
Research categories as defined since the “Jardé Law”

RIPH RNIPH

Not included in the « Jardé
law » : 

- Research on data
- Research on humans that

do not aim to produce
biological or medical

knowledge

Simple data Sensitive 
identifiable data

CNIL
MR004

CEROG or Local 
CommiMee

INDS - CEREES

CNIL
agreement

CEROG or Local 
Committee

Category 1 : 
Interventional study 
(at significant risk for 

patients that 
volunteer 

Category 2 : 
Interventional study 

at low risk for 
patients that 

volunteer
Low decree  of the 
05/03/2017 – JORF 

n°0107

Category 3 : 
Observational study 

(with usual standard or 
care)

ANSM warnedANSM clearance 
mandatory

CNIL: Conformity to the MR001 regulation or 
CNIL clearance 

CPP required

CNIL : conformity with 
the MR004 regulation or 

CNIL clearance.

Figure 1



Observational design ?

Interventional study
RIPH category 1 / 2

What type of observational study ?

CPP

Prospective research
Usual care data collected without human involvement ? 

Additional medical appointement, survey significantly 
increasing the duration of the appointement ?

RIPH Category 3

CEROG / Local committee

Retrospective research

CPP

Data collected are fully anonymized ? 
Conformity agreement with the protocol 
MR004 ? Open data ? CNIL agreement ? 

NOYES

Question 1 : 

Question 2 : 
Question 3 : 

NOYES

Figure 2



0

1

2

3

4

5

6

7

8

9

JOGOH Gynecol obstet
fertil  Senol

Eur Journal
obstet  gynecol
reprod biomed

Arch Gynecol
Obstet

PLOS Ultrasound
Obstet and

Gynecol

Autre

Scientific Journals that published the CEROG –
validated projects in the Obstetrics and Prenatal

Diagnosis section

0

2

4

6

8

10

12

14

16

JOGOH Gynecol Obstet Fertil
Senol

J Clin Med Ann Surg Oncol Eur J Surg Oncol Autre

ScienGfic Journals that published the CEROG-
validated projects in the Gynecology and ART secGon

Figure 3



0

5

10

15

20

25

A B C D E NI

Publications from the CEROG – validated
projects, classified by  the rank of the journals

(Gynecology – ART section)

0

2

4

6

8

10

12

14

A B C D E

Publications from the CEROG – validated projects, 
classified by  the rank of the journals

(Obstetrics and Prenatal diagnosis section)

Figure 4


