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Correlation between Development Phases and Types of Study

TYPE OF STUDY o

Therapeuti
Use / / / /. @
Therapeuti
C‘onﬁrma}g /O C);D. g < /
Therapeutic )
Exploratoyz/ o/ @ ./ O /O /
Human
Pharmacolggy
| II I1I IV PHASES OF DEVELOPMENT
N
4

objectives

design

condudiNDIVIDUAL ST

analysis

L L [

y | report

TIME

Figure 1 - This matrix graph illustrates the relationship between the phases of development and
tvpes of study by objective that may be conducted during each clinical development of a new
medicinal product. The shaded circles show the tvpes of study most usually conducted in a certain
phase of development, the open circles show certain tvpes of study that mayv be conducted in that
phase of development Dut are less usual. Each circle represents an individual studv. To illustrate
the development of a single studv, one circle is joined by a dotted line to an inset column that
depicts the elements and sequence of an individual study.
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Patient-Focused Drug Development

o ]C H ICH Reflaction Paper
Endorsed by the ICH Assembly on 18 November 2020
harmenisation for bettar heaith

1 ICH Reflection paper

2 Proposed ICH Guideline Work to Advance Patient Focused Drug Development

3 Under public consnltation unnil 7 March 2021

4 This paper identifies key areas where incorporation of the patient’s perspective could improve the

5  quality, relevance, safety and efficiency of drug development and inform regulatory decision making.

6  Italso presents opportunities for development of new ICH guidelines to provide a globally harmonized

7  approach to inclusion of the patient’s perspective in a way that is methodologically sound and

8  sustainable for both regulated industry and regulatory authorities.

9 A. Background
10  Patients have direct experience in living with a disease. They have firsthand knowledge of the impact
11  of the disease on their life and on how they feel and function They bring a unique and valuable
12 perspective to drug development, one that cannot be provided by the clinical, scientific, legal and other
13 experts. It is important for health autherities and for dmg developers to incorporate the patient’s
14  perspective, beginning early in drug development.
15  Growing patient advocacy and patient engagement and contimued advances in communication
16  technologies, intemet, social media, and a proliferation of information services and sources, have
17 created a nich yet complex environment for elicthng and meerporating patient perspectives throughout
18 the dug development process. In this environment it 1s increasingly critical to develop a harmomized
19 approach to collecting and incorporating patient perspectives in drug development and decision making.
20 In many instances patient focus is already considered in traditional development plans, and patient
21  input, when needed, is already sought except that the methods for identifying, collecting, and analyzing
22 what is meaningful to patients, are not standard or harmonised. Similarly. systematic studies of patient
23  preferences may not be necessary in many clear-cut situations but when they are, it would be beneficial
24 that the methods follow agreed standards.
25  Ifmethodologically-sound data collection tools are developed and used within clinical trials, and sound
26  standards for the analysis, reporting and application of the results are developed and used, patient input
27  can provide a valuable direct source of evidence regarding the benefits and risks of a drug including,
28  where needed, relevant information on patient preferences.
29
30  Throughout the drug development process there is an opportunity to increase the quality of the
31  development program through effective inclusion of the patient’s perspective. These opportunities
32  include but are not limited to: understanding the clinical context for medicines development and
33 evaluation; product design features including formulation and delivery modes that minimize burden and
34  support adherence; development of endpoints that reflect benefits that matter most to patients and which
35  adverse event endpoints are most important for patients; designing trials that support better enrollment
36  and retention; informing regulatory decision making including patient acceptability of benefits vs nisks
37 ws tolerability concerns, and effective risk management.
38  To maximise the benefit of patients’ perspectives in these areas, regulators and drug sponsors need to
39 employ methods and measures that:
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Training
Related Links (b
As part of its effort to achieve global harmonised implementation of ICH Guidelines, ICH is working on ensuring that high quality training is
available based upon scientific and regulatory principles outlined in the ICH Guidelines. Training materials developed byfwith ICH can be
accessed with the respective ICH Guideline as they become available.

ICH Training Pilot 2017

ICH Training Materials developed by ICH Training Associates

In 2019, ICH launched an initiative aimed at engaging appropriate accredited non-profit training organisations/institutions as Training
Associates, with a Call for Expressions of Interest made to solicit interest from eligible organisations. This initiative is aimed at assisting ICH in
its efforts to address in a strategic manner the training needs of its Regulatory and Industry Members and Observers.

Training Materials developed by ICH Training Associates: v

ICH Recognised Training Programmes

Collaboration with ICH Recognised Training Programme Providers

Following a successful pilot in 2017 (click here for more on the 2017 ICH Training Pilot), the ICH Management Committee’s Training

Subcommittee is working with selected training providers to organise and deliver high quality ICH Recignised face-to-face and online
training programmes based on pre-set criteria.

L ! L] Ll
Documents for organisations interested in developing ICH Recognised Training Programmes: I ral n I n g I I b rary -
« Eligibility critera for Training Programme Providers .

= Terms of Reference for Training Providers, updated in November 2020

L
= Procedure for Organisations Interested in Developing an ICH Recognised Training Programme C O I I l I n g : ;O O n !

= Application Form for Training Programme Providers, updated in November 2020

The training providers can use the "ICH Recognised Training Programme" logo on announcements of programmes which have been
reviewed and endorsed by the ICH Training Subcommittee, as well as online training materials reviewed by the ICH Training Subcommittee.

https://www.ich.org/page/training
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PMDA-ATC e-learning¥ AT A
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PMDA-ATC e-learning Site

k= Welcome to the PMDA-ATC e-learning
site

« Click "Start" if this is your first time, or "Continue” if you want to

Start
continue from your last visit.
= Course ID is necessary to continue from your previous session.

Information from PMDA

E-learning content will be available from January 6, 2020.

1. Philosophy

2. Organization

3. Review

4. Safety Measures

5. Relief

6. International Activities

7. Medical Devices

|- FAQ ||- Contact Us |
|- Operating environment ||- Manual |

Unauthorized Links are prohibited.

The contents of the e-learning system will
be updated and expanded thereafter.

https://pmda-atclearning.jp/portals
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