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1 Introduction and purpose

The European Society of Clinical Microbiology and Infectious Diseases (ESCMID) actively sup-
ports the publication of high-quality evidence-based guidance documents to support best
practice in the diagnosis and management of infectious diseases (ID).[1]

Clinical Practice Guidelines are statements that include recommendations intended to opti-
mise patient care that are informed by a systematic review of evidence and an assessment of
the benefits and harms of alternative care options[2]. Evidence-based medicine is a coherent
approach to clinical decision making and is dependent on the integration of best evidence and
clinical expertise which incorporates group values and patient preferences. Well-developed
guidelines have the potential to improve the appropriateness and quality of patient care, lead
to better clinical outcomes, improve the cost effectiveness of management, and impact on
epidemiological or population-level outcomes, i.e. AMR rates. Furthermore, they assist in
identifying areas requiring further research and also serve as an educational tool. The devel-
opment of these guidelines is intended to be evidence-based, systematic and transparent in
order to fulfil these objectives.

1.1 Scope of guidance

ESCMID supports development and maintenance of guidelines and other guidance docu-
ments that are used for the prevention, diagnosis, and treatment of infectious diseases.

1.2 Types of guidance documents by rigour of development

ESCMID classification of guidance documents has been reported in detail in the ESCMID white
paper[3]. The following table summarises major characteristics:

Proponents and
Label Definition/Scope Guideline Panel
composition

ESCMID Detailed course | Evidence-based rec- | Proposed by | Guidelines Direc-
clinical of action or clini- | ommendations via the | ESCMID  Execu- | tor and Officer
practice cal algorithms in | GRADE approach, | tive Committee,

guidelines* aclinical area AGREE Il tool GLSC, Study

groups Multidisci-
plinary composi-
tion (at least ID
and CM)
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Preferred development

Proponents and

ESCMID personin

Label Definition/Scope Guideline Panel
methods . charge to contact
composition
ESCMID General guid- | Consensus  develop- | Depending on | Guidelines Direc-
consensus ance, particularly | ment method scope, ESCMID | tor and Officer,
document in areas in which Study Groups offi- | Publication  Of-
a body of scien- cially involved ficer,  Scientific
tific evidence is Affairs Officer
available, but
controversy  ex-
ists
ESCMID Summary of evi- | Consensus develop- | Depending on | Guidelines Direc-
state-of-the- | dence and rec- | ment method scope, ESCMID | tor and Officer,
science doc- | ommendation of Study Groups offi- | Publication  Of-
ument future directions cially involved ficer, Scientific
for research Affairs Officer
ESCMID po- | Opinion about an | Delphi/RAND, (Nomi- | Depending on | Guidelines Direc-
sition paper | issue or a course | nhal Group Technique) | scope, ESCMID | tor and Officer,
of action, with | NGT, Consensus devel- | Study Groups offi- | Publication of-
sound supporting | opment method de- | cially involved ficer,  Scientific
arguments pending on scope Affairs Officer
ESCMID Policy docu- | Not applicable ESCMID Execu- | Guidelines Direc-
White pa- | ments to launch tive Committee, | tor and Officer, for
pers debate ESCMID Study | notification

Groups or other
groups

The Guidelines Director, Guideline Subcommittee (GLSC) and the Guideline Officer must be
notified regarding position papers.

NB: Other forms of summary documents (e.g. reviews) do not fall within the remit of the
ESCMID programme for guidelines.

1.3 Aims of this document

Most of this document will focus on ESCMID clinical practice guidelines, but the same princi-
ples and processes will apply to other types of ESCMID guidance documents, with any differ-
ences arising only from the methodology and rigour of development.

European Society of Clinical Microbiology and Infectious Diseases (ESCMID)
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The main aims of this document are:

(1) To underscore the ESCMID principles in developing guidance documents.

(2) Toprovide guidance onthe guideline development process, including when operating with
other professional Societies.

(3) To highlight differences between clinical practice guidelines and other types of guidance

It is strongly suggested that ESCMID members participating in the development of guidance
documents familiarize themselves with the details in this document.

This documentwill be published in ESCMID website, and reviewed every 2 years by the ESCMID
Guidelines Subcommittee, to assess the need for updates. Updates will be subject to a 4-week
consultation phase among ESCMID members. Final approval by the ESCMID Executive Com-
mittee will be necessary before publication.

1.4 Target audience

All ESCMID stakeholders involved in guidelines preparation might refer to this document for
guidance:

- Chairs and panel members

- Affiliated and external scientific societies

- Individual ESCMID members

- Patients

- Readers of ESCMID guidelines

- Health care professionals and institutions involved in implementing ESCMID recom-
mendations

- National health care authorities

- International organisations

- Other guidelines developers

2 ESCMID definitions

2.1 Types of guidance documents

e ESCMID guidance documents: guidance document developed by ESCMID only, usu-
ally through one or more of its Study Groups.

e ESCMID co-lead guidance documents: ESCMID develops a joint Clinical Practice
Guideline with one or more other Scientific association. In this co-leadership, the de-

velopment process should be defined and agreed from the project inception, with a
Memorandum of Understanding (MoU) from the onset to be signed by the ESCMID
Guidelines Officer and President. This form of collaboration requires co-chairs from
each organisation and an equal representation on the panel.

e ESCMID cooperative guidance documents: in this form of association ESCMID con-

tributes to guideline developed by a scientific society partner. The leadership is

European Society of Clinical Microbiology and Infectious Diseases (ESCMID) 5
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provided by the partner. In this situation, ESCMID requests to delegate one or more
representatives in the panel. The decision of cooperation will be taken by the ESCMID
Executive Committee after the Guidelines Officer and Guidelines Director have
checked the details of the operating procedures for the development of guideline of
the proposing society or stakeholder.

e Guidance documents developed by other societies: guidance documents without
ESCMID official involvement. The Society or stakeholder requests ESCMID endorse-
ment of the guideline

e Clinical Practice Guidelines (from now on called guidelines): a set of statements that
include recommendations intended to optimise patient care and that are informed by
a systematic review of evidence and assessment of the benefits and harms of alterna-
tive care option. Well-developed guidelines have the potential to lead not only to better
clinical outcomes but also to improve the cost-effectiveness of management. Further-
more, they assist in identifying areas requiring further research and serve as an educa-
tional tool.

2.2 Stakeholders

An individual, group or an organisation that has an interest in the content and the outcome of
the guidance document. This may include experts, health care providers, professional socie-
ties and colleges, research institutions, policy makers, patients, and general population.

2.3 Internalreview

Peer review of a guidance document conducted by GLSC or by selected advisors from ESCMID
Study groups, notinvolved in the production of the guidance document. Itis intended to ensure
the guidance document validity.

2.4 Externalreview

Review of a guidance document conducted by experts fully independent from the development
of the guidance document and by registered stakeholders. This review is applicable to Guide-
lines developed or co-led by ESCMID; for other cooperative projects an agreement will be
sought with the partners.

2.5 Public Consultation Procedure

Important step of the endorsement phase. If applicable, the approved draft of the guidance
document is made available to all ESCMID members for comments (see chapter 14.4).

3 General principles of ESCMID guideline development and ESCMID support

Quality of guidelines (and of other guidance documents) is paramount to their credibility and
implementation by the intended users, and is based on a stringent ethical policy: to support

European Society of Clinical Microbiology and Infectious Diseases (ESCMID) 6
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delivery of the best available care to patients in sustainable health systems in Europe and
worldwide. ESCMID supports the principles detailed in the Appraisal of Guidelines Research
and Evaluation Collaboration (AGREE Il) [4].

ESCMID guidelines should be valid and useful, two intertwined characteristics.

3.1 Validity

Validity pertains to the rigorous application of modern methodological standards; ESCMID en-
dorses the Grading of Recommendations Assessment, Development and Evaluation (GRADE)
system.[5]

In the publication of the guidance document, the methods part shall refer to the AGREE Il cri-
teria and shall specify that they have been applied for data collection, panel assembly, assess-
ment of author conflicts and applicability of the guidance document. Where the evidence/rec-
ommendations are weak this should be stated and recommendations for future research in-
cluded.

Validity also implies that guidelines are timely and tailored to current clinical and scientific
knowledge; the timeframe for each individual project should be kept to a minimum, and not
exceed 24 months.

3.2 Usefulness

Usefulness of guidelines also requires adequate implementation. We believe that recommen-

dations included in ESCMID guidelines should be:

- Readable: carefully planned and executed dissemination strategies are crucial

- Understandable: ESCMID guidelines need to be well-written and well-reported

- Trustworthy: credible not only in terms of rigorous and transparent methods (validity) ap-
plied by competent panellists, but also free from cognitive biases such as those induced
by conflicts of interest or pre-conceptions in the panel, and fair in terms of appropriate
representation of countries and stakeholders[4]

- Applicable: easy to follow and implement in any specific setting

3.3 Commitments of the ESCMID guidelines programme

The ESCMID guidelines programme will operate on several dimensions to ensure that these

principles are applied:

- Select priority topics, based on transparent criteria

- Apply a sound, independent, and rigorous methodology

- Ensure a perspective that encompasses all stakeholders

- Apply a transparent process to select members of the guideline panels, ensuring stake-
holders' representation and expertise

- Engage young ESCMID members to ensure independence in data evaluation and sustain-
ability of the ESCMID programme for guidelines

- Strictly monitor conflicts of interest

European Society of Clinical Microbiology and Infectious Diseases (ESCMID) 7
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- Develop guidelines with end-users and implementation issues in mind

- Disseminated widely and monitor impact

3.4 ESCMID support for individual guidelines projects

In order to ensure that ESCMID principles are met, the ESCMID guidelines programme is com-
posed of many activities, and provides support to individual guidelines projects.

At the time of writing, the ESCMID guidelines programme provides support to individual guide-

lines projects in:

e methodological guidance throughout the project

e support of the Evidence Review Group (ERG) for literature review

e involvement of a medical information specialist

e lease of a platform for project management (GRADE Pro, at the time of writing)

e training of panellists and chairs on guidelines development methods, with focus on the

GRADE approach

e medical writing (in some specific circumstances)

4 Roles and responsibilities

The functional chart of the ESCMID guidelines programme is as follows:

Function

Responsible

Reward/compensa-
tion (if any)

Executive Committee

- Represents ESCMID in agreements with other Societies

- Approves the guidelines prioritisation and collaborative
projects with other professional Societies and stake-
holders

- Allocates budget to guidance documents projects Signs
the MoU for cooperative projects with other Societies

ESCMID President and
Guideline Officer

Voluntary

European Society of Clinical Microbiology and Infectious Diseases (ESCMID)
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Function

Responsible

Reward/compensa-
tion (if any)

Guideline Officer

Strategic Alignment and Oversight

- Provide strategic oversight for the Guidelines Pro-
gramme's long-term objectives

- Oversee prioritization of Guidelines topics

- Liaise between the EC and the Guidelines Director

- Manage Guidelines-related matters in Executive Com-
mittee (EC) meetings, including:

- Determining priority Guidelines topics to be dis-
cussed
- Reviewing and presenting supporting documents

Resource Allocation

- Support resource allocation decisions for guideline de-
velopment

- Oversee budget allocation for Guidelines Programme
activities

- Ensure efficient use of resources across different guide-
line projects

Governance and Collaboration

- Lead the Guideline Director Selection process

- Participate in the selection of nhew members of the
Guideline Subcommittee

- Represent the ESCMID EC in the Guidelines Subcom-
mittee meetings

- Represent ESCMID in agreements with other Societies,
when delegated by the ESCMID President

- Sign memoranda of understanding for cooperative pro-
jects with other Societies

Support to Guidelines Director

- Maintain regular communication and conduct meetings
with the Guidelines Director and Guidelines Manager

- Provide strategic advice on development and imple-
mentation of the ESCMID guidelines programme

- support to the Guidelines Director on collaborative pro-
jects with other professional Societies and stakeholders

- Assist in resolving challenges or conflicts in guideline
projects

Guideline Officer

Voluntary

European Society of Clinical Microbiology and Infectious Diseases (ESCMID)
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Function Responsible Reward/compensa-
tion (if any)

Executive Office
- Coordinates communication Guidelines Manager | Salary
- Receives proposals (full time)
- Maintain a log of activities, minutes of meetings
- Prepares reports
- Coordinates the public consultation procedure
- Organizes the prioritisation exercise
- Organises online and face to face meetings, including at

ESCMID Global
- Organises training course on guideline development for

junior members
- Evaluates financial issues on the guidance document

portfolio

European Society of Clinical Microbiology and Infectious Diseases (ESCMID) 10
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Function Responsible Reward/compensa-
tion (if any)

Guidelines Director

- Take responsibility for the regular functioning of the | Guidelines Director Voluntary

ESCMID programme for guidelines, including its strate-
gic development plan

- Oversee ESCMID’s guidelines portfolio and the develop-
ment/updating of guidelines

- Chair Guidelines Subcommittee, via regular meetings,
email exchanges and other communication means as
necessary

- Manage the prioritization of topics (both the 5-year pipe-
line and out-of-planning topics)

- Publish, revise and update the relevant policy docu-
ments and methodological tools necessary for the
guidelines programme, including the ESCMID Manual
for guidelines and other guidance documents, Standard
Operating Procedures, checklist, Terms of References,
and others

- Preliminarily assess any request and proposal, in col-
laboration with the ESCMID Guidelines Subcommittee

- Assess Conflict of Interest (Col) of guideline panels in
collaboration with the ESCMID Guidelines Subcommit-
tee

- Appoint ESCMID supervisors and Evidence Review
Group members to individual guidelines projects

- Advice guideline panels on methodology and other is-
sues

- Oversee the public consultation phase of prospective
ESCMID guidance documents, and issue proposals to
the EC about endorsement

- Plan and oversee training courses on guideline develop-
ment

- Represent in collaboration with the ESCMID Officer
ESCMID’s interests in relation to medical guidance doc-
uments to internal (EUCAST, EUCIC, EIS, AMR SC, study
groups, TAE etc) and external stakeholder.

- Report to the Guidelines Officer in all issues necessitat-
ing the EC involvement

The term of office is
two years with a max-
imum duration of
eightyears

European Society of Clinical Microbiology and Infectious Diseases (ESCMID)
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Function

Responsible

Reward/compensa-
tion (if any)

Guidelines Subcommittee (GLSC)

The GLSC supports the Guidelines Director in shaping and
running the society’s guidance documents programme

- Cooperates and assists Guidelines Director in:

- Advice on call for guidelines/setting priorities of topics
- Review of new proposals

- Constant evaluation of the need of updates

Advice on the composition of the guideline panels
Review of Cols

Protocol review at the proposal stage

Review of manuscript before it enters the public consul-

tation

- Prepares/updates Standard Operating Procedures and
forms

- The GLSC convenes once per year during ESCMID
Global, but has monthly online meetings. COI Policy of
GLSC members is the same as guideline panel mem-
bers.

- GLSC members must get the approval of the Guidelines

Director, to participate in a specific guidance docu-

ment.

The GLSC is chaired by the Guidelines Director and has up

to 12 members including:

- the Guideline Officer

- 6 full ESCMID members (At least one with experience in
a guideline development)

- one representative of the Clinical Microbiology and In-
fection (CMI) editorial board

- the ESCMID methodologists (as permanent members)

Also, Liaison officers with other ESCMID subcommitees
(EUCIC, EIS, and other relevant ones) are participating
with an advisory role

Guidelines Director

Free participation to
ESCMID Global

Can participate as
panelist to one
guideline project per
year

Selected by the
Guidelines Director
and Guidelines Of-
ficer and approved
by Executive

Committee after an
open call. The term
of office is four years
with the option to ex-
tend for a further two
years with approval
from the Executive
Committee.

European Society of Clinical Microbiology and Infectious Diseases (ESCMID)
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Function Responsible Reward/compensa-
tion (if any)

ESCMID Ethics Advisory Committee

- Contribute to overseeing the topic prioritisation; ap- | ESCMID Ethics Advi- | Voluntary

proval of MoU for cooperative projects for other Socie-
ties

- At the development phase of guideline: advisory func-
tion at the early phase for, panel and GLSC Col assess-
ment, panel balance (e.g. by gender, country, etc.)

- Atthe post-development phase / final draft stage: giving
asupportinrevising or advising on potential ethical mat-
ters pertaining to specific guidelines and checking the
equity in recommendations

- Evaluate potential patients’ involvement in guidelines
(e.g., through communication with organisations, dis-
semination of results, etc.)

sory Committee

Further roles are detailed under Panel composition.

5 ESCMID stakeholders

The guidelines development process requires input from and collaboration with external par-
ties. Feedback from relevant stakeholders (depending on the guideline topic) is often crucial
for the overall guideline content and its further implementation.

ESCMID is actively partnering with and/or involving many external entities (i.e. professional so-
cieties, organisations, consortia, and others) in its activities. The list of stakeholders needs to
be maintained up to date for the purpose of involving specific stakeholders in relevant guide-
lines development projects.

5.1 Identification of stakeholders

The ESCMID Guidelines Director, supported by the ESCMID GLSC, will identify a comprehen-
sive, global list of relevant Societies and stakeholders in the field of ID, CM, and Infection Con-
trol. The list of stakeholders is proposed to the ESCMID Executive Committee for approval.

The initial list is based on the existing list of stakeholders that ESCMID partners with on its
many activities. The listincludes ESCMID entities (subcommittees and study groups), ESCMID
affiliated societies, consortia, ESCMID partner societies, organisations, other professional so-
cieties in the field of medicine, veterinary medicine, etc., philanthropies, patient organisa-
tions, as well as other institutions and funding bodies. The list will be expanded by the GLSC
by reviewing scientific publications, by searching for relevant conferences/congresses in
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ESCMID Manual for Clinical Practice Guidelines and Other Guidance Documents

Europe and worldwide, by contacting initial stakeholders to suggest additions or changes (e.g.
snowballing technique).
ESCMID GLSC will:

e Update the initial list including as many relevant entities as possible from the above-
mentioned groups

o Create alist of activities in which stakeholders may be involved (i.e. suggestions for top-
ics; inclusion in guideline panels as a full member, partial participation or advisory role
with no voting rights; input to open consultations; endorsement)

e Assign priority level to each stakeholder for each respective activity

e Propose the list to ESCMID Executive Committee for approval

e Submit an updated list of stakeholders to ESCMID Executive Committee every 12
months

GLSC, with the help of ESCMID Office, will identify contacts (incl. contact details) and/or offi-
cial representative for each stakeholder, collect their replies and finalize the list of stakehold-
ers.

In case of change of contact details or other contact information of stakeholders, GLSC, with
the help of ESCMID office, will identify new contacts.

Review and update of all contacts will be done once annually.

5.2 Stakeholders’ engagement

ESCMID stakeholders are involved through two main activities:

1) Participating in the process of priority setting:

All the identified stakeholders will be invited to contribute feedback and potential topics and
projects in order to collect suggestions on priority guidelines. A survey will be sent to all stake-
holders in the field of ID and guidelines development to gather this information.

2) Inclusion in individual guidelines projects (the level of involvement may vary):

Assessment of the relevant stakeholders should be made early in each ESCMID guidelines pro-
ject. Stakeholders, depending on their importance to a specific guidelines project, may be in-
volved in its entire development process or only in certain parts of it (e.g. from endorsing a
topic, participation in the panel, public consultation phase, to post-publication feedback,
etc.).

Foreach guidelines project, the GLSC will assign to each stakeholder a level of priority depend-
ing on how strategic and important it is for the stakeholder to be contacted and involved in
guidelines development activities. Priority level will be assigned between 1=high priority/very
relevant/strategic (must be included/contacted), 2=medium priority (should be included/con-
tacted), and 3=low priority (could be included/contacted).

For high priority/strategic stakeholders, ESCMID should have a formal agreement (i.e. MoU,
etc.) for their involvement in guideline development activities. The invitation to these stake-
holders should be signed by ESCMID Executive Committee.

All other stakeholders should be sent a formal letter signed by the Guidelines Officer.

European Society of Clinical Microbiology and Infectious Diseases (ESCMID) 14
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5.3 Checklist for EUCAST involvement in ESCMID guidelines projects

For all ESCMID guidelines projects, the GLSC should categorise the topic into one of
the following categories:

1. Guidelines outside the EUCAST sphere

2. Guidelines where EUCAST should be consulted but not necessarily involved in the writ-
ing of the guideline

3. Guidelines where the involvement of a EUCAST representative throughout the writing of
the guideline (participate in the writing group, in all meetings etc) is reasonable.

Once the guideline panel has been approved, the chair will be informed by the GLSC supervisor
of the “degree of EUCAST involvement”. For category 2 and 3, the writing group should arrange
a meeting with EUCAST early in the process to determine how relevant cooperation is best
achieved. Depending on the guideline topic, EUCAST might be involved from the beginning
throughout the process or only after PICOs definition, for those cases where only some PICOs,
and not the whole guidelines topics, fall in category 2 or 3.

For all projects on topics falling in EUCAST sphere, EUCAST opinion should be asked when the
final draft document is submitted to ESCMID for endorsement, before the public consultation
phase is opened.

5.3.1 Guidelines where one or more of the following subjects are included, would qual-
ify as either group 2 or 3:

- Any guideline where antimicrobial therapy (choice of agent, mode of administration,
dose) is an integral part — some species may not have EUCAST breakpoints, some doses
may not match EUCAST breakpoints, etc

- Any guideline where the degree of susceptibility of a causative microorganism is dis-
cussed

- Any guideline where the detection or exclusion of resistance mechanisms of a causative
organism is discussed

- Any guideline where breakpoints are mentioned, unless it is to say “consult the relevant
EUCAST breakpoint table”

- Any guideline where it is tempting to the writing group to recommend or warn against the
use of specific AST methods (disk diffusion, gradient tests, semi-automated devices etc).

- Guidelines on prophylaxis where AST or breakpoints are mentioned

- Veterinary guidelines with references to antibiotics, AST, resistance or breakpoints

5.3.2 Guideline topics that would fall outside the EUCAST sphere are:

- Purely viral or parasitic infections
- Infection control, unless detection of resistant organisms or resistance mechanisms are
discussed
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- Differential diagnosis with other diseases (e.g. autoimmune) guidelines

- Vaccinations

- Other preventive measures (e.g. PPE, isolation, etc)

- Screening, unless detection of resistant organisms or resistance mechanisms are dis-
cussed

- Imaging of infectious diseases

6 Prioritisation of topics for ESCMID Clinical Practice Guidelines

Setting priorities is an essential component of developing guidelines in any field of healthcare.
This process ensures that resources and attention are devoted to those areas in which clinical
recommendations will provide the greatest benefit to patients, clinicians, and policy makers.
In this section, we describe the process of identification, prioritisation and selection of topics
for new ESCMID guidance documents, including external consultation with stakeholders, as
well as the process of issuing an open call for project proposals for guidance document devel-
opment, their assessment, selection, and approval for funding.

6.1 Purpose of prioritisation

By using a survey questionnaire, ESCMID will develop and update a list of topics, within the
field of infectious diseases (ID), clinical microbiology (CM), and infection control, where guid-
ance is needed, with a global perspective and transparent criteria. The aim is to avoid duplica-
tion of efforts and join forces with major relevant societies and stakeholders.

The priority topics will form the basis for open calls for project proposals, which will finally lead
to the ESCMID endorsement funding of selected guidance document projects. The list of pri-
ority topics will also facilitate the definition of urgent topics/ad-hoc guidelines when needs be.
Flowchart of the process is presented in Appendix 1.

The prioritisation will cover a 5-year period, to will inform ESCMID strategy, and allow proper
planning and resources allocation in a 5-year plan for guidelines.

6.2 Process of prioritisation of topics

The process of prioritisation of topics for guidance documents will be repeated every 5 years.
The ESCMID Guidelines Manager will support in the exchanges with the stakeholder represent-
atives and will compile tables with all the proposed topics.

6.2.1 Survey design

The survey questionnaire has been designed by the GLSC. It aims at collecting information, for
each proposed topic, on the criteria necessary for priority scoring. The survey will be imple-
mented online using a General Data Protection Regulation (GDPR)-compliant platform.
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6.2.2 Survey dissemination

Information about the survey will be disseminated by ESCMID Guidelines Manager to the list
of Stakeholders as defined in paragraph 5.1:

6.2.3 Analysis of survey

The information will be analysed from a qualitative and quantitative point of view by the mem-
bers of the GLSC:

Descriptive statistics will be produced for the topics submitted.

An initial screening of topics will be made by the GLSC: each GLSC member will assess an
appropriate number of topics and suggest those to be dismissed because not falling within
ESCMID scope; in case of disagreement between GLSC members, the topic will be retained.
Grouping of topics within broader areas can also be performed, based on textual analysis of
the proposals.

All the GLSC members will then rate each topic according to the priority criteria, scores and
weights detailed in Appendix 2, resulting in a score ranging from 1 to 12. The median score
across all GLSC members will be used.

Proposals will then be ranked according to the score, to obtain the final list, which will consti-
tute the list of priority guidelines in the next 5 years.

6.2.4 Approval of the priority list

The ESCMID Guidelines Manager will transmit the priority list of topics to the ESCMID Executive
Committee and arrange further communication between the Executive Committee and the
Guidelines Director.

The ESCMID Executive Committee will evaluate and approve the priority list. Comments and
proposed modifications will be sent back to the Guidelines Director. If needed, the ESCMID
Ethics Advisory Committee will also review the priority list to identify potential ethical issues.

6.2.5 Wide dissemination of the priority list

The 5-years priority list will be widely disseminated. Some of the options will be:

- publication in peer-reviewed journals (i.e. Clinical Microbiology and Infection) or other
publications

- ESCMID channels (i.e. website, newsletter, social media)

- Presentation during the ESCMID general assembly

Timeline
Time Activity
Day 0 approval by the Executive Committee for the launch of the survey
Dat1to 15 Implementation of the questionnaire on the platform
Day 15 Stakeholders’ involvement (invitation sent out)
Day 30 and 45 Reminders to stakeholders
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Time Activity

Day 60 Closing of the survey

Day 90 Analysis by SC members and finalisation of the priority list

Day 120 Executive Committee decision on the priority topics for the next 5 years
Day >120 Dissemination of the priority list
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7 Project proposals and their selection

7.1 Callfor project proposals for guidelines

An open call for project proposals for guideline development will be issued every year, based
on the priority list: the scope of the call will cover 3-4 topics among those identified as “top
priority” during the latest prioritisation exercise; the overall budget and number of proposals
which will be funded will be specified in the call, as approved by the ESCMID Executive Com-
mittee. We aim at funding 3-4 new guidelines projects each year.

The ESCMID Guidelines Manager will advertise the opening of the call for proposals through
ESCMID channels (i.e. website, newsletter, social media).

The call will be open to all ESCMID study groups and individual ESCMID members; other soci-
eties may be involved, through the appropriate ESCMID study group. Project proposals will be
submitted via email through a pre-specified form, designed according to the AGREE-Il items of
quality guidance documents. The call will be open for a total duration of approximately two
months.

Within each call, submission of projects on other topics than the ones selected by the EC will
be allowed, to ensure to meet unplanned needs; these applications will be considered for
funding based on quality of proposal, priority scoring, and available resources.

The template for submission of project proposals is in Appendix 3.

7.2 Quality assessment and selection of projects

After the closure of the call, the ESCMID Guidelines Manager will collate and transfer all the
project proposals thathight meet the requirements to the ESCMID Guidelines Director and
ESCMID Guideline Officer, and GLSC.

The ESCMID Guidelines Director and the ESCMID Guideline Officer, supported by the GLSC,
will assess project proposals and score them according to (AGREE Il) instrument items: Scope
and Purpose, Stakeholder Involvement, Rigour of Development, Clarity of Presentation, Ap-
plicability, and Editorial Independence.

Each proposal will be independently evaluated by one methodologist and two GLSC members;
the Guidelines Director will review all the proposals. The projects with the higher scores will be
selected, depending on the available budget. The GLSC can suggest merging or modification
to the proposals.

7.3 Approval of funding of selected project proposals

The ESCMID Guidelines Manager will transmit the list of selected project proposals to the
ESCMID Executive Committee and arrange further communication between the Executive
Committee and the Guidelines Director.

The ESCMID Executive Committee will evaluate and approve the endorsement and funding of
the selected project proposals. Comments and proposed modifications will be sent back to
the Guidelines Director.

The ESCMID Guidelines Director will contact the groups with the selected proposals.
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7.4 Timeline of the guidance project

The recommended time from appointment of the panel Chair to submission of the finalised
guidance document to the ESCMID Guidelines Director/ Executive Committee should be ap-
proximately 12-18 months to prevent the likelihood of the evidence becoming outdated. Once
appointed, the panel chair shall submit a draft timeline to the ESCMID Guidelines Director for
discussion and approval (see Appendix 4 for an example template).

Updates should follow a shorter timeline (see 16).

7.5 Out-of-planning and non-expected, extra priority guidelines projects

We envisage that occasionally unexpected, out-of-planning, topics might become high prior-
ity. Often, proposals are presented by other Scientific Societies and ESCMID stakeholders.
ESCMID principles also apply to these projects. The main aim of this section is to provide guid-
ance on the procedures to be followed to approve out-of-planning high-priority topics. For as-
pects not covered in this section, the standard procedures described in this manual will apply.

7.5.1 Submission of proposals for extra priority guideline projects

Proposals for extra-priority guideline projects can be submitted by any ESCMID member and
should be submitted to the Guidelines Manager using the form in Appendix 5. The form is
checked for completeness by the Guidelines Manager and then forwarded to the Guidelines
Director. The Guidelines Director can decide to reject the proposal or to initiate an evaluation
by the GLSC.

7.5.2 Criteria for prioritisation of out-of-planning guideline projects

By applying the following criteria, the GLSC can systematically evaluate emergent project pro-
posals and prioritise those that align with the highest urgency, impact, and relevance to the
GLSC mission. The criteria for prioritisation are available on Appendix 2.

7.5.3 Review and approval process

The GLSC will apply the same criteria in Appendix 2. The threshold of the final score for pro-
ceeding with the new project should be 8/12.

Proposals are reviewed and scored (using the prioritisation framework outlined above). For
each criterion, the ESCMID Guidelines Director, in collaboration with the ESCMID Guidelines
Officer and supported by the GLSC, will assign a mark between 1 and 9, with 1 being the lowest
and 9 the highest evaluation. For each criterion, the mean score across GL SC members will
be calculated. To generate a final score, scores of each criterion will be added up.

Proposals assigned a low score will be rejected at this stage. Proposals with high score will be
assessed by the GLSC, following the guideline manual procedures. Specific thresholds are not
predefined and final decisions will be made based on the discretion of the GLSC. Proposals
assigned a sufficient score will be forwarded to the ESCMID Executive Committee with a rec-
ommendation by the GLSC for approval or rejection.
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The Executive Committee will make the final decision on approval or rejection, and on which
level of support will be funded by ESCMID.

7.6 Rapid guidelines

At the time of writing, the ESCMID GLSC is working on specific procedures for rapid guidelines
which will be published at a later time.

8 Development of guidelines jointly with other organisations

Guidance documents may be jointly produced in cooperation with other societies or organisa-
tions. Under such circumstances a MoU (provided in a separate document) should be defined
and agreed from the guideline inception and will be signed by the ESCMID Guidelines Officer
and President. The panel chair will usually be identified by the lead organisation. Each organ-
isation must have representation on the panel and share costs associated with the develop-
ment of the guidance document, generally in proportion to the number of members.
Proposals for publication should also be agreed in advance and clearly stated in the MoU. The
finaldocument should be reviewed by all participating societies/organisations before publica-
tion and must undergo internal and public review through ESCMID; a public review period
through other participating societies/organisations is desirable and should be discussed with
the publication plan. Consideration should be given to submission of the final document to
Clinical Microbiology and Infection (CMI). When it is agreed that the full report is to be pub-
lished in a journal other than CM/, consideration should be given to publishing a Short Report
or a Summary Document (as a co-publication) in CMI subject to the permission of the publish-
ing journal and agreement by the Editor-in-Chief of CMI.

Itis a prerequisite of a collaborative guidance document that the final published document is
posted on the ESCMID website and be freely available (i.e. published as open access).

When establishing a new MoU for a guidelines project, the ESCMID Ethics Advisory Committee
might be involved in reviewing it, to make sure that ESMCID procedures are followed.

9 Panel composition

9.1 Generalinformation

Guideline panel composition must respect the following rules:

- The panel should consist of 9 - 15 members from different (predominantly European, but
with a view on the global scale of ESCMID guidance in specific topics) countries.

- The panel should include both specialists in the narrow field under discussion, and peo-
ple with a wider perspective.

- The participation of members proficient in the methodology of systematic reviews is
strongly recommended.
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- When assembling the panel, the balance in terms of gender and country of origin should
be sought.

- It is strongly advised to include a representative of the patient population or of the lay
public into the guideline panel. In future, this might become a requirement.

- The chair and the members of the panel should be drawn from the membership of the
Society whenever possible.

- The ESCMID Ethics Advisory Committee will support the GLSC in the panel selection, as-
sessing the Cols of applicants and checking the gender and geographical and specialty
balance in guideline panels.

- The final panels will be approved by the ESCMID EC.

- Panelmembership officially starts only after review and approval of the declaration of Col
by the ESCMID Guidelines Director, and Executive Committee approval.

9.2 Guideline Chairs

The proponent of a guideline project can apply to be chair or be proposed by another ESCMID

member. Alternatively, the ESCMID Guidelines Director will appoint the panel Chair, who will

also be approved by the Executive Committee. This is a voluntary position.

Responsibilities of the Chairs include:

- Coordinating the guideline project adhering to the planned timeline

- Communicating with the Guidelines Director.

- Overseeing Cols of panel members.

- Deciding on PICOs and other questions.

- Working closely with the ESCMID guideline methodologist.

- Managing the Evidence-to-Decision process.

- Reviewing the manuscript and taking responsibility for its content.

- Overseeing the publication of the guideline and communicating with the CMI Editor-in-
Chief, always informing the ESCMID Guidelines Manager at each step.

9.3 ESCMID Guideline Methodologist

ESCMID (in-house) Guideline Methodologists are experts in research and guideline methodol-
ogy, hired by ESCMID. Their duty is to support and oversee the methodological aspects of
guideline development process, and make sure that ESCMID standards are implemented.
They work closely with the chair, the ERG members(see paragraph 9.5) and the panel. ESCMID
methodologists are non-voting panel members and are co-authors in guidelines on which they
are involved.

The main responsibilities of the Guideline Methodologist include:

e Establishing a methodological plan/protocol for the ESCMID guideline.
e Providing guidance and advice on all methodological steps for the panel.
e Aidingin defining the guideline's scope and formulating research questions.
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e Overseeing all methodological aspects of guideline development, including literature
searches by the information specialist, outcome rating, data extraction, screening,
risk of bias assessment (RoB), meta-analyses, GRADE, and the Evidence to Decision
(EtD) Framework.

e Makingsure that the guideline manuscriptis written according to the results of the syn-
thesised evidence.

e Instructing ERG members and reviewing their work.

e Writing the methods section of the guideline, helping structure the manuscript, and
reviewing it.

e Ensuring the highest methodological standards and transparency throughout the
guideline development process.

e Collaborating closely with the chair to resolve any methodological issues.

9.4 Guideline panel members

Panel members are experts on the topic for which the guideline is being developed. Usually,
each guideline has 9-15 ESCMID members, who are selected for their expertise. This is a vol-
untary position, and the panel members are co-authors of the guideline based on ICMIJE crite-
ria. The guideline panelis recruited through three main sources:

1. 1/3 of the panel is suggested by the guideline chair,
2. 1/3is suggested by the Executive Committee, Guidelines Director, and GLSC,
3. 1/3ischose by an open call (not limited to ESCMID members).

The open callfor inclusion would consider the following criteria to select and appoint the three
to five members: a) free from financial Col, b) experience on the topic for which guideline is
being developed (applicants will need to indicate their 10 best papers on the topic), ¢c) motiva-
tion in joining the panel for the specific project (to be clearly presented in a cover letter sup-
porting the application). CVs, Col declarations and motivation letter will be evaluated by the
GLSC and the Director, using a scale from 1 to 9. In case of candidates with similar evaluation
among the above criteria, further elements for consideration will be given to gender and coun-
try balance and being an ESCMID member.

Including panel members without ESCMID Guidelines Director approval is not permitted.
The main responsibilities of the panel members include:

e Participating in the guideline and working group meetings.

e Meeting deadlines and adhere to the project timeline

e Getappropriate training on the GRADE approach and on systematic reviews methods
e Being active members of working groups, within the guideline panel.

e Reviewing the protocol of the guideline project.

e Helpingin phrasing and defining the PICO questions.

e Working closely with the guideline Chair and ESCMID methodologist.
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e Helping the ERG members within the working groups with any questions they may
have.

e Assessingthe included evidence critically.

e Applying the Evidence-to-Decision (EtD) framework to issue specific recommenda-
tions.

e Reviewing the manuscript and taking responsibility for its content.

The Terms of Reference for ESCMID guidelines panelists is reported in Appendix 7, and inclu-
sion in a panel includes acceptance of the Terms of Reference.

9.5 ESCMID Evidence Review Group (ERG)

ERG is a group of motivated junior professionals in infectious diseases or microbiology trained
by ESCMID in methodology of systematic reviews, meta-analyses and the GRADE approach,
who help with the methodological task for guideline development. Each year ESCMID organ-
ises a training course free of charge, and opens a call for participants, who are selected based
on their background, motivation and experience. Successful participants commit formally to
be available in future ESCMID guideline projects. Each trained participant will be asked to par-
ticipate to a maximum 1 project per year, in the 5 years following their training. When the doc-
ument will be published, ERG members are added as co-author of the publication, based on
ICMIJE criteria.

The main responsibilities of ERG members include:

e Participating in the guideline and working group meetings.

e Working closely with the guideline Chair and ESCMID methodologist.
e Being active members of working groups, within the guideline panel.
e Performing title/abstract and full text screening.

e Performing data extraction.

e Risk of Bias Assessment of included studies.

e Assessing the quality of evidence using GRADE approach.

e Taking responsibility for the data and results of evidence synthesis.

9.6 Non-panel memchbers supporting guideline development

9.6.1 ESCMID supervisor

The ESCMID Supervisors are members of the ESCMID GLSC. Their main role is to supervise
individual ESCMID guidelines projects. Each supervisor is assighed to a maximum of 2-3 guide-
lines projects at any given time. The main tasks of the supervisors are:
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Task

Responsibility
shared with

Notes/Comments

Participate as observer to the
meetings of the panels

The supervisors might have to attend 2-3 meet-
ings per month, depending on the panel sched-
ule. An attempt should be made not to miss more
than one meeting in arow.

Constant remainder of
ESCMID “ownership” of the
GL

methodologist

Guidelines chairs and panels of ESCMID guide-
lines projects represent ESCMID, and are not act-
ing in a personal capacity. ESCMID is providing
support for many of the activities of a guidelines
project.

Participate in defining the
scope of the guidelines, to en-
sure that it fits ESCMID aims
and perspective.

methodologist

In this task, the supervisors will act as repre-
sentative of the EC, in setting the aim and strat-
egy of the Society.

A discussion between the EC (represented by the
Guidelines Officer) and the supervisor before the
project is started (either as individual meeting or
during one of the SC meetings), might be useful
to clarify ESCMID preferred scope for the specific
guideline project.

Contact point/Liaison with
ESCMID SC for any ques-
tion/doubts about the man-
agement of project

The supervisor reports on a monthly basis about
the progress of the projects, during the SC meet-
ings.

Ensuring steps are followed
(Quality assurance)

methodologist

The supervisor should support the methodologist
in making sure that right steps are followed ac-
cording ESCMID procedures, reinforcing meth-
odologist requests/suggestions when needed.
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Task

Responsibility
shared with

Notes/Comments

Oversee update of Col decla-
ration of panel members every
12 months

The panel chair is responsible for overseeing col-
lection of Col declaration of panel members.
However, a reinforcement/reminder might be
useful in some settings.

The supervisor should also suggest involving the
EEAC whenever necessary).

Prevent inclusion of unauthor-
ised members

Allrequests for changes in the panel composition
of a ESCMID guidelines projects should be sub-
mitted to the ESCMID supervisor who will forward
it to the Guidelines Director. No additions/re-
placements of members of the original submitted
group are allowed without official approval by
ESCMID.

Submission of session pro-
posals for ESCMID Global

methodologist

The GL panels are asked by the GLSC to propose
sessions for ESCMID Global e.g. to open the Pub-
lic Consultation Phase or to report on systematic
reviews with relevant results. This will also help
the panels to commit to deadlines. The supervi-
sor should assist the panels in choosing the right
format for the proposed session, writing the pro-
posal, finding appropriate speakers.

Follow-up after publication
(e.g. for dissemination, imple-
mentation etc)

This might be difficult to achieve, because SC
members will change over time. This should
probably best assigned to the Office or the SC it-
self. Dissemination and implementation are very
different issues: ESCMID might need/want to ad-
dress those separately.

The role of supervisors should be acknowledged in the final publication, but they don’t qualify

as Authors.

European Society of Clinical Microbiology and Infectious Diseases (ESCMID) 26




ESCMID Manual for Clinical Practice Guidelines and Other Guidance Documents

9.6.2 Medical Information Specialist

To ensure the highest quality standards in guideline development, ESCMID guideline panels
rely on systematic literature searches conducted by skilled information specialists, who are
hired by ESCMID. The main tasks of the information specialist are:

e Designing the search strategies, in coordination with the ESCMID guideline methodol-
ogist.

e Runningthe literature searches in several electronic databases (to be decided with the
ESCMID methodologist and the Guideline Chair).

e De-duplicating the records.

e Sendingthe retrieved records to the Guideline Methodologist (in Endnote or in another
format, as agreed upon).

e Sending a report with search strategies and search details (which databases, how
many records, search dates, filters etc).

e If agreedto, provide the full texts to the panel, as needed.

e Updating the searches after one year (exact time to be decided with the Chair and
Methodologist).

Depending on the level of involvement, medical information specialists may qualify as Au-
thors.

10 Conflicts of interest (Col)

10.1 Background and motivation

Guidance documents should be based on high quality evidence and should be free of bias.[6]
Col can bias guidance document recommendations towards certain treatments, diagnostic
tests or other products. If Cols are not appropriately managed and dealt with prior to guidance
document development, this will affect the credibility and reliability of the guidance docu-
ment.

Conflicts of interests do not necessarily imply improper motivation or require immediate ex-
clusion of a person from involvement in guidance document development, but since they can
influence decision-making, all Cols (even those only considered “potential”) should be de-
clared, transparently reported, identified and properly managed to limit bias.

10.2 Who should disclose?
The list of required disclosure required is the following:

e ESCMID Guideline Officer
e ESCMID Guidelines Director
e ESCMID GLSC members
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Guideline Chair
Panel members

Guideline Staff (Methodologist, Medical Information Specialist)

The Col declarations of all authors must be completed and published in the final guidance

document.

10.3 What should be disclosed?

Interest is defined as any direct or indirect financial or nonfinancial interest besides the devel-

opment of the guideline itself, i.e. to the purposes of the guidance document development

represents a “secondary interest”.

A Col arises when there is a risk that the professional judgement of an author regarding the

specific guidance document will be influenced by a secondary interest.

Type Explanation/Examples Threshold/mitigation Time limit
Direct fi- | Payment for services from a commercialcom- | None (all direct finan- | 5years
nancialin- | pany (consultancies, speaker’s fees, member- | cial interests shall be
terest ship), indirect payments (e.g. funding for | declared)
travel, accommodation, professional devel-
opment, hospitality), stock ownership, royal-
ties, directorships, grants received or pending,
patents, received or pending.
Scientific | EU, national and international public bodies, | None (all shall be de- | 3 years from
funding grants from organisations, patients’ associa- | clared) guideline
tions, and other societies project con-
clusion
Indirect fi- | Representation or having roles in organisa- | None (all indirect finan- | 3 years from
nancialin- | tions with financial links or affiliations with | cial interests shall be | guideline
terest commercial companies that will benefit or be | declared) project con-
affected by the guidance documents recom- clusion
mendations.
Non - fi- | Including, but not limited to, academic ad- | Not applicable On a case-
nancialin- | vancement, clinical revenue streams, com- by-case ba-
terests munity standing, scientific interest, public sis

comments and testimony, leadershiproleona
panel, substantial career efforts/interests,

European Society of Clinical Microbiology and Infectious Diseases (ESCMID)

28




ESCMID Manual for Clinical Practice Guidelines and Other Guidance Documents

Type

Explanation/Examples Threshold/mitigation Time limit

previously published opinions, and advocacy
or policy positions

In general, any the funding by interested parties — whatever or whoever they are — should be
disclosed; when in doubt, err on the full disclosure side.

By commercial company we mean pharmaceutical, diagnostic and medical device industries
with primarily profit aims.

Non-financialinterests might not always be considered problematic (sometimes they are even
considered an added value). On the other hand, they can induce bias, and therefore need to
be disclosed. Examples include publishing or being involved in research that may be used in
the guidance document, being considered an expert or opinion leader on an intervention or
treatment that will be considered in the guidance document etc.

Col of first-degree relatives and close personal relationships (e.g. partner) need also be dis-
closed.

10.4 How to disclose?

All Dols are to be included into the dedicated ESCMID form, suitable for all ESCMID-related
activities.

10.5 When to disclose?

Since this document adopts a broad definition of interests, in particular non-financial ones, it
would be virtually impossible for most professionals to declare all of them at any specific point
intime.

Besides, most “interests” become “conflicts of interest” only relating to the task to be per-
formed.

Therefore, interests will be declared at specific times:

e when applying to serve
— in an official ESCMID position Executive Committee, Director, Study Group
(SG), Sub-Committees etc).
— as chair of an ESCMID guidance document project.
— as panel member of an ESCMID guidance document project.

e during the development of an ESCMID guidance document project: at least every 12
months (earlier, in case of intervening new Col) or alternatively, at major milestones
(P1ICOs definition, summary of findings finalisation).

e atthe time of submission for Public Consultation Phase.

In these cases, the declarations will be assessed as detailed below.
Guideline panels may choose to add an open discussion of Dol of all participants at the begin-
ning of each meeting.
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10.6 Who will assess whether an interest represents a Col?

The Dol will be assessed as per the following:

Candidate to task of:

Dol assessed by:

Guideline Officer

Executive Committee

Guidelines Director

Guideline Officer and Executive Committee

GLSC members

Guidelines Director and Guideline Officer

Panel Chair

Guidelines Director, Guideline Officer, Executive Committee

Panel members

Panel chair, who then reports to Guidelines Director, GLSC*t

Panel advisors and consultants | Panel Chairt

Panel staff

Panel Chairt

* The Dol will be assessed by the ESCMID Guidelines Director and at least one other member
of GLSC, prior to inclusion as panel member.

T The final composition of the panel will be approved by the Executive Committee, after a rec-
ommendation by the Guidelines Director and GLSC.

The ESCMID Ethics Advisory Committee should also be consulted in case of concern about
COlin a guideline panel (i.e. new member of GLSC to be appointed, change in the Dol occurs).

10.7 Requirements for individual roles/tasks

Role/task

Requirement Mitigation (if any)

Guideline Officer

no current orrecent (i.e. past 5 years) | None
direct or indirect financial Col

Guidelines Director

no current orrecent (i.e. past 5 years) | None
direct or indirect financial Col

GLSC members

no current or recent (i.e. past 5 years) | None
direct or indirect financial Col

Panel Chair

no current or recent (i.e. past 5 years) | None
direct or indirect financial Col
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Panel as awhole

>50% of members free from direct or
indirect financial Col

Indirect Col might be assessed on a
case-by-case basis

Guidelines evidence
group

no current orrecent (i.e. past 5 years)
direct or indirect financial Col

None

Panel members

No current orrecent (i.e. past 5 years)
direct or indirect financial Col

Participation in the discussion or vot-
ing for the PICOs related to the COl is

not allowed.

10.7.1 Risk levels of Col

The following list is an attempt to stratify risk of bias due to situations of Col. The distinction in
low and high risk Col, however, is only tentative and certainly arbitrary: each potential Col

needs to be assessed in the context of specific tasks.

Low-risk Col:

Delivery of non-promotional talks in which the speaker has full control of the content
and is either unpaid or paid by a third party that is responsible for ensuring that the
event is free of influence of relevant industry (i.e. if the event has industry financial
support, all planning and content must be free of industry influence, and any payment
of expenses and honoraria must occur through a third party, such as the medical soci-
ety orinstitution sponsoring the event, or an event manager acceptable to them, rather
than directly by a commercial entity with an interest in guideline subject matter or its
agent).

Honoraria for speaking at company sponsored meetings or events, depending on the
number of speaking engagements and overall amount of retribution.

Supportin the form of fellowships, travel grants, in-kind donations, to Institution or de-
partment of affiliation, depending on overall amount

Participation in clinical trials.

Officer or board member of another medical society.

Editorial positions with publications.

Program oversight of meetings (e.g., program organiser or guidance documents publi-
cations).

High risk Col:

Research grants, partial or full salary support from a commercial organisation for self
or employees for whom you are managerially responsible (i.e. laboratory technical/re-
search fellow) or for the participant’s institution.

Research funding from a government program or non-profit organisation that receives
funding from industry with business interests in the content of the guidance document.
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Consultation or advisership to pharma/medical device company including positions
on medical or scientific advisory boards.

Equity interests (or entitlement to same) of stocks, stock options, royalties, etc, in-
cluding income from patents or copyrights. Or a family member (first degree/spouse),
holding stock, etc...

Service as a director, or employment by, a commercial organisation, whether or not
remuneration is provided for such service (the same would apply to a close family
member).

Ownership, partnership, or prominentrole in acommercial enterprise (the same would
apply to a close family member holding this position).

Investigator initiated trials sponsored by a commercial company.

Participation on a data and safety monitoring board concerned with research that is
relevant to the content of the guidance document and is funded by an industry with
business interests in the content of the guidance document, or by a government pro-
gram or non-profit organisation that receives funding from industry with business in-
terests in the content of the guidance document.

Participation in industry-funded research, scientific advisory committees, consulting
roles, non-promotional speaking engagements, or expert testimony on matters that
are unrelated to guidance document subject matter, but the company involved is
known to have business interest in the guidance document subject matter.

If a potential recommendation of the guidance documentwould jeopardize orenhance
the panelist’s professional work or professional group fundamentally (definition of in-
tellectual Col of the Institute of Medicine, National Academy of Sciences, Clinical
Practice Guidelines We Can Trust, 2011).

10.7.2 Evaluation and its outcome

The evaluation will consider both the nature of the interest, the relevancy to the task at hand
and the potential impact. The possible outcomes of the evaluation are:

Activity (appointment or ongoing participation) approved; no financialinterests are dis-
closed, or disclosed interest is considered not a possible source of bias.

Activity prohibited; disclosed interests are in an unacceptable conflict with the task at
hand and could lead to bias; appointment may be rescinded if activity has already
commenced.

Activity approved with limitations; relevant interests are noted, but the need for exper-
tise outweighs the potential conflict; participation is allowed, but some tasks are pro-
hibited (e.g. drafting or voting on guidance document text/recommendations, or guid-
ance document approval) in areas related to the relevant interest.

Further review required; final decision referred to the ESCMID guidelines subcommit-
tee or an higher role.
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Members may be asked if they are willing to disinvest from a relationship prior to a final deci-
sion.

10.7.3 Publication of the conflict-of-interest declarations in the final document

All ESCMID guidelines manuscripts will include, at the time of public consultation, a detailed
statement on COIl of panel member, which will also be included in the final publication.

10.7.4 Approval and updates of the conflict-of-interest management policy

The present document will be updated every four years, by the ESCMID Guidelines Director
and GLSC, reviewed by the Guideline Officer and approved by the Executive Committee.
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11 Budget and expenses of the guidance project

ESCMID guidelines document development is financially supported by the Society. All parties
involved should be committed to maintain the costs at areasonable scale. Along with the time-
line, the panel chair will send a tentative budget; budget negotiation will ensue as needed, be-
fore for approval. ESCMID staff will be responsible for monitoring and communicating on budg-
etary issues, overlooked by the Guidelines Director. When funds other than those provided
by ESCMID are to be used, this should be clearly detailed in the budget proposal. Financial
contributions from industry (e.g. pharmaceutical or diagnostic companies) are not ac-
cepted.

Note: ALILESCMID guidance documents published in CMI benefit from open access for the pub-
lic, without any surcharge.

ESCMID funds can be used to cover e.g. meeting expenses including travel and accommoda-
tion forthe panel members, costs for literature search, or for necessary activities not currently
covered by ESCMID support (see Chapter 3.4).

The voluntary contributions of panel and ERG members’ time, though unpaid, constitutes the
greatest and unvaluable asset of ESCMID guidelines (see 3.4).
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12 Training for panel members

ESCMID organises training courses on developing systematic reviews, meta-analyses and
clinical practice guidelines with the GRADE approach in the area of infectious diseases and
clinical microbiology. Please refer to the ESCMID website for more information.

In particular, ESCMID organises a 3-day in person course yearly to select and train ESCMID
members for the ERG. The training course covers all steps of guidelines production, but fo-
cuses mainly on systematic reviews, meta-analyses and the GRADE approach. The course is
free of charge, but the participants will need to commit formally to be available for future
ESCMID guidelines projects. Participants must agree to be available for systematic review
work (abstract screening, full text screening and data extraction) for ESCMID guidelines pro-

jects in the next 5 years. The course consists of interactive lectures and practical exercises.
ERG members are further trained by working closely with the ESCMID in-house methodolo-
gists.

ESCMID also organises advanced courses, reserved to ERG members having completed the
basic course and participating to at least 1 guideline.

For guideline panel members and chairs the minimum training requirement is to complete
the online McMaster training on the GRADE approach (8 videos). The course is available to
ESCMID members on the ESCMID website. A certificate of completion following a short online

test will be issued.

INGUIDE is a comprehensive, evidence-based, and up-to-date training program for guideline
recommendation and development. It is the product of a partnership between leaders in the
field of guideline development — Guidelines International Network (GIN) and world-renowned
experts in guideline research, development and implementation at McMaster University’s De-
partment of Health Research Methods, Evidence, and Impact. The INGUIDE program offers
courses for panel members, guideline methodologists and guideline chairs (methodological
and clinical chairs). All courses lead to certification.

ESCMID will offer reimbursement of the fee of the INGUIDE “Certified Guideline Panel Mem-
ber” course, to ESCMID members appointed in ESCMID guidelines panels, upon certification.
Ideally, the interested panel members should obtain the certification in the time between ap-
pointment and kick-off of the project. Enquiries to the ESCMID Office should be made before
enlisting to the INGUIDE course, to verify if the conditions for reimbursement are met and to
obtain special discounts to ESCMID members.

The ESCMID GLSC will develop a more structured training strategy to ensure that appropriate
training is available to, and followed by, all panel members.

13 Methodology: GRADE approach

ESCMID has adopted the GRADE approach for guideline development. Throughout the project,
the guidelines panel will be supported by the ESCMID methodologist.
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13.1 Scope and questions addressed by the guideline

We encourage formulation of background and foreground questions.

13.1.1 Background questions

The background should provide information on the prevalence and incidence of the disease
and its different forms, either severity or other; the mechanisms of the disease and of the in-
terventions; and others. The background should also be used to justify the decisions that were
taken in formulating the foreground questions. For example, if the population of interest in the
foreground question is divided into subpopulations, the background should make clear why
this division is needed; if a comparator was used in a foreground question, why this compara-
tor is relevant (or why another comparator is not).

13.1.2 Foreground questions

The foreground questions are the key part of the guidance document, and should be developed
using the Population, Intervention, Control, Outcome (PICO) format. The PICO modelis a help-
ful tool that allows the design of structured, searchable clinical questions that tackle the four
key elements needed for producing precise recommendations: Patients/population (P), Inter-
vention/exposure (I/E), Comparison (C), Outcome (O).

Population should address different epidemiological settings (e.g. pathogen distribution and
resistance rates). These components can be further divided into sub-components (e.g. pa-
tients in affluent countries and in resource poor countries; by drug availability; by age; etc...).
The choice of relevant outcomes is of utmost importance. They should include both the bene-
ficial effects of the intervention and damage caused by the intervention. The beneficial out-
comes should be divided into the main outcome (the one that matters most to the patient);
other important outcomes; and less important outcomes. The ecological impact of recom-
mended interventions, i.e. what is known and what is expected regarding resistance selection
and development should be addressed among outcomes. Costs may be included in the im-
portant outcomes or among the less important, depending on the main outcome/s.

The optimal number of PICO questions addressed in a guidelines is no more than 20 (with large
variability allowed).

13.2 Literature search

Systematic review methods should be used to examine interventions and diagnostic tests. We
encourage the use or update of existing systematic reviews. The systematic literature review
for the development of the guidance document should be performed following the methodol-
ogy outlined in the Cochrane Handbook for Systematic Reviews of Interventions Version 5.1.0
(www.handbook.cochrane.org), in coordination with the ESCMID methodologist.

The databases searched need to be specified in the manuscript and should include at least
PubMed, EMBASE, and the Cochrane Library. The search terms used need to be specified in

the manuscript.
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13.3 Screening of articles

All studies identified by the search process detailed above need to be screened for eligibility
by two independent reviewers. The inclusion and exclusion criteria for identified articles, such
as study design, language, publication dates, need to be detailed in the manuscript.

13.4 Data extraction

Relevant data should be extracted using standardized and piloted extraction sheets, by one
reviewer and checked by another.

13.5 Evidence synthesis

For analysing and synthesizing evidence, meta-analyses should be performed when clinical
and statistical criteria are met. Otherwise, when meta-analyses are not possible, a narrative
synthesis of evidence can be used. Such decision should be taken in close collaboration with
the ESCMID methodologist.

We understand that there might be a clinical need for recommendations even when published
evidence is insufficient. In such cases recommendations should be provided with explicit ac-
knowledgment that they are based on expert opinion. Empirical evidence can be extended to
similar interventions based on experts’ opinion using a similar mechanism.

The methods used to synthesize the evidence should be clearly defined and presented in the
methods section.

13.6 Quality of evidence assessment

The risk of bias for all included studies should be assessed following the recommendations of
the GRADE guidelines.[7] For each body of evidence, the Cochrane RoB tool will be used for
interventional studies and the Newcastle Ottawa Scale for observational research.

13.7 Development of recommendations

The direction and strength of recommendation should be decided using the GRADE Evidence
to Decision (EtD) framework.[8]

13.7.1 Equity in the recommendations

During the Evidence-to-Decision process, the panel might decide to involve the ESCMID Ethics
Advisory Committee, if considered appropriate, for evaluating the equity of resulting recom-
mendation(s). If consulted, the ESCMID Ethics Advisory Committee will not have any deci-
sionalrole, nor will participate to the voting, but only provide opinion/advise.

13.8 Progress reporting

Guideline chairs are required to provide regular progress updates by submitting three main re-
ports. This aims to enhance communication between ESCMID guideline chairs and the
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ESCMID office, fostering improved reporting of project progress and minimizing unnecessary
delays in the completion of ESCMID guidelines.
The chair will be provided with a list of the contact persons: ESCMID Methodologist, Guideline
Manager, and ESCMID Supervisor, to facilitate communications.

Reports should be submitted every 6 months (located in appendix 5). A total of three reports
are expected, for the duration of the guideline project:

Update re- | Months after | Description Process
quested project ap-
proval
First report | 6 months An email update confirming | Chairs will email the ESCMID Guide-
the guideline's initiation, the | lines Manager copying the ESCMID
meeting with the ESCMID | Methodologist and ESCMID Supervi-
methodologist, the first panel | sor.
meeting, and the systematic
review protocol.
Second re- | 12 months A comprehensive report | The ESCMID Guidelines Manager will
port (completed form) detailing | provide a report form for chairs to
progress made, accompanied | complete. The filled report will un-
by a timeline outlining remain- | dergo review by the ESCMID method-
ing steps for project comple- | ologist before its final form being sent
tion. to the ESCMID Guidelines Manager
ESCMID Methodologist. The report is
then sent to the ESCMID supervisor by
the ESCMID Guidelines Manager.
Third  re- | 18 months The same as the update at 12 | The same as the update at 12 months.
port months.

In the event of chairs failing to meet reporting deadlines, the ESCMID Guidelines Manager will
issue reminders for timely submission. If substantial delays occur in project milestones and
chairs neglect to provide reasons and mitigation strategies, ESCMID will consider different op-
tions on how to proceed further.

To ensure a clear understanding of reporting responsibilities, this strategy will be incorporated
into the signed agreement between ESCMID and the chairs, communicated, and explained to
the chairs prior to project initiation.

Any unreasonable delays in the guideline development will be evaluated by the ESCMID Guide-
lines Director, and any corrective action will be discussed with the ESCMID Guidelines Officer.

European Society of Clinical Microbiology and Infectious Diseases (ESCMID) 38



ESCMID Manual for Clinical Practice Guidelines and Other Guidance Documents

Corrective actions may range from increasing resource allocation to exclusion from
chair/panel member role/authorship.
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14 Review and endorsement process

14.1 Purpose

The endorsement phase is mandatory for all guidance documents developed by ESCMID
(guidelines, consensus papers, state-of-the-art papers, position papers), as a sole responsible
or in partnership with other scientific organisations, and for those prepared by other societies
where ESCMID endorsement is sought; the process has the aim of ensuring that ESCMID po-
sition is represented. Position papers might undergo less strict requirements, discussed in a
dedicated paragraph.

This phase is the last step before publication of a new and an updated guidance document.
We distinguish the four following situations:

e ESCMID-only guidance documents.

e ESCMID co-led guidance documents.

e ESCMID cooperative guidance documents.
e Guidance prepared by other societies.

14.2 Selection of ESCMID representative(s) for cooperative projects

This section applies only to ESCMID co-lead guidance documents and to cooperative projects,
where ESCMID has been invited by another society. This section does not apply to ESCMID-
only guidance documents, since those are subject to separate call for proposals.
Analogously, it does not apply to position papers (see relevant section) by ESCMID study
groups.

The selection of ESCMID representative(s) responds to a formal and transparent process:

e Executive Committee and Guidelines Director propose names of suitable ESCMID pro-
fessionals

e The Guidelines Manager checks for ESCMID membership status, CV and Col. If not
available, they will contact them to obtain an updated CV and to assess Col and avail-
ability. The topic of the guidance document project will not be specified in the letter.

e The Guidelines Director and Guidelines Officerpresent the list to the entire Executive
Committee. The final decision on ESCMID representative(s) is made by the Executive
Committee.

e Thelistis presented to the leading organisation.

e During the guidance document development process, the ESCMID representatives
commit to provide update (in written) to the ESCMID Guidelines Director at least every
6 months, or in case any relevant issue arises.

A specific MoU should give details of the agreement between the parties and identify the roles
and responsibilities of the ESCMID representatives in the development of the guidance docu-
ments, dealing with ESCMID comments and endorsement and publication outcomes.
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14.3 Endorsement Process

14.3.1 Endorsement of guidance documents developed or co-lead by ESCMID (general
process)

The panel Chair submits the guidance document draft by email to the Guidelines Manager
(guidancedocuments@escmid.org), requesting final endorsement by ESCMID; they will in-
clude a report on the project management, and up-to-date Dol of all panel members.

The panel Chair can also propose up to two peer reviewers for external review, detailing affili-
ation, contact details and reason for selecting. These need to be chosen among other stake-
holders (other/potential endorsing organisations, patient representatives). If applicable, one
or two other reviewers are selected by co-lead partner organisation.

In parallel, submission to CMI will be initiated, so that CMI peer review and ESCMID Public
Consultation Phase proceed in parallel as to expedite the review process.

If ESCMID is in a co-lead guidance document, the management of the whole process is in-
cluded in the MoU (provided in a separate document).

ESCMID Guidelines Director and GLSC bring forward the consultation process, if applicable,
from the beginning of the guidance development or updating, to enable stakeholders with an
interest to comment on guidance document development at specific stages.

Overview of ESCMID guideline review and endorsement process and timeline:
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Step | Role Task(s) Deadline*
1 Manager Receives request and check if report and Dol have been | 3 days
submitted.
2 Guidelines di- | Reviews the manuscript for adherence to ESCMID Manual | 7 days
rector and one | and to the AGREE Reporting checklist
or more of the | (http://www.agreetrust.org/resource-centre/agree-report-
SC ing-checklist/), to assess the comprehensiveness, com-
pleteness and transparency of reporting in the guideline.
Dol of the panel Chair and members are reviewed accord-
ing to the relevant chapter in this manual.
Can appoint external peer reviewers.
Can appoint 2-3 internal peer reviewers, chosen among the
appropriate SG(s)
3 Manager Produces and disseminates a timeline/calendar with ex- | 3 days
pected deadlines for all concerned participants.
Initiate the Public Consultation Phase (see chapter 11.4)
Contact peer reviewers(if any), checks their availability and
requests their Dol (by email).
4 ESCMID mem- | Provide comments (Public Consultation Phase) 4 weeks
bers, internal
peer reviewers,
external peer re-
viewers and at
least one SC
member
5 Guidelines Man- | Collects comments and send them to Guidelines Director | 3 days
ager and SC
42
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6 Guideline Direc- | Reviews and approves comments 3 days
tor and one or
more of the SC
7 Manager Sends comments to Panel 1 day
8 Panel Responds to comments, revises manuscript, and sends to | at their earli-
Guidelines Manager est conven-
ience
9 Guidelines Di- | Assessresponses and advice Executive Committee forfinal | 7 days
rector and one | endorsement (see relevant chapter)
or more of the
SC
10 Executive Com- | Final endorsement nearest Ex-
mittee (via Of- ecutive
ficer) Committee

meeting

*in case of any issue, deadlines will be rescheduled

- The external review is made by the previously selected Col-cleared ESCMID external peer re-
viewers and stakeholders (other/potential endorsing organisations, patient representatives)
and general public consultation. The consultation process varies between the different types
of guidance document.

* Procedures of stakeholders’ registration for ESCMID guidance document and dealing with
their comments are published as scoping or drafting of the guidance document.

14.3.2 Endorsement of Clinical Guidance documents developed in collaboration with
other stakeholders or Societies (includes co-leadership and participation of
ESCMID members in the panel group of Guidelines documents lead by other Soci-
eties)

The MoU signed prior to the cooperation start should include details of procedures agreed by
the Parties.
The general steps for endorsement will apply. The only modifications are:

e The partner organisation proceeds to its own external and internal review, while
ESCMID will only follow the steps of an internal review process.
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e Instep 2, also the reports of ESCMID representatives are appraised and taken into ac-
count.

14.3.3 Endorsement of existing guidance document by ESCMID

ESCMID can endorse a large scope of appropriate guidance documents (guidelines, consen-
sus, decision support tools for use, implementation resources...) produced by other socie-
ties/organisations, provided they comply with ESCMID principles and quality standards.
ESCMID encourages other societies/organisations to seek collaboration or at least to inform
as early as possible that a guidance document is being developed and that endorsement will
be in due time requested.

The general steps for endorsement will apply. The only modifications are:

e The proposal for endorsement may be upon the initiative of ESCMID members, GLSC,
SGs or the external organisation, with a formal request to the ESCMID GLSC/Guide-
lines Director.

e |n step 2, relevance and appropriateness to the mission of ESCMID, among its priori-
ties and not duplicative, are also assessed.

e Col policy, methodological aspects and format of the guidance document are devel-
oped according to ESCMID standards regarding.

e Anyinappropriate support or influence from industry.

14.3.4 Procedures specific for position papers

Position papers usually represent the opinion of the panellists (drawn from ESCMID Study
Groups, or individual ESCMID members), and not necessarily ESCMID position as a Scientific
Society.

In case the panel asks for ESCMID endorsement, the general procedures will apply.

In case the panel does not ask for ESCMID endorsement, the only requirement is to notify the
ESCMID Guidelines Director, who will in turn notify the Executive Committee via the Guideline
Officer:

1. atthe start of the project, stating the provisional title, the scope of the position paper,
the composition of the panel, and the expected delivery of the document.

2. atthetime of submission for publication. The reporting items for publication, (detailed
in the white paper[3], should be followed if ESCMID commentary is requested by au-
thors.

This procedure will allow to avoid duplication/redundancy of similar documents, and to pre-
pare (if deemed necessary) an official response to it.

In all cases, ESCMID position paper will be peer-reviewed should be primarily submitted to
CMI; onlyin cases where the publicationis rejected by CMI EiC, anotherjournal can be chosen.

European Society of Clinical Microbiology and Infectious Diseases (ESCMID) 44


https://sciwheel.com/work/citation?ids=5676447&pre=&suf=&sa=0&dbf=0

ESCMID Manual for Clinical Practice Guidelines and Other Guidance Documents

14.4 Public Consultation Procedures

The decision to start a Public Consultation Phase is taken by the Guidelines Director, in coor-
dination with the Guideline Officer in the Executive Committee. The Guidelines Director may
appoint a SC member to oversee the process for individual projects.
For official ESCMID guidance documents and for documents where CM/ Editorial board has
declared interest into publication CM/, this step will be performed in parallel to CM/ peer re-
view. Coordination with CM/ editorial staff will be ensured by the Guidelines Director and the
Guideline Manager.
The Guidelines Manager publishes a notification on ESCMID channels (newsletter, social me-
dia, website) Deadline is 4 weeks.
The Public Consultation Phase is restricted to ESCMID members, since it aims atrepresenting
ESCMID position. Only ESCMID members with at least one-month prior membership can ap-
ply.
All external reviewers at the Public Consultation Phase will complete the ESCMID Col form.
Onlyreviewers free of financial Col or financial relationship with companies will serve as guide-
line reviewers. Disclosure of any financial relationship with an affected company will be cause
for recusal of reviewer comments by the CGL-SC.
Interested professionals write to Guideline Manager, committing to confidentiality and to re-
spond within the deadline.

At the deadline, Guideline anager collects all comments and sends them to Guidelines

Director or appointed SC members to review and give comments.
The Guidelines Manager sends the list of comments to the panel Chair, for replying.
At the end of the process the panel Chair responds in written to each of the comments, either
accepting to modify the manuscript or justifying why not doing so. Also, the comments by CM/
peer reviewers shall be added to the list by the panel Chair, together with the panelresponses.

14.5 Outcome of endorsement process
The outcome of the endorsement process can be:

Not endorsed

Full endorsement

Endorsement of the guideline with comments for consideration.

Conditional endorsement of the guidance document. In this situation, the Guidelines
Director appoints, a panel (through the corresponding SGs, Executive Committee, CM/

LN =

editors, or any other reviewer) to review the document and approve or reject the en-
dorsement

5. Partial endorsement: when only relevant parts of the guidance documents fulfil re-
viewers’ criteria.

In all cases, the final decision of endorsement is made by the Guideline Officer and Executive
Committee.
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15 Publication, dissemination, and translation into other languages

Any publication or presentation derived from the work of a guideline panel needs approval from
the ESCMID Guidelines Director. All the products of the work are ESCMID property, and will be
used for future updates or other Societies purposes.

At the end of each project, all files and working materials need to be uploaded to ESCMID
drives.

15.1 Splitting publication of recommendations

A single guideline project can be published in a sequential manner (as opposed to a single
publication) provided that CMI Editor-in-Chief agrees. For instance, the panel might address
first diagnostic recommendations, and subsequently therapeutic recommendations.
Advantages of this strategy would be faster publication and more manageable projects. Cau-
tion will however need to be exerted to prevent delays between publications, and to ensure
consistency between evidence base, definitions and recommendations in the sequential pub-
lications.

The decision to proceed with two (or more) publications needs to be taken at a very early stage;
after the PICOs definition (the number of questions to be addressed in the project will not
change), the Chair and the ESCMID guidelines methodologist, together with the ESCMID su-
pervisor, will consider whether the project is suitable for splitting recommendations.

Also, at the stage of project selection (see 7), the GLSC can suggest that the project qualifies
for sequential publication.

15.2 Manuscript format and publication into CMI

ALLESCMID guidelines will be published in CM/ using the template available in the CM/ instruc-
tions to authors, undergoing the standard peer review process in parallel with ESCMID public
consultation. For guidelines, the publication will be open access, with no Article Processing
Charge.

When recommendations are included in the abstract, certainty of the evidence and strength
of recommendation should always be reported.

Also other types of ESCMID guidance documents should be primarily submitted to CMI and
agreement should be sought with CM/ Editor-in-Chief at the planning stage.

All guidance documents (guidelines or other) will be published in CM/ as an Executive Sum-
mary of no more than 4,000 words. This summary should contain a short introduction of the
background topics, the foreground questions together with the guide on each question,
GRADE and recommendation, G-I-N checklist [9] and a very short explanation. A larger docu-
ment that provides greater detail and has the same format as the Executive Summary will be
available on the ESCMID website.
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15.3 Dissemination

Publication of ESCMID guidelines in other journals must be discussed with the ESCMID Exec-
utive Committee and the CM/ Editor-in-Chief before starting the guideline development pro-
cess.

Publication of all ESCMID guidelines and other guidance documents endorsed by ESCMID, will
be announced through all available ESCMID channels (weekly newsletter, social media ac-
counts). If deemed appropriate, a press release will be prepared as well.

Presenting ESCMID guidance documents, in part or full, in meetings or publications prior to
publication is not permitted unless approved by the ESCMID Guidelines Director. Violation of
this requirement will likely nullify their acceptance as ESCMID guidance document.
Presentation of the guidelines document at the ESCMID congress (ESCMID Global) has also to
be agreed with the ESCMID Guidelines Director before the publication, possibly in an “open
discussion” session, duly advertised, to improve the external review and public consultation
of the final document (needs to be planned and coordinated with ESCMID GLSC).

In the publication of the guidance document, the methods part shall refer to the AGREE criteria
and shall specify that they have been applied for data collection, panel assembly, assessment
of author Col and applicability of the guidance document.

Guidance document content should be adapted to other formats to increase usability (e.g.
app, mobile website, pocket cards). This may be proposed and planned by the panel Chair or
the ESCMID Guidelines Director during guidance document development to have these other
formats ready at the time of guidance document publication.

15.4 Translating published guidance into languages other than English

Requests to translate published guidance document requires approval of ESCMID who will
consult with the ESCMID Guidelines Director.
Conditions:

e Thetext mustremain true to the original, must not be altered for commercial purposes
and not contain any commercial material in the body of the published document. The
draft translation has to be submitted to ESCMID for approval before publication.
ESCMID reserves the right to appoint a reviewer fluent in both languages, or to ask for
a back-translation if deemed necessary to ensure correct translation.

e Copyright of the official ESCMID guideline is owned by the publishers who must give
their permission.

e The final text shall be made available for unrestricted availability on the ESCMID web-
site and in addition may be published on a national infection society website.

e Neither part of nor the full translation must be presented/published before official
publication of the original ESCMID guidance document.
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16 Guideline Updates

Keeping the guidelines timely and updated with the most recent evidence, is a priority to sup-
port best practice in the diagnosis and management of infectious diseases. Guidelines update
is a standardised procedure to review the currency and validity of the recommendations pro-
vided in a previous version of a guideline. Updates can be classified in two categories:

e fFullupdates involve the reassessment of all PICO questions from the previous
version, in order to judge if they still address a current clinical question, modi-
fying the existing questions or adding new ones if necessary.

e Partial updates will be limited to the assessment of new evidence regarding
one or few specific PICOs of critical interest, either ifitisanew PICO or a ques-
tion already included in the previous version of the guideline.

Both full and partial updates can be prompted according to a predefined schedule or by an ad
hoc request provided to ESCMID trough the specific channels defined in this document.

16.1 Timing for guidelines update

16.1.1 Role of the original panel in defining the timing

ESCMID guidelines must be published with a predefined time frame to be updated, according
to the level of certainty of the developed recommendations, the expected new evidence in the
incoming years or the clinical relevance of the questions addressed by the guideline.

At the time of the original publication, the panel must propose a predefined schedule for the
regular update of any ESCMID guideline.

The panelis recommended to check the primary document of the guideline using the UpPrior-
ity tool before publication in order to properly assess the ideal time frame for updating, and
also to eventually define specially relevant PICOs whose update may need an earlier review in
an interim partial update. Thus, PICOs with the highest ranks can be considered for an interim
partial update, delaying the assessment of the remaining PICOs until a full review is consid-
ered.

The GLSC will encourage yearly meetings of the panel after the guideline publication, to dis-
cuss if the predefined update schedule remains appropriate. The GLSC-designed guideline su-
pervisor will contact the panel Chair with a yearly basis to promote this meeting.

In general, a full update of guideline should be done within a 5-year period from its publication.
If a guideline is not updated within this period, the ESCMID GLSC may designate an alternative
panel chair to lead the update or review the document for archiving if considered outdated.
The date of the last update of each guideline will be shown on the ESCMID website together
with its status (current, outdates, review currently in progress.
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16.1.2 Role of the GLSC in defining the timing

Regardless of the date for the review planned by the panel, the GLSC may decide areschedule,
according to the priority of the rest of ongoing or upcoming projects, and the available re-
sources at the time the review is planned to begin.

The GLSC will periodically review and adjust the schedule for updates. Factors influencing this
decision are detailed appendix 2. The score defined by this table will serve as an orientation,
and will be subordinated to the final decision of the GLSC and the Executive Committee.

The GLSC will set a schedule for periodical reassessment of the update status of current guide-
lines.

16.1.3 Role of the ESCMID community in defining the timing

In order for ESCMID to be able to respond appropriately to the needs of healthcare providers,
full or partial updates of specific questions can also be promoted by ESCMID study groups or
individual members.

ESCMID study groups or individual ESCMID members can request partial updates of specific
questions. The GLSC will assess these proposals, balancing its potential relevance with cur-
rent workload and available resources. If needed, the GLSC may ask for advice from the chair
of the panel of the requested guideline.

16.2 Who should perform the update

In general, it will be desirable to look for the continuity of panel for a more efficient work when

developing an update. However, specific situations may require changes in the original panel.

- The panel should be ideally constituted by the same authors responsible for the develop-
ment of the primary guideline. If it is not possible to gather a sufficient number of partici-
pants from the previous panel, or if the update involves new PICOs requiring different ex-
pertise, a formal call for new authors may be performed by the GLSC according to the
standard procedure for new guidelines, to integrate or even replace the original group. In
any case, the ESCMID Executive Committee needs to approve any changes to the original
panel.

- For interim partial updates, the panel may desighate a more limited group of authors,
within the original group, more closely involved in the development of the specific PICOs
to be reviewed. The chair of the panel must participate in each of these groups, as well as
the same in-house guideline methodologist.

- At the moment of planning the update, Col declarations of participating authors need to
be renewed. The emergence of new Col may justify the removal of a member from the
original panel, according to ESCMID policies.

16.3 Identifying new evidence

The update of the guideline will commence by reassessing the PICO questions from its previ-
ous iteration, in order to define an accurate search strategy for new evidence. In general terms,
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the identification of new evidence will follow the same procedure as for newly developed

guidelines, but certain adaptations can be enabled in the case of updates for the sake of effi-

ciency.

- Full reviews will assess all the PICOs from its previous version, in order to judge if they

still address a current clinical question, modifying the existing questions or adding new

ones if necessary. Interim partial updates will typically be limited to the update of new

evidence regarding specific PICOs of critical interest.

- In general, evidence search will be performed following the same methodology as for

newly developed guideline. For those PICOs which are maintained unaltered, the prior

search strategy may be re-run with specific date limits following the latest search. For

new PICOs, or those significantly modified, it will be necessary to develop a new search

with no date limits.

- The panel will count on the support of a methodologist, and, if feasible, an experienced

information specialist to supervise the adequacy of the search strategy.

- New identified references will be classified in one of the following categories:

Relevant refer-
ence

Reference related to the addressed topic, which provides useful data for up-
dating the previous recommendation, but does not imply a change on its own.

Key reference

Reference related to the addressed topic which may potentially change the
previous recommendation on its own. This modification may be:

Qualitative: if they modify the reach (new patient subgroups, new interven-
tions or new outcomes are detected) or the formulation of the previous rec-
ommendation (i.e. the strength of the recommendation).

Quantitative: if previous outcome measures are significantly changed (some-
times after introducing this new reference into a previous meta-analyses), ei-
ther because changes in previous statistical significance, or in the magnitude
of the effect on relevant outcomes.

16.4 Updating previous recommendations

The impact of newly gathered evidence over previous recommendations must be then as-

sessed by the panel in a standardised manner.

e The methodology for assessing the new evidence, including data extraction and anal-

ysis, risk of bias assessment, as well as new recommendations elaboration if neces-

sary, will be the same as the original guideline.

e The following algorithm is proposed for the panel to decide the potential actions

needed resulting from new evidence assessment:
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PICO to be
reviewed

Is the PICO
till relevant?,

~

Withdraw

recommendations on
No PICOs which are no
longer relevant for
current clinical practice
(e.g. withdrawn drugs
or diagnostic tests).

4
Applicable R
references No changes required.
identified ¥4
[ Y
1. No changes in
Is it No recommendations.

arelevant
reference?

2. Update and refer new
bibliography supporting
current recommendations

b
/1. No changes in h
Is it No recommendations.
a key 2. Update and refer new
reference? bibliography.
3. Update metaanalysis if
necessary.
b y

1. Assess new and previous
evidence.

2. Update an refer new
bibliography.

3. Modify recommendaticns
accordingly.

- As aresult of the review, the following modifications may be performed:

— New recommendations.

— Reviewed modified recommendations.
— Reviewed unmodified recommendations.
— Withdrawn recommendations.

- The panel must elaborate a detailed record of any of the previous modifications through-
out the update process.

16.5 Formal aspects and authorship for publishing updates

A homogeneous format is desirable across all ESCMID guidelines. General formal aspects in
updates should be compliant with recommendations for newly developed guideline. However,
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there are several specific recommendations to be considered by the panel when redacting an

update, which must be properly addressed in each specific section of the new guideline ver-

sion.

- Title. The updated version must be clearly differentiated from the original version in the
title of the document. The year in which the update has been performed must be set in
the title.

- Authors. Inthe case of full updates, authors of former versions will not be included in the
by-line of the new version if they did not participate in the update, but they will be named
in the acknowledgments and authors’ contribution sections. For partial updates, authors
responsible for the update will be added to the by-line of the primary document, if not
previously included.

- Aim and scope of the update. Justification for the need of the update must be described.
Changes in the scope must also be set if necessary.

- Questions addressed. A list of addressed questions by the current update must be pre-
sented. For partial updates, reasons to prioritise specific questions must be discussed,
and questions pending to be updated later during the full-review process should be listed.

- Recommendations. New, modified and removed recommendations must be clearly de-
fined and changes must be properly justified. Reviewed unmodified recommendations
must also be addressed; in these cases, references will be updated, and previous justifi-
cation may be considered to be rephrased according to new ensuring data.

- In the case of partial updates, the new document should bring together the updated in-
formation and also the standing information from previous versions of the guideline, in
order to provide users with a unique document to be consulted. Readers of the updated
document should be able to easily identify changes.

- Ethical aspects. An updated list of potential conflicts of interest of the current panel and
funding sources must be acknowledged, according to current ESCMID Col policy.

- References. The primary guideline (or previous iterations in case there were previous up-
dates) must be cited.

- An executive summary of no more than 4,000 words must be developed, concisely ad-
dressing all previous sections.

16.6 Peer-review and public consultation

Guidelines updates must follow the same process for peer-review and public consultation as
new guideline.

16.7 Dissemination

The same principles as for the original guidelines apply.
The executive summary of the update will be published as an open-access document in CMI.
The full-size document will be also available on the ESCMID website.
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Published updates will be timely disseminated on social networks through the institutional ac-
counts of ESCMID and CM.

Full guideline updates will be proposed for specific sessions at the next ESCMID Global after
the document publication, at the discretion of the ESCMID Global Programme Committee and
the GLSC.

Once the new version of the guideline is published, the outdated version will be removed from
the ESCMID website. The original files of removed versions will be archived by ESCMID for the
sake of transparency and traceability.

Requests to translate published updates require approval of ESCMID, who will consult with
the ESCMID Guidelines Director. Conditions for translating updates will be the same as for new
guideline.
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17 Living guidelines

Guidelines addressing clinical questions of critical relevance with rapidly evolving evidence

could be considered to be developed as living guidelines, which allows for more frequent, pe-

riodic updates.

Living guidelines should follow the GRADE approach methodology as specified in section 13.
The special additional requirements for living systematic review are specified in table below.
Further information on living guideline methods can be found in Methods for living guidelines
series in the Journal of Clinical Epidemiology[10-14]. The panel for the living guidelines will be
selected as per the usual SOPs (see 9); in short, 1/3 suggested by the group leading, 1/3 by the
EC, GL Director, and GL Committee, and 1/3 by open call not limited to ESCMID members.

Background

Justify the need for a living
guideline

For whom is this a priority topic and why do authors expect regular
changes to the recommendations?

Responsibilities

The persons responsible for each of the components of a living SR

Update strategy and fre-
quency

Continuous, fixed time points (define), trigger-based (define trigger)

Website for the living guide-
lines

Where the current status of the guidelines with the last update will be
accessible

Systematic review methods

Systematic review update
protocol

Define which parts of the review will be redone and which will only be
updated

Artificial intelligence

Description of Al tools used, if any

Methods of ongoing search

Sources, frequency of searching, mechanisms, study triage

Date of last search

Per data source

Conditions for repeating the
meta-analysis

Report the criteria for repeating the meta-analysis

Statistical methods for the
updated meta-analyses

Addressing type | error inflation
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Conditions for stopping the
updates

End date for the “living” of the systematic review or rules for ending the
update process

Evidence to decision meth-
ods

Criteria for re-considering
recommendations

Define the changes that will raise the need to re-discuss the recom-
mendations

Pending recommendations

Address whether the ongoing process of the living systematic review
has already identified potential new evidence that was notincluded in
the current version of the recommendations

For guideline updates

the
guideline publication and

Reference original

previous updates

Links between review versions, also in abstract

Changes to the methodol-
ogy of the guideline

Define changes in scope, inclusion criteria, or other methods

Changes to the recommen-
dations

Include a summary of whether and how recommendations were
changed

Authorship

Describe and justify changes in authorship in the acknowledgement
section

At the time of writing, the ESCMID GLSC is working on a living guidelines project to derive spe-
cific procedures for living guidelines, which will be incorporated in this manual at a later time.

18 Guidelines implementation

Guidelines should be developed with the perspective of practical implementation, depending
on the scope. Scope and desired implementation setting should be discussed early in the pro-
cess, before PICO questions are discussed. ESCMID will produce a document on implemen-
tation of ESCMID guidelines in the near future.
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