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eCTD NextGen (5% D& 4) 7)

- BB HIE

v'Changes in the CTD may cause changes in the eCTD approach

v'eCTD is built using HL7 v3 standard which is no longer supported by
HL7

v'Submissions need to shift towards more computable (computer-
readable) information and less electronic paper (e.g., PDF files)

v'Changes to current eCTD and content carried within it will be an
evolution through small increments rather than a single step transition

{*ﬁﬁ/\/\%: TBERONEE ST, }
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2D Barcode recommendation
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ESTRI Recommendations &
2D Barcode recommendation

=3
E— IE- EWG M2 Recommendation to the ICH Steering Committee
<N Electronic Standards for the Transfer of Regulatory Information (ESTRI)

Two-Dimensional (2D) Barcode Recommendation
Version 1.0 - 13JUNE2023

AN

[ )
I TN

v ESTRI Recommendations DL E {17 D EIE s

The linear or one-dimensional (1D)* barcode has been acknowledged standard for representing
data in a visual, machine-readable form. It is also recognized that there is need to identify a
standard format for two-dimensional barcodes (2D barcode). A 2D barcode is a machine-

b Core Standards (gﬂéﬂil/Z\ZE) t Recommendations (j_ 70 readablecodethalnuyberepreseﬂtedasaDataMal:nxzcodeoraQuickRespouse(QR)Jcode.

Both QR codes and Data Matrix codes are public domamn codes and are royalty free.
N S

I

=
—

Published specifications and print requirements for each code are available from the
International Organization for Standardization (ISO).
+ Requirements for Data Matrix codes are specified under the ISO/IEC 16022 international

v'2D Barcode Recommendation D& 2= e o ot

standard.

—ISO/IEC 16022 (Data Matrix3 — K) & (NSO/IEC 18004 R SR ———

implementation of 2D Barcodes

A ;{_q_ + ICH M2 EWG recommends the Data Matrix and/or Quick Response codes per ISO/IEC
:l d) = 16022 and ISO/IEC 18004.

Conditions:

=720, UTOXEZEDL QRitN—a—FZ2E8A LAaWLWHgEERE) " o st e e er e

o Sponsors should adhere to the recommended standards/specifications as identified

‘ . . . . . . by the regulatory authority.

This recommendation is applicable to those regions who are exploring the | _ _ |

implementation of 2D Barcodes.’ reionl s gdanc o e abopon et e e
Remarks:

‘Regional laws/requirements determine if and which 2D barcode (Data Ay proposed s came rcommendaton for 2 baeodes will b foctsed n 2

Matrix or QR Code) is acceptable and where it is to be applied.’

! ISO/EC 15426-1:2006 as the

‘This document is not recommending the deprecation of the linear barcode; o s e o e s B ol s o it L

* A Data Matrix is a two-dimensional code consisting of blzck and white "cells" or dots amranged in either a squaze or rectangular pattern, also
known as a matrix. The mformation to be encoded can be text or numenc data

please refer to regional laws/guidance on the adoption of barcodes.’ B o s e 3 oy D e

iz 3 machine-readable optical image that contains information specific to the labelled item. QR codes use four standardized modes of
encoding (i) mumeric, (i) alphamumeric, (i) byte or binary, and (i) kanji

Page 1 of 1
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ESTRI Recommendations &
2D Barcode recommendation

Define the two types of recommendations:

a. Core Standards (Core set of recommendations)

 |CH regulators are required to implement
« The current ESTRI recommendation table needs to be reorganized
« Existing Core recommendations: EDIINT, PDF, DOCX

b. Recommendations

« submitter recommendations (check with your regulators)
 implementation status tracking is not necessary
« recommendations are optional

> Existing recommendations:
- Current ESTRI recommendations other than the core standards
> New recommendations:
- 2D Barcode
- EDIINT-AS4
- JSON
- REST (RESTful) API for consideration
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Emerging technology
Wh ite pa per Emerging technology white paper

< :I b E > A viewpoint from ICH M2
ﬁ R Version 1.0

June 25, 2023
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Other emerging technologies to consider

Emerging technology white paperz £ = woremmosmsmimnre

Digital health technologies

t @ C \/ \ ; Synthetic trial data
— 0
PAYAN > ‘
— Introduction
; I~ [
This paper describes a range of technology areas that are not yet widely implemented in the drug

regulatory environment but have the potential to support harmonization efforts in the regulation of
medicines.

L} L}
. M2 has prepared this document for the ICH Management Committee to provide an understanding of
| y W I the global considerations of its members. It seeks to provide an overview only. A number of sources
have been used in compiling this information, both published and internal by participating M2

parties. Many regulators are undergoing digital modernization efforts, with most investigating use of

/\
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*https://www.ich.org/page/ich-electronic-common-technical-document-ectd-v40
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