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v ODCS (Organized Data Collection System)

v BENLIETNYJ T/ (Patient Support Programmes, PSP)

v TiZiEEIOY T/ (Market Research Programmes, MRP)

v Digital Platform
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An organized data collection system (ODCS) is an MAH’s activity that gathers data in a planned
manner, thereby enabling review to be performed.

Local or regional regulatory authorities may require MAHs to have a protocol for certain types of
ODCS (i.e., clinical trials and non-interventional studies). In this context a protocol means a document
that describes the objectives, design, methodology, statistical considerations and organization of a
clinical trial or study.

For MAH ODCS activities that are not conducted according to a protocol (e.g., a sentiment analysis, a

patient support program), the MAH should have documentation that describes the:

1. Objectives of the ODCS activity

2.  Source(s) of the data

3. Dataset that MAHs will collect or receive and review in order to meet the objectives of the
activity detailed under item 1, including the time period that will be represented by the data

4. Method used to review the dataset to meet the objective of the activity

5. Process for collection and management of any AEs/ADRs that may be identified.

For the purposes of this Guideline, ODCS excludes the MAHs standard procedures for the surveillance,
receipt, evaluation, and reporting of spontaneous postmarketing AEs/ADRs (i.e., the MAH's routine
pharmacovigilance operations for spontaneous reports).

Specific examples of ODCS in the context of this guideline include clinical trials, non-interventional
studies (e.g., pharmacoepidemiologic, drug utilisation studies, registries), patient support programs,
and market research programs. Other examples include: an MAH activity using a patient forum on a
digital platform to assess patient perceptions of the safety of disease treatments; and a product-
specific sentiment analysis conducted by an MAH using posts on social media networking sites.
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PSPs are ODCSs initiated by an MAH, in which patients enroll for the purpose of supporting their
use of the MAH’s medicinal product, or the management of their medical condition, and which
include a mechanism for two-way communication between the MAH (or third party acting on
the MAH’s behalf) and patients or healthcare professionals. Examples of PSPs include adherence
support, disease management, and certain reimbursement, and educational programs. See
section 4.4 Sources of ICSRs, PSPs, for further details.

PSPs 1) solicit medical information about the patient’s use of a medicinal product and/or 2) the
design of the program is such that the MAH (or a third party acting on the MAH’s behalf) will
foreseeably receive medical information about the patient’s use of a medicinal product (e.g.,
when a program involves HCP interaction with a patient to administer medication or provide
medical advice).

MAMH initiated programs that do not meet the criteria above (e.g., delivery of a product to a
patient’s home, provision of vouchers or coupons) are not considered to be PSPs, as long as the
MAH does not request medical information about the patient’s use of a medicinal product. PSPs
exclude: clinical trials; non-interventional studies, such as post-authorization safety studies
which have a scientific intent or are testing a hypothesis; all forms of compassionate use; and
named patient supply.
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MRPs are ODCSs which are used for planned collections of healthcare professional
and/or consumer insights by an MAH, on medicinal products and/or a disease area, for
the purpose of marketing and business development.

$15%@ Digital Platform

A digital platform is the software and technology used to enable transmission of
information between users.
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Explanatory Notedk U ik #%
Type of Report Study Type Where Reaction(s) / Event(s) Were
Observed
ICH E2B(R3) C.1.3

ICH E2B(R3) C.5.4 (only populated if Type of Report = 2,
(ICH E2B(R3) C.1.3)) *

1 = Spontaneous report 1 = Clinical trials

2 = Report from study * 2 = Individual patient use(e.g. ‘compassionate use’ or
3 = Other ‘named patient basis’)

4 = Not available to sender 3 = Other studies (e.g. pharmacoepidemiology,
(unknown) pharmacoeconomics, intensive monitoring)

4 = Patient Support Programme
5 = Market Research Programme

6 = Organised Data Collection System with source data
from a digital platform

* Add explanation that the value ‘2=report from study’ and the data element ‘study type where
reaction(s)/event(s) were observed’ is used for studies as well as other solicited sources. 10
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