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ICH M10 - Introduction



Disclaimer

This presentation was prepared on behalf of EBF.
The opinions expressed in this presentation do not necessarily reflect the 
view of any individual expert or EBF member company nor that of the 
ICH M10 Expert Working Group (EWG).
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ICH SOP of Working Groups

Section 1.5.5 Confidentiality
Ø “An expert should not publicly disclose orally or in writing the details of the 

ongoing discussions nor should they disclose the position of the individual 
parties without prior approval from the WG Members and informing the ICH 
MC.

We cannot discuss the content until Step 2/3



The International Council for Harmonisation of Technical 
Requirements for Pharmaceuticals for Human Use

Rules of Procedure of the Assembly 
Approval by the Assembly in its meeting on May 31, 2017 

http://www.ich.org/fileadmin/Public_Web_Site/ABOUT_ICH/Articles_Procedures/IC
H_Assembly_RoPs_31May2017.pdf

http://www.ich.org/home.html







Slide 7

www.aap

https://www.ich.org/page/multidisciplinary-guidelines

https://www.ich.org/page/multidisciplinary-guidelines
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?

Currently the EWG is in “TC modus”
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SCIENCE IS UNIVERSAL



Ø ….differences in expectations or interpretation of the guidelines from individual 
auditors/inspectors or regional health authorities are a growing concern for the 
bioanalytical community…

Ø ….a stimulus for these countries/regions to draft or issue their own guidance 
documents….Although the 2001 FDA BMV guidance is often the basis of the 
emerging guidelines, there is an inherent risk that new sets of quality standards 
or nuances to the existing guidance will become effective 
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Desire to formally involve ICH was expressed 
exactly 8 y and 6 days ago on this stage
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Desire to formally involve ICH was expressed 
exactly 8 y and 6 days ago on the  Barcelona 

stage

Not immediately applauded as thought to be 
impossible 
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What could timelines look like for 
impossible projects?

An example from another industry
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May 1961: I believe this nation should commit itself to achieving the 
goal, before the decade is out, of landing a man on the moon and 
returning him safely to Earth

8 years and 54 
days later



So, we have 48 days left
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1961 à 1969

2012  à 08 Jan. 2021



Some observations

Ø A draft guideline is a draft guideline and not a final product. Changes 
can and will still occur from draft to final. However,
– We see industry presenting “validated in compliance to ICH M10”
– Wee see meeting programming “ICH M10 trainings”

Ø This is not without risk:
– It disregards or dilutes industry comments during public consultation and 

can/will directly or indirectly lead to raising the bar
– It obscures current guidelines (which are in effect), creating a risk of non-

compliance in your current work
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