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WP Presentation

* Description (Goals and Expected Results)

* |nvolved Partners and Collaborating Experts
 Timelines and Milestones

* Qutcomes (Deliverables)

» Work Plans (When, what and how)
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Description

 Determine criteria and parameters essential for implementation
of ART products / clin. appl.

* |dentification of ART products and clin. appl. and their status of
validation

 Expected result = tool (web based or APP based) to distinguish
and classify treatment and procedures trough lab KPI and
health follow up
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What is there already

 Followup patients ART treatments ~ national registries (European
IVF monitoring (EIM ESHRE) through national representatives (39 countries)

 Guideline committee (ESTEEM trial)
+ Self criticism in ART: '

ELSEVIER

SYMPOSIUM: FUTURES IN REPRODUCTION
REVIEW

The wobbly evidence base of reproductive (@) o
medicine

JLH Evers

Maastricht University Medical Centre, Maastricht, The Netherlands
E-mail addrese: it avaremmermar ol

Human Reproduction, Vol.29, No.3 pp.413-417, 2014
Advanced Access publication on January 15,2014 doi:1 0.1093/humrep/detd63

Beyond the dichotomy: a tool for

SYMPOSIUM; FUTURES IN REPRODUCTION distinguishing between experimental,
| innovative and established treatment?

www.sciencedirect.com
www.rbmonline.com

ient

How should we assess the safety of IVF @) o

tech nologies? Veerle Provoost'*, Kelly Tilleman2, Arianna D’Angeloz,
Petra De Sutter?, Guido de Wert!, Willianne Nelen?,
Daniel R Brison **, Stephen A Roberts , Susan J Kimber 9 Guido Pennings!, Francoise Shenfield', and Wybo Dondorp!
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Figure | Sequential four-criterion assesement tool to consder the trangition of 2 trestment from experimental through innovative 1o established.
*tlumbers represent the seore at either end of the threshold for each of the four erterta for the firmt ransition (from esperdmental to innovative) and

for each of the three bt eriterta for the second transtan (from nnovative 1o esablshed).
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Table | Scoring key used in the tool for distinguishing bet ween treatments.

Criterion Deefinition

Eficay Proof of principle

Safety The safety of the proceduns, miering
o the: mathents as well as the future childinen

Proadure Froaedural reiabiity and transparency: the
srmilarity o varablty of the pro@dunsin
different aboraries and the potential for
Impementation by other centres

Bectivenes  The Befhood of producing the desied
outoome compared with cutcome of
comentional, estabiched ART techniques

Scoring

0 Mo prosofl of principle has besn demonstrated
1™ Provof of principhe has been demonstrated

| : Considered safe in animals

2: Reaes ring predinical data

3* Remssuring short-term data in huran {up to at ket 3 months post-defiveny]) in
peerreviewed jourmals

4% Rigammyring rmid-term data in hurran (up to at ket 5 years post-delvery and including
data on mychologaal development) in peer-reviewed purmals

5: Rearsm ring bong terrn diata in burran {up to atbesst 75 years post-defivery, inchuding data
on peychological desekpment and prefenbly on fertility) in pesr-reviesed joumals

| : Mo procedune hasbeen described yet, or the: procedure vares enonmou sty betwesn hborabories

2% Technical perdormancs of the procedune is highly vardfable betwesn aborataries

3: Tedinical perdormance of the procedune is mdatively companable betwesn hboragries

4= Techrical perdormance of the procedureis highly comparable betwesn hbortore

5: Throughout different centres, the procsduns i considensd 2 routine tedhnique with
commaon tachnicl perfonmance

| : Completely ursnowen, doubtiul or extremely low

2% Low

3: Reasorable

4: Acceptable but not as high as estabisshed ART treatment
5= A high or higher than establzhed ART technigues

An escarmple of an esablished reament is I

ART, assicied reproduciion techrigues.
*Threshold for Imosative Teament.

= Thshold i rree from Innoate o estabished reament for the citena “safery’, prooedure”’ and “ef ectveres”. By’ is an dl-or-nothing criveston thar oy hasore thnesho ld

{1, o e fro mesperimantal D Rnovaie rEmErt).
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Partners and Collaborating Experts

* EIM link and SQUART: lona Rugescu (RO) biol
SQUART: Zdravka Veleva (FIN) MD

Experts: Francesco Lombardo (I)(MD), Gueorgui
Nikolov (BU) (MD)

Lab KPI people: Martine Nijs (B — NL ©) (Embryolab
academy) — Annelies Tolpe (B)

ESHRE Guideline committee: Nathalie Vermeulen (B)
Ethics and law: Veerle Provoost (B)
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Timelines and Milestones

 (Get partners on board

« Put ART flavor in generic tool

* Define criteria (KPI laboratories: embryo development, short term vs long term followup)
* Define balance in follow UP (criteria vs validation labo process vs clin appl)

* Look for consensus in ART (national representatives and experts)

» Test criteria (for established procedures (ICSI, IVF) and for innovative procedures (vitrification of
oocytes) and experimental (?): IVM (aspirated vs ivimova)

» Established techniques from consensus in compendium
* Promote GTP management tool
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Timelines and Milestones

» (Get partners on board JULY16

« Put ART flavor on tool FEBR17_MAY17
 Define ART criteria and balance JULY17

* Consensus in ART OCT17_FEBR18
 Test criteria (FOR) OCT17_FEBR18

* Fill compendium with established ART techniques _MR 18 — JULY 18
* Finalize GTP in ART FEBR18

« Promote GTP management tool JULY18
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GTP TOOL our ABC

ART consensus based
Balanced lab KPls vs follow-up children
Classification based on consensus criteria
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Outcome
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Work Plans

o Strategies:
use ESHRE as fundament (SQUART, EIM, guideline committee)

what is good = keep (e.g. national registries, EIM)
Share = Show that we are in fact TE ;-)

* Meetings: ESHRE meetings as meeting point- 1 extra meeting
Brussels — multimedia

 Structure and contents: keep close contact with other TC
partners both in structure and content = monitor
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Thank you!
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