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	To be completed by data office:

Study Adminstration Code    ………..........

Date of Request:   .. / .. / ..

Date of approval Chair:  .. / .. / ..
Feasibility check performed:

( yes       ( no       ( n/a


Retrospective Study request proposal for the
Inborn Errors Working Party

IEWP chair:
Benedicte Neven
Title of the retrospective study:
(Please do not use more than 15 words)

Principal investigator:
(Name, department, hospital, city, country)
Collaboration with other partners:
(please indicate: SCETIDE, PIDTC, CIBMTR, Eurocord, others..)
Background & Rationale:
(State why you think it is necessary to conduct this study  in approx. 100 words; list references)

Short description of the study:

(Explain your proposal in approx. 150 words)

Primary objective:
(Describe the primary aim you intend to achieve with this study)

Secondary objectives:
Endpoint(s):
(Describe the endpoints for analysis. I.e. define Event Free Survival. If applicable, define chimerism i.e. cell types, time point of assessment or other endpoints)

Research design:
(i.e. retrospective study with/without additional data collection)
Study Population:

(Inclusion criteria, exclusion criteria, expected number of centres/patients)

Data Collection 

(List all research variables you want to analyse (patient/treatment characteristics, outcome variables). If variable is not listed on MED-A/B specify question and answer possibilities to retrieve this information.
Note: all data collection will be performed by the IEWP Data Office (Leiden) according to EBMT guidelines. In case of PID, data will be collected in collaboration with SCETIDE. 
Statistical Analysis Plan:

(Give a description of the method of analysis (possibly in collaboration with the EBMT statistician).)
Statistical analysis to be performed by:
(note: EBMT statistician can perform the analysis. If you make use of your local statistician the EBMT statistician will be involved to review the analysis and manuscript in a later stage to ensure high quality)  
( local statistician

( EBMT statistician
Study budget: ( when applicable)
(In case of funding from outside EBMT , please contact the Leiden Data Office to prepare a budget to negotiate with possible sponsors).
Purpose of your study request:
(Paper, Presentation, etc.)
Publication

The EBMT Authorship guidelines apply to this proposal. 

Writing Committee


(list all people involved)

Proposed timeline
(i.e. time of: conclusion of data collection, abstract presentation at conference xy, manuscript submission, …)

IEWP Scientific Committee review
(WP chair will send proposal to two members of the scientific committee and the IEWP data manager/statistician for review and advice)

Approval

Signature WP chair

name:__________

____________



Signature Head Data Office



Signature EBMT statistician
name:_______________________


name:_______________________


Time schedule (to be completed by the data office):
(Planning of preparative work (designing forms), data collections, first interim analysis, completion of study entry, final analysis, report)

Timeline
	Preparative work
	

	Inclusion participants 
	

	Data collection
	

	Data processing and analysis
	

	Report preparation
	

	Final manuscript and co-authorlist check by Data Office
	

	Total time needed
	


Please send this form to:
Prof. Dr. Benedicte Neven, chair IEWP

Service d'Immuno-hématologie pédiatrique - Rhumatologie
Hôpital Necker-Enfants Malades

Email: benedicte.neven@aphp.fr
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