailed sequenced representation based on the WHO-WHAT-WHEN-WHERE-
HOW structure used to define the activities and good practices. All the decision nodes (red flags) 
are represented, as well as the different activities linked to the different possible decisions, the 
timing for each activity, the person responsible and the resources and/or support activities required. 
Classic flowcharts may be a useful tool for such representations; an example is provided in Figure 
2 22. 

 

Figure 2. Example of Pathway Flowchart (Type 2 Diabetes with treatment prone to cause 
hypoglycaemia) 
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10. 

 

The evidence supporting the recommendations and the activities and good practices comprising the 
pathway should be reviewed to ensure it stays current at least every 3 years, or following the 
emergence of ground-breaking evidence or an important change in clinical practice 24. For this 
purpose, the specific steps detailed in Handbook #4: Methodology for the Development of CPGs for 
Rare Diseases and Handbook #3: Adaptation and Adoption of CPGs and CDSTs should be followed. 

  

UPDATE PROCESS 
 













https://portal.guiasalud.es/definiciones-tipologia-opbe/#1537695268615-b7f631b8-7a14
https://portal.guiasalud.es/definiciones-tipologia-opbe/#1537695268615-b7f631b8-7a14
https://www.has-sante.fr/jcms/c_1342513/fr/guide-methodologique-pnds
https://www.has-sante.fr/jcms/c_1342513/fr/guide-methodologique-pnds
http://www.openclinical.org/clinicalpathways.html
https://www.cdha.nshealth.ca/system/files/sites/343/documents/clinical-pathway-development-getting-started.pdf
https://www.cdha.nshealth.ca/system/files/sites/343/documents/clinical-pathway-development-getting-started.pdf


http://www.training.cochrane.org/handbook
https://www.agreetrust.org/
http://www.sign.ac.uk/
http://www.qualityforum.org/Publications/2009/03/Safe_Practices_for_Better_Healthcare%e2%80%932009_Update.aspx
http://www.qualityforum.org/Publications/2009/03/Safe_Practices_for_Better_Healthcare%e2%80%932009_Update.aspx
https://www.juntadeandalucia.es/organismos/saludyfamilias/areas/calidad-investigacion-conocimiento/gestion-conocimiento/paginas/guia-diseno-pai-segunda-ed.html
https://www.juntadeandalucia.es/organismos/saludyfamilias/areas/calidad-investigacion-conocimiento/gestion-conocimiento/paginas/guia-diseno-pai-segunda-ed.html
https://www.chospab.es/calidad/archivos/Vias/elaboracionviasclinicas.pdf
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https://www.uclahealth.org/braintumor/patient-care-roadmap
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15. 

 

 

 

TIME Day 1 (example) Day 2 Day 3, 4, 5 Day 6 
STATUS Admission 

Ward 
Recovery Room 
Ward 

Ward Discharge 
Ward 

TY
P
E 

O
F 

A
C
TI

V
IT

IE
S
 

Evaluations, care interventions  
 
 

  

Laboratory tests  
 
 

  

Medical and nurse care 
procedures 

 
 
 

  

Medication  
 
 

  

Diet  
 
 

  

Information to the patient/ carer  
 
 

  

Discharge criterion  
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