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UKHCDO/BCSH Guideline Proposal

Most UKHCDO guidelines should be approved by BCSH and this document sets out the process by which this occurs. In a few cases the writing group may decide not to seek BCSH approval in which case the steps specific to BCSH can be omitted.
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GUIDANCE FOR WRITING GROUPS

A.  General

1.  Sources of funding/declaration of interest 

Sponsorship from the pharmaceutical industry for any aspect of the writing process must be avoided at all costs and could prevent BCSH endorsement of any guideline subsequently produced. If other funding has been received this should be stated and any potential sources of bias introduced by the funding body will need to be taken into account.  Furthermore any potential for conflict of interest of writing group members will need to be addressed and the guideline should have a statement at the end dealing with this issue. Declaration of interest forms should be completed online at the BCSH website. For guidelines that are not seeking BCSH approval UKHCDO DOI forms are in Appendix 1.
2.  Following the procedure
The Convenor of the Writing Group is to ensure that the guideline process is followed and the guideline layout is consistent with the suggestions made in Section B (next page).  If there is no member of the BCSH Haemostasis and Thrombosis Task Force among the writing group, early drafts should be sent to the UKHCDO Task Force representative for comment on the process. This representative will not be a co-author on the guideline but will help make sure that the guideline conforms to the BCSH process.
3. Software 

To facilitate review of guidelines all documents should be written in Microsoft Word; the change tracking facility of this programme is particularly useful.  Arial font (12 point) should be used to facilitate on screen viewing.

4. Website considerations

All BCSH approved guidelines will ultimately appear on the BCSH website (www.bcshguidelines.com). Whenever possible writing groups should provide details of web based sources of information so that hyperlinks can be provided from the full text version direct to these sources.

5. Publication

The final version should be submitted for publication to a Wiley Blackwell Journal unless there are compelling reasons otherwise i.e. British Journal of Haematology, International Journal of Laboratory Haematology, Transfusion Medicine, Haemophilia or the Journal of Thrombosis and Haemostasis.  This will enable the PDF file to be obtained easily for loading on to the website and will also enable a link to the full text version via synergy.  
B.  Guideline Layout

Title / Correspondence / Disclaimer

Writing groups should follow the layout illustrated in Appendix 2 when submitting guidelines for publication.  This recognises the authors and UKHCDO.  It also provides a permanent correspondence address and legal disclaimer.  
Introduction
The reasons for developing the guideline should be stated together with a discussion of the aims of the guideline.  If the guideline concerns patient management, the population should be defined as accurately as possible both in terms of demographics and the diseases to be considered.  If relevant, there should be explanation of the circumstances in which the guideline may not be appropriate to individual patients and how patient preferences should be taken into account.  

The appropriate method depends on the evidence base and the resources available to the drafting group.  As a minimum, the guidelines should be ‘evidence based’ and where possible risk/benefit and pharmaco-economic analysis should be included, thus producing an ‘evaluative’ guideline.   However, if adequate evidence is lacking a consensus guideline may be all that is possible.  Writing groups are encouraged to apply the GRADE levels of evidence as shown in Appendix 3
The precise strategy of the literature search must be stated and should include details of the subject headings, databases searched, period of search, literature types and whether limited to English etc.  Internet search details should include the search words and search engines used.  If appropriate, details should also be given on how the results were assessed and the criteria for choosing evidence for further study.  There should be a statement covering how the evidence was appraised and categorised.  

Recommendations

The guideline should discuss the relevant evidence and provide clear conclusions showing grades of recommendations and levels of evidence. Recommendations should stand out clearly at the end of the relevant discussion by putting them in bold or into a table.

Audit


The guideline should be accompanied by an audit tool.

Appendix 1 – For guidelines not through BCSH
UNITED KINGDOM HAEMOPHILIA CENTRE DOCTORS’ ORGANISATION

DECLARATION OF INTEREST
All fields must be completed and legible, otherwise your form will be returned

Title of Guideline:  ___________________________________________________

__________________________________________________________________

1. Have you in the past five years accepted the following from an organisation that may in any way gain or lose financially from the recommendations in this guideline?  (If YES, state dates and amounts in the following banding groups less than £1k, £1k to £5k, £5k to £20k and greater than £20k)


Reimbursement for attending a symposium? _________________________

    
A fee for speaking? ____________________________________________


A fee for organising education? ___________________________________


Funds for research? ____________________________________________


Funds for a member of staff? _____________________________________


Fees for consulting? ____________________________________________

2. Have you in the past five years been employed by an organisation that may in any way gain or lose financially from the advice in the proposed?

___________________________________________________________

3. Do you hold any stocks or shares in an organisation that may in any way gain or lose financially from the recommendations in this guideline?

___________________________________________________________

4. Do you have any other competing financial interests, such as share options or company directorships, where you or your partner/spouse might benefit from the advice in this guideline?

___________________________________________________________

Signed: ……………………………….  Name:……………………………………
Date ……………………………. Tel: ……………………. Fax: …………………

Email ………………………………………………………………………………..

Address …………………………………………………………………………..


……………………………………………………………………………..


……………………………………………………………………………..


…………………………………………….. Postcode ………………….

Please return this form to:

UKHCDO Secretariat

City View House

5 Union Street

Ardwick

Manchester

M12 4JD 

Email: support@ukhcdo.org
FOR UKHCDO USE

Reviewed by UKHCDO Chairman / Secretary
Approval Signature





Date

Received and filed by UKHCDO Administrator

Approval Signature





Date 

Appendix 2
Title of Guideline
A United Kingdom Haemophilia Centre Doctors’ Organisation guideline approved by the British Committee for Standards in Haematology

Authors
Address for correspondence:

UKHCDO Chairman
Email: a generic email address for UKHCDO secretariat
SCOPE

Methodology

Literature review details

The Grading of Recommendations Assessment, Development and Evaluation (GRADE) nomenclature was used to evaluate levels of evidence and to assess the strength of recommendations. The GRADE criteria are specified in the BCSH guidance pack (http://www.bcshguidances.com/BCSH_PROCESS/42_EVIDENCE_LEVELS_AND_GRADES_OF_RECOMMENDATION.html ) and the GRADE working group website 

http://www.gradeworkinggroup.org
Review of the manuscript was performed members of the UKHCDO Advisory Group and by the British Committee for Standards in Haematology (BCSH) Haemostasis and Thrombosis Task Force, BCSH Executive Committee and the and Haemostasis and Thrombosis sounding board of the British Society for Haematology (BSH). This compromises 50 or more members of the BSH who have reviewed this Guidance and commented on its content and applicability in the UK setting. It has also been reviewed by NAME of other bodies (including patient groups where available) but they do not necessarily approve or endorse the contents
BACKGROUND

This is standard text (Arial 12 point normal)
main section heading (capitals bold)

This is standard text (Arial 12 point normal)
Section subheading (Title Case in Bold)

This is standard text (Arial 12 point normal)
Sub-subheading (Title Case in Italics Bold

This is standard text (Arial 12 point normal)
Sub-sub-subheading (Title Case in Italics)

This is standard text (Arial 12 point normal)
Recommendations (Bold)

· One to two sentences in bold detailing recommendations without abbreviation followed by level of evidence as per GRADE. Each recommendation to be identified by a bullet point

main section heading (capitals bold)

This is standard text (Arial 12 point normal)
Section subheading (Title Case in Bold)

This is standard text (Arial 12 point normal)
Sub-subheading (Title Case in Italics Bold

This is standard text (Arial 12 point normal)

Sub-sub-subheading (Title Case in Italics)

This is standard text (Arial 12 point normal)
Recommendations (Bold)

· One to two sentences in bold detailing recommendations without abbreviation followed by level of evidence as per GRADE. Each recommendation to be identified by a bullet point

ACKNOWLEDGMENTS

Declaration of Interests

All authors have made a declaration of interests to the BCSH and Task Force Chairs which may be viewed on request. The following authors have undertaken and then please detail any advisory board, educational grant, and speaker’s fees for the different companies or charities etc. declared by the writing group members – monetary details are not required. The following members of the writing group list initials have no conflicts of interest to declare

Review Process

Members of the writing group will inform the writing group Chair if any new pertinent evidence becomes available that would alter the strength of the recommendations made in this document or render it obsolete. The document will be archived and removed from the UKHCDO and BCSH current guidelines website if it becomes obsolete. 
Disclaimer

While the advice and information in these guidelines is believed to be true and accurate at the time of going to press, neither the authors, the UKHCDO, the British Society for Haematology nor the publishers accept any legal responsibility for the content of these guidelines.
References

References should be as per the British Journal of Haematology template.

APP

The BSH Wiley App will require a list of recommendations with brief explanation if required. There will be a link to the online published version.

Audit Tool

See website for template

Appendix 3
From January 2010 BCSH guidelines have used the GRADE nomenclature for assessing levels of evidence and providing recommendations in guidelines. For laboratory tests guidance is related specifically to clinical utility (that is the ability of a test to alter clinical outcome).  GRADE stands for: Grading of Recommendations Assessment, Development and Evaluation.

STRENGTH OF RECOMMENDATIONS:

Strong (grade 1): Strong recommendations are made if clinicians are very certain that benefits do, or do not, outweigh risks and burdens.

Grade 1 recommendations can be applied uniformly to most patients and words such as “recommend”, “offer” and “should” are appropriate.

Weak (grade 2): Weak recommendations are made if clinicians believe that benefits and risks and burdens are finely balanced, or appreciable uncertainty exists about the magnitude of benefits and risks. In addition, clinicians are becoming increasingly aware of the importance of patient values and preferences in clinical decision making. When, across the range of patient values, fully informed patients are liable to make different choices, guideline panels should offer weak recommendations.

Grade 2 recommendations require judicious application to individual patients and words such as “suggest” and “consider” are appropriate.

QUALITY OF EVIDENCE

The quality of evidence is graded as high(A),moderate(B),low (C) or very low (D).

(A)High: Further research is very unlikely to change our confidence in the estimate of effect.

(B)Moderate: Further research is likely to have an important impact on our confidence in the estimate of effect and may change the estimate.

(C)Low: Further research is very likely to have an important impact on our confidence in the estimate of effect and is likely to change the estimate.

(D) Very Low: Any estimate of effect is very uncertain.

The criteria for assigning the quality of evidence are shown in the table below.

	Type of evidence
	Randomized trial = high

Observational study = low

Any other evidence = very low

	Decrease grade if
	· Serious or very serious limitation to study quality

· Important inconsistency

· Some or major uncertainty about directness

· Imprecise or sparse data

· High probability of reporting bias

*Each quality criteria can reduce the quality by one or, if very serious, by two levels

	Increase grade if
	· Strong evidence of association—significant relative risk of > 2 ( < 0.5) based on consistent evidence from two or more observational studies, with no plausible confounders (+1)

· Very strong evidence of association—significant relative risk of > 5 ( < 0.2) based on direct evidence with no major threats to validity (+2)

· Evidence of a dose response gradient (+1)

· All plausible confounders would have reduced the effect (+1)


Appendix 4
Proposal for production/updating of UKHCDO guideline to be approved by BCSH:

Please read the following before completing the proposal form

· Guideline Development & Process

· Style Guide

· Job description of Writing Group Chair and members
Copies can be found at http://www.bcshguidelines.com/40_BCSH_PROCESS.html
Delete notes in italics in second column as you complete the form
Date:

	Task Force:
	UKHCDO via H&T TF

	Title:
	

	Writing group chair:
	

	BCSH Task force representative:
	Not required for UKHCDO guideline

	Funding
	Please state if funding will be used from other bodies to support the development of this guidance and detail reasons

	Reasons for wishing to produce/update guidelines:

Are there other organisations (British or International) who have or are in the process of producing a similar guideline?
	No current guideline available in specific area or new information / test / drug available which will alter current recommendations. 

To include objective in writing the guidelines

Is this simply replicating existing guidance from an alternative source?  Would it be better to write a shorter guideline on how to adapt international guidance for clinical use in the UK?

	Type of Guideline 

See Guideline Development & Process for definitions

Please delete as appropriate
	•
Evidence-Based Guideline with Systematic Review: 
•
Evidence-Based Guideline: 

•
Guidance and Recommendations: 


	Target Audience

Scope i.e. Areas of focus:

Expected length of each section and of complete guideline

Who is responsible for writing each section?

Audit Template – give name of person responsible
	This may be restricted to those working in the field of clinical or laboratory Haematology but may have a broader audience in some circumstances where the guidance is relevant to other specialties and disciplines. This should be documented and reflected in the composition of the writing group. If a specific group has been contacted please identify them here e.g. British association of Dermatology

Identify population e.g. paeds +/- adults,

specific disease, diagnostic technique

Please list questions to be answered i.e. subheadings/sections 

Guidelines should not exceed 5,000 words 

If it becomes apparent that the guideline will be particularly large the group should discuss this with the Task Force and consider splitting the topic areas into a series of smaller guidelines or what could be included as an appendix. 

Have they read the notes on style and contents?

Are they aware of they are writing a clinical guideline/ guidance and not an evidence review article.

This is an integral part of the guideline and without an acceptable audit template the guideline will not be accepted. Please see Guideline pack for template. 

	Writing group:

Please give the following details for each proposed member

Name, 

Qualifications, 

professional role e.g. medical, nursing, BMS

area of expertise, 

place of work:
	Consider representation from:

Interested national subgroups where appropriate e.g. specialist societies, other professional groups such as pharmacy, nursing, biomedical scientist etc.
Patient involvement – depending on the nature of the guideline will range from 

· membership of the guidelines group, 

· review once in draft form by patient group

· no involvement e.g. in lab testing. 

Avoid unless clear reason - Junior medical staff, Doctors not currently practising in the UK 

It is important to ensure that guidelines are broadly applicable across the UK and that no writing group is dominated by the particular views of any particular region or medical institution there should be no more than 2 individuals from any one institution.

	Proposed Peer review Organisations

If there is no plan to ask for review by a patient special interest group please document why
	Other professional organisations such as RCPath, British Association for Dermatology, 

Patient groups – wherever a patient group is available the draft should be passed to them for comment if appropriate.


Timescale
	Target for first draft:

Target for final draft:
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