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1 PURPOSE/OBJECTIVES

The EORTC Board (October 12, 2007) agreed thaetisest need to create a structure for the coorndimat
and approval of documents that are published egh&ORTC Guidelines or Expert Opinions (on bebilf
the EORTC or an EORTC group). The content of tltms®iments is under the responsibility of the EORTC
Board. Both types of documents are encouragedegsnhil increase the EORTC'’s visibility and qualiy
cancer care and should be considered for publitatithe EJC.

2 DEFINITIONS

¢ Guiddines

Evidence based guidelines assist clinicians in awipig quality of care and patient outcomes. The EOR
can contribute to this effort either by EORTC Glliies which should be conceived and prepared actgprd
to rigorous scientific methodologies, similar tosle of ASCO and ASH or other relevant establisbed|$

of evidence and grades of recommendations (for pleafor opportunistic infectious diseases occurring
during cancer treatment).

Guidelines will be official EORTC documents regngiBoard approval following a review by external
experts and/or relevant PRC members, who are exjpettie concerned topic involved in the guidelines

The EORTC Executive Committee will have to apprthepanel of experts reviewing the guidelines once
they have been proposed by the working groups weebin producing the guidelines. The guidelines wil
then be circulated to the Board with the externaldtt Opinions for approval.

¢ Expert Opinions

For certain pathologies (organ based) an EORTCpgnoay produce documents which should be called
“Expert Opinions”. Those documents would not ndedBoard’s review and approval, however, the
Executive Committee has to be informed in advamcketherefore the Director General should be infarme
about Expert Opinions in preparation.

Expert Opinions produced by a specific or modaditignted group should follow a similar proceduréhwi
external review prior to publicatiothose Expert Opinions documents should be apprbyehe full
Steering Committee of the concerned groups.

¢ Promotional material and document

Any document / tool provided by pharmaceutical stdpgwith EORTC data to support recommendations for
the use of drugs.

3 POLICY

Principles

1) The Board recommends that guidelines or exg@ni@ans documents are produced preferably
independently of industry support. If external furgdsponsorship from the pharmaceutical industry is
needed, this should be provided by several compaatber than a single sponsor. Sponsorship artirfgn
sources are to be approved by the EORTC Executivendittee prior to initiation of the project; extain
support should be disclosed in the manuscript.
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2) For EORTC Guidelines, the support from pharmacalindustry should be paid on the EORTC
Headquarters account and the expenses to be cdeerteavel and meetings will be reimbursed frora th
EORTC Headquarters account. All support receivethfpharmaceutical industries to produce either
EORTC Guidelines or Expert Opinions will be in flbem of unrestricted educational grants.

3) The pharmaceutical industry providing those strieted educational grants will have a limiteddito
review the manuscript (4 weeks). They are not tnroent on the recommendations given in the manuscrip
but may attract attention to any published datarntight not have been mentioned or reviewed. Wihide
manuscript should not be written by a pharmaceluticistry person, it is accepted to get the suppioa
medical writer from an independent communicatioysnay.

4) A conflict of interest statement must appeartioth documents as an appendix. The disclosurerdfict

of interest statement should be similar to thereg@ested for publication in major journals sucld@® or

the NEJM for example. There will be no employeearof pharmaceutical company involved as authors of
either EORTC Guidelines or Expert Opinions produsgdORTC groups but if relevant, employees of the
pharmaceutical company may be acknowledged.

5) For both types of documents (EORTC GuidelineBxgrert Opinions), there is a need to establish a
disclaimer. It is crucially important for many oficological activities including the production afeatment
Guidelines and Expert Opinions.

The model hereunder could serve as a basis.

Disclaimer: These guidelines reflect the state of knowledge, current at the time of publication, on effective
and appropriate care, aswell as clinical consensus judgments when knowledge is lacking. The inevitable
changes in the state of scientific information and technology mandate that periodic review, updating, and
revisions will be needed. These guidelines do not apply to all patients, and each must be adapted and
tailored to each individual patient. Proper use, adaptation modifications or decisions to disregard these or
other guidelines, in whole or in part, are entirely the responsibility of the clinician who uses the guidelines.

6) In both types of documents, an acknowledgmestisewill also have to be mentioned with approfaia
acknowledgement to the unrestricted educationaltgnaceived.

7) The coordinator or responsible person for th&EO Guidelines or Expert Opinions should also prepa
and include a section within the publication det#idao “methodology of producing the documents”.

Scientific and methodological rigor is crucial ini@eline development. Integrity and balance of the
Guidelines are essential. There are clinical qaestfor which there is an absence of definitivalence and
therefore, consensus based statements will ndeel poovided as guidance to clinicians. Therefovalence
based guidelines versus consensus based statdmeatt be clearly identified in all documents proed.
Periodical review may be needed as new data ontdaseevidence becomes available. Transparency in
Guidelines/Expert Opinions development is also edexhd those principles of transparency will bdtdea
with in an appropriate acknowledgement sectionladaton of potential conflict of interest and fivaal
relationship with industry.

8) Pharmaceutical industry willing to use EORTCadaublication or presentations as promotional rmedte
should request an approval prior disseminatioimftile EORTC group having published the
guidelines/experts opinions or having made thegmtagions. Information should be provided to theRHT
Director General.
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4 REFERENCES
Not applicable.

5 DOCUMENT HISTORY

REVISION HISTORY

Version N° Brief Description of Change Author Effective Date

1.0 Initial release Francoise Meunier 20/06/2008

POL019 Page 4 of 4 Version 1.0



