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Guidelines diversity
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Looking on the regulators reports..
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Figure 2: Inspections conducted per type of site
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> In 2020 there were not any inspections at Bioanalytical facilities

conducted by EMA
. BB
COVID-19 3
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Let’s change the perspective
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Let’s change the perspective

> In 2020 EBF GCP team conducted a survey to evaluate the challenges with
regards to GCP implementation at BioA facility

» One of the topics included in the survey was related to the experience in GCP
HA inspections




EB/F Survey Question

Outcomes
1. My organisation is Question 1:
a.CRO > 21CRO
b. Pharma > 18 Pharma
2. In our lab we analyse samples from Question 2:

- Both GLP and 6CP studies > Both GLP and GCP Studies - 31

» Only GCP -5
> Only GLP -3

b. Only GCP studies

c. Only GLP studies -

Question 3:
3. My laboratory is based in:
» UK-8
a. UK
» Other— 28
b. Other




Survey Question
7

Outcomes

4. Are your laboratory being inspected by the regulatory
authorities for GCP compliance?

a.No

b. Yes. (if yes, please specify by which HA)

5. If yes in question 4, is your laboratory being inspected:

a. As part of an inspection program. If so, which is the
inspection frequency, every X year

b. As part of regulatory submission. If so, which type of trials
areinspected?

c. Other, please specify.

Question 4:

> No - 21
> Yes-15

7 MHRA, 4 EMA, 6 FDA, 1 AIFA, 1
wissMedic, 1 AGES, 1 Dutch agency, 1 Spain
agency)

Question 5:

> As a part of inspection program — 11, (X=1-
2-3) by MHRA, Spain Agency, AIFA, Dutch
Agency, AGES

> As a part of regulatory submission — 4, BE

studies by EMA, FDA and SwissMedic




EBF

=

Looking closer

» AEGS - GCP is only a “additional aspect" in the regular GLP inspections done
in Austria.

» AIFA — inspections are part of accreditation process to confirm that the
laboratories are able to perform analysis in support to the clinical trial including
Phase 1 studies.

» Dutch Healthcare inspectorate - GLP inspectors are looking at the GCP
aspects in the lab procedure
Take a(c|oser look!
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Lessons learned
» The experience with GCP inspection at BioA facilities is still limited
» Only specific inspection guidelines focused on BE studies are available

» We need to have an alignment between agencies on requirements on GCP
BioA facilities

» GCP inspections conducted by GLP inspectors — GCP is not GLP
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Contact Information

Questions: info@e-b-f.eu

EBF European Bioanalysis Forum vzw

www.e-b-f.eu
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