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Early pregnancy

® Ethics (e.g. handling embryos)

® Legislation (e.g. abortion, reimbursement)
® Societal (e.qg. life style)

® Lack of evidence

l

Variety in early pregnancy care
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Clinical guidelines

systematically developed sttements to
assist care providers and patient

in making decisions about appropriate health care

for specific clinical circumstances

Field & Lohrl1992



h 1 Early Pregnancy Winter Course
@ SSITEC Early pregnancy standards, protocols and guidelines
- Rotterdam, December 10 & 11, 2009

Clinical guidelines

® Can bridge the gap between evidence and clinical
practice

® Decrease variation in care
® Increase efficiency of care

l

Improvement quality of care
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Guidelines early pregnancy

® Availability
® Methodological quality

® Implementation

® Future
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Gurdelrnes earIy pregnancy

tional Guideline Clearing} £ 2

@ (recurrent) Early pregnancy loss

¢ ESHRE 2006 Dutch Society 2007
¢ RCOG 2006 ACOG 2001

® Ectopic pregnancy
¢ ACOG 2008 Dutch Society 2001
° RCOG 2004

® Preconception care/systemic diseases

® General (Centers for Disease Control and Prevention;2006) (Finnish
Society;2007)

Diabetes (Am Assoc Clin Endocr; 2007) (Dutch Society; 2005)
HIV (RCOG;2004)

Hypertension (Canadian Society; 2008) (Dutch Society; 2000)
Folic acid supplementation (Canadian Society; 2007)
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Clinical guidelines

valid

reliable
applicable
clear

timely revised
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~ Methodological quality

Internationally developed
Validated

6 domains

23 key items

® www.agreecollaboration.org
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AGREE Instrument

Scope & purpose
Stakeholder involvement
Rigour of development
Clarity & presentation
Applicability

Editorial independence AGREE




B

in seciety of human reproductior

1 & embryology

SCOPE AND PURPOSE

1.

The overall objective(s) of the guideline is (are)
specifically described.

The clinical question(s) covered by the guideline
is (are) specifically described.

The patients to whom the guideline is meant to
apply are specifically described.

STAKEHOLDER INVOLVEMENT

4,

The guideline development group includes
individuals from all the relevant disciplines or
stakeholders.

The patients’ views and preferences have been
sought.

Early Pregnancy Winter Course

Strongly
Agree

Strongly
Agree

Strongly
Agree

Strongly
Agree

Strongly
Agree

Early pregnancy standards, protocols and guidelines
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Disagree
Strongly
H . Disagree
Strongly
EB 3 Disagree

112131 4] Strongly
Disagree

1I2|3|4 Strongly

Disagree
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® Domain score (0-100%)

obtained score
maximum score
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ESHRE clinical guidelines

Caopy Edited by: M
Homan Reprodoction pp. 1=7, 2048 doi: 101083 Mhumrep/den] 20

The methodological quality of clinical guidelines
of the European Society of Human Reproduction
and Embryology (ESHRE)

W.L.D.M. Nelen'-®, R.W. van der Pluijm!, R.P.M.G. Hermens?, C. Bergh?, P. de Sutter?,
K.G. Nygrens, A.M.M. Wetzels!, R.P.T.M. Grol? and J.A.M. Kremer!®
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R'esult's

RM guideline  Range

Scope & purpose 78 % 6-81
Stakeholder involvement 17 % 4-56
Rigour development 25 % 2-73
Clarity & presentation 54 % 19-83
Applicability 6 % 0-48
Editorial independence 13 % 4-63

Not recommended
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Results
® patient involvement
® methodology evidence selection

® implementation tools

¢ statements
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Implementation
stepwise and profound introduction o
guideline aiming tO /ntegrate /tS

recommendations profoundly into the
da//y ,Del’ f ormance o heaith-care professionals

Grol and Wensing 2001
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Guideline development

Guideline dissemination

Insight into
- actual care
 barriers

IMPLEMENTATION
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Implementation

® Guideline related controversial item(s), outdated,
conflicts of interest members
development group

® Physician related lack of awareness or self-
efficacy, disagreement

® Patient related conflicting expectations, co-
morbidity

® Environment related conflicting legislation, lack of

reimbursement or facilities
Cabana et al 1999
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Guideline development

Guideline dissemination

Insight into
- actual care
 barriers

Implementation strategy
* development
- evaluation

IMPLEMENTATION
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Implementation

Human Reproduction Vol.22, No.S pp. 12981303, 27 doi: 10,1093 /humre p/demd14
Advance Access publication February 22, 2007

Management of recurrent miscarriage: evaluating the
impact of a guideline

M.T.M.Franssen'®, J.C.Korevaar?, F.van derVeen!, K.Boer?, N.J.Leschot! and M.Goddijn!

® Change in clinical management recurrent miscarriage
® After introduction national clinical guideline
® The Netherlands

® Survey (83% response rate)
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Implementation

® Adherence to national clinical guideline is poor
- Many diagnostic tests as routine instead of on
iIndication
- Ineffective therapy offered
(aspirin, heparin, antibiotics)
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Manual

® Reference tool to assist individual members of ESHRE
guideline development groups step wisely
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Guidelines

Good clinical treatment position paper

The ahjective ofthis paper is to describe the principles of good clinical treatment
within selected areas of assisted reproducion from an evidence-hased
professional perspective.

Fead mare

Manual for ESHRE Guideline Development

The principal aim of this manual is to provide stepwise advice on ESHRE for
individual memhbers of ESHRE guideline development groups (GDG).
Additionally, the expectation is that this approach will improve the methodalogical
guality of ESHRE quidelines and will have a positive impact on the quality of
European reproductive healthcare delivery.

Fead more

Guidelines for Counselling in Infertility

The Guidelines were intended for both medical and mental health professionals
to help maintain good practice with regard to psychosocial care for infertile
couples.

Fead mare

Special Interest Group Early Pregnancy

RCOG recommendations arising from the study group on Froblems in early
pregnancy - Advances in diagnosis and management, RCOG guideline:
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Manual for ESHRE Guideline Development

Here you find the final version of the Manual for ESHRE guideline development.
Thiz manual has heen developed by the Special Interest Group Safety and Quality
in ART and has been approved by the Executive Cammittee. This manual
describes the procedure that has to he followed for all newy or revised ESHRE
guidelines. Please use the application form (first page) ifyouwant to suggest a
nesw title ar ifyou want to revise an existing guideline. Mare infarmation can be
provided by D Williane MNelen.
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Manual

American College of Cardiology Foundation and American
Heart Association (ACC/AHA)

Dutch Institute for Healthcare Improvement (CBO)
Canadian Medical Association (CMA)

European Society of Cardiology (ESC)

National Health and Medical Research Council (NHMRC)
National Institute for Health and Clinical Excellence (NICE)
New Zealand Guidelines Group (NZZG)

Scottish Intercollegiate Guidelines Network (SIGN)

World Health Organization (WHQ)

AGREE Instrument
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Manual
® From proposal through to publication and beyond
¢ Stepwise
® Each chapter:
= description

= flowchart
= tips
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Chapter 7

| SUmMmanzing evidence |

Shdles kentifed derlig the stepwise Il ratine seanch 1eed D ke revewedto

ke wtity the most appropriate datato ke lp ais wer the keyeres tors andtoe ssame
tiat the recomme ydators are based o the best avaliable evideice. Tl process
shonld be explicitand tasspare s tand £ honkd be carrkd ovtthrong b asystem atic
reule W process . ThiE luoes fonr malor s epe selectiy re k@it tdles; assesshig
thelrqualtty; syities s g the resits ;A gradieg the euidence.

Salg cion eviden ce

Papers kaue bee s prelmlnanys e boted based on tie tie andabetact by te ESHRE
Tesearnch £ peclalst mgire 62).

First, the s otthe re reved citatoss are scavied and tiose tiatfallontie tie
oplc ofthe guidellie are elimlvae d. Sibseque itty, a quick check of te remalilig
autrack e vies additonalpapers iotrekvart o the keyguestors aid icse are
akoenciiked. The emallig aTact are vestgaed o e stadies TMithe set
ofselecton crieraagmreediy tie GOG. i 1o or kcomple® brmation & awalabke
the axtract, verfcaton of tie Toi-extk peromed Dzekct thoe papers

cong klerig te vextsep: assessme itofthe qually of each stacy D ess 1 1E
walldity and Fpplicablitty. The stach's e lecton process k ceark docimeredand
detalk the applied il oy criera.

Guality an ee eam ant
Coaltty assess me itoTthe prelmiian euklesce sekotion b vecessanytobase It
concivg s on the biglestoualiye viderce avallabk . The qualty b assessed of
Indwich al strclles. Howe wer, of meta-an ahses or SysEematc ek ws the qralty &
arsessedar mack ar posshke of the metaanaksls orreulew et only ard wotof
the Inclivkinal icivde dstadies. To mivmk e avypotevtial bias 1y tie assessme it
Incke pe w ke wtassess me ot by two re vlewe s ks des rable. Theretore , both e ESHRE
research s pecialist andtie espoisbe GOG members perfom byacleckist te
qualty assess me vt acconding toa modife d Cockrare ColEboraton me tiodology
(appe wollx ). DItk re vces (1 assessmentshonkd be discess ed 10 attond the poss bilty
of reac hng cokse 0. v exraordvary cases athind hdepeyde tperson can be
atked tor 351 ke, Fachon thatwarrart assessment am those re@ed D

«  Fpplicablity of Mdligs

» alkdity of Indivkinal stadies
Applicablity, which & akocaled exeral wldity orgere@lgablity, & relaedtotie
ceflution ofthe compoie i (PICO) ofthe tm ¥iated keyoes tons Claper 5.
Comparkor ofthe aualiabl artces with the de e d P ICO compore s guides te
selection of papers with e ek vantevideice,
The w@lidity of astachy k tie exestio whkch e desigy andcondctare [kehyto
e we w teyEtem atic e rrors, or bias. There are toor pote s alsovces ofsystem atic bias
In ke atthcare triak:

Sheps & Tips

Lieatare seanch reguest
Ly

Reseneck ipeclalin

Prelmiian eyt e gekcton |

Craly asseszment
GO0 & Researck specialin

N Eabsracl
= reevaree
=sekcloncr kra

ol kx|
= applicabll iy
= arswer b PO guesion
= Ailing sekechon ol kria
=waldlly
= shelydesign
= blas

Flialze Ectby evbencs

GO0 & Researck specialin

BEuide icz Bhe &simmay

GO0 & Researck specialin

Lewe ot e ke c2

Recomm e dation Bm it |

sk R Evideare Fas

& Record the st ofse koo okl

é’ Recond the leweloteldeice

é’ Docamestasdstomr the eukdasce ez procais
Docamest andstore the eukleice Bbks
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Manual

® Recommendations on a particular clinical issue

(e.g. endometriosis, ectopic pregnancy, preconception
care)

® Evidence-based guidelines
= scientific evidence priority
= based on best available evidence
(most relevant and highest level)
not on all evidence available
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Manual

® Explicit link between recommendations and its evidence
- levels of evidence
- references y

Systematic
Reviews

TRIP Database
searches these e.\
simultaneously

Critically-Appraised FILTERED
Topics INFORMATIOMN
[Evidence Syntheses]

Critically-Appraised Individual
Articles [Article Synopses]

Ny

Randomized Controlled Trials
(RCTs)
i UNFILTERED
— Cohort Studies INFORMATION
Case-Controlled Studias
Case Series / Reports

Ny

Background Information / Expert Opinion \




h Early Preghancy Winter Course
@ gSNre Early pregnancy standards, protocols and guidelines
Rotterdam, December 10 & 11, 2009

Manual

® Adaptation and translation by National Societies is
welcomed

® Guideline development a cycle of interdependent
activities
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*| Topic selection

|

Guideling Developrment
Group (GDG) formation

!

Scoping

Key guestion formulation

Lpdating/ |
FENISING

k.
—-»| Evidence search

Evidence summary & grading

)

Recommendations
farmulation

!

DCraft wersion

| Review & consuttation |

Final wersion

— Dissemination
Approval & Implementation
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Topic selection

Once a year

Application form downloaded from ESHRE website
(Appendix A)

relevance topic (e.g. volume, costs)
actual practice variation

potential benefit

Indicated size and strength evidence

Final decision Executive Committee
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Guideline development

® 18-24 months

® ESHRE research specialist
- literature search
- quality assessment
- facilitating update

® Training for guideline development group members
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Conclusions

® Availability guidelines
® Methodological quality guidelines

® Implementation guidelines

High quality of (European) early pregnancy care

¢ ESHRE
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