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Introduction
What is a Non-Compartmental Analysis (NCA)?

Patient Sample Collection:
Patients visit the Clinical Research Organization (CRO) for blood sample
collection at specific times after dosing.

Sample Processing & Shipment:

Blood samples are processed (plasma/serum) and shipped to bioanalytical
labs.

Bioanalysis:
Drug concentrations are measured using techniques like LC-MS to generate
concentration-time data.

Data Delivery & NCA:
The concentration data is analyzed through NCA to calculate key PK
parameters (AUC, Cmax, t1/2, CL, vd).

Regulatory Use:
NCA results inform dose-exposure relationships and are used for regulatory
submissions in bioequivalence studies.
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aNCA - Current situation

@ scinteco

The workflow

NCA Data Order tool Improve ta I;e's 160:)1/vee ks
v = anais (0]
M - automated
Dataset Request C—
i
: 2-3 days by us 1 week by us and SPA
. $sas [
1 il el - - - - - - =
B e |
1 : ADAM ¥ 3-4 weeks by external vendor
Data Program ' i Datasets
SCripls : 1 @ TLGS generaticn
! 3-5 days by clinical : (-u PRI for Base Escalasan
* pharmacologist ‘_)SES :
far| P onneneane- %1_ !
& Cmmmmmemm
Analysis project """‘"r’:"::’* outpait -




Future Horizon



aNCA - Future Horizon
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Project Overview
o Target assessment o Lead identification o Lead Optimization @ @ Phase Phase i

Discowvery Early development Product development Post launch

_ High level Product Vision

° Automate and streamline the E2E NCA process from
pre clinical AND clinical
° Open up potential for “reverse translation” as data
structures are harmonized
° More independence from external software providers
° Consists in 3 main Pillars
o Dataset request and automated data
creation

.

NCA

. analysis
o Automated outputs creation (CSR, dose

escalation,...)
° Boost data quality and increase output creation
efficiency
° Speed-up NCAs while keeping control on analysis

settings and access (Pillar 2)

11




aNCA Demo



aNCA Demo

13



Call for actions



Working Open Source: Pharmaverse*

m Join us in advancing Open-Source Pharma for the community!
https.//github.com/pharmaverse/aNCA

= Opportunity to learn from each other and advance together

m Sharing ideas, different perspectives and concerns from our different expertise

m Do not hesitate to reach out anytime for any code explanation, detail or development questions,
either by GitHub or email/chat or Slack Channel
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*The "pharmaverse"isa collaborative network aimed at accelerating drug development and regulatory processes by sharing open -source R packages for clinical reporting, breaking down traditional silos in the pharmaceutical industry. 15


https://pharmaverse.org/
https://github.com/pharmaverse/aNCA
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