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Interest in more holisticmeasurementof health outcomes in relation to patient care has
surgedacross healthcare systems internationally. There is now wider use of standardised

clinical outcome assessments (COAsyPatient Reported Outcomes (PROs)such as patient
self-reported symptoms and functioning asprimary or secondary clinical trial endpoints
particularly in long-term conditions such multiple sclerosis. A similar trend is taking place in
routine clinical practice. The unique nature of theseso called ‘soft outcomes such as their
subjectivity presents some challenges. Aithough muchprogress has been made in advancing
the field - moving the assessment of COA ¢ PROs to a science in its own right, a number of
issues are still outstanding,which offers opportunities ofmainstreaming theCOA/PRO
measure development process e g.the use ofmodern test theory and the more active engagement of patients in
the research process.

Therefore, the Melatonin Research Group and theFaculty of Pharmaceutical Sciences,
KhonKaen University in collaboration with the University of Hertfordshire, UK, and Institute
for Medicines Development, UK, have organiseda workshop with the following primary
objectives:

1) To develop understanding of integrated =.d streamlined approaches to COA/PRO
measure developmenti.e. based on @ unified frameworkfor the development and
application of the moderngeneration of PROs.



2) To provide a practical step by step guide on the development and application of new
generation of PROs, based on best practice and extensive research.

Who should attend:

o Clinical practitioners involved in patient care.
¢ Researchers involved in clinical research.
¢ Research students planning to undertake research

Day 1 - A novel roadmap in the development of clinical outcome assessments (COAs)
and patient reported outcomes (PROs)

Aims of session

1. To develop an understanding of the nature and different types of COAs and PROs.

2. To develop an understanding of different ways of using COAs/PROs in clinical research
as well as routine clinical practice.

3. Toleam a new roadmap to the development of COAs/PROs

4. Understand the major pitfalls and current issues in the use of COAs/PROs

Expected Outcomes

Knowledge and understanding

¢ Knowledge of the scope and nature of COAs/PROs and other related concepts.

¢ An understanding of the factors that have given rise to the need for COAs/PROs in
routine clinical practice and clinical research e g.rise of patient-centered care, change in
disease focus, need to assess value,

¢ An understanding of the key considerations involved in integrating COAs/PROs in routine
clinical practice.



Practical skills

e Capable of critical appraisal (.e. evaluation and interpretation) of COA/PRO results in the
published literature.

Transferrable skills

Ability to develop arguments for assessing particular COAs/PROs within a specific setting c..
clinical research programme or routine clinical practice.

Scope and Content

Speaker - conceptual background to COAs/PROs; novel roadmap to development of PROs
/COAs.

Case studies - Examples of how COAs/PROs are being used in different settings such as
routine clinical practice and clinical research settings.

Group discussions -participants will be given exercises and some materials to plan a clinical
trial where a PRO is being integrated.

Day 2 - A fresh approach to clinical outcome assessments (COAs) patient reported
outcome (PROs) using modern test psychometric theory.

Aims of session

1. To introduce participants to modern test psychometric theory approaches to the
development of Patient Reported Outcomes (PROs)/and Clinical Outcome Assessments
(COAs).

2. To facilitate understanding of the conceptual and theoretical underpinnings of modern
test theory and the related differences with classical test theory.

3. Expose participants to the practical steps in undertaking analysis based on modern test
theory such as ltem Response Theory (IRT)analysis and Rasch model.



Expected Outcomes

Khowledqe & Understanding

e Knowledge of the variety of approaches such as item response theory, rooted in modern
test theory available for psychometric testing of PROs /COAs.

e Understand the key processes involved in modern test theory -based development of
COAs/PROs.

¢ Understand the analytics toolbox offered by modern test theory, including where and
how the different techniques fit in the PRO/,COA measure development process.

Practical Skills

* Being able to critically evaluate published research reporting psychometric evidence on
PROs based on modern test theory.

* Being able to a design COA/PRO measure development programme based on modern
test theory.

Transferrable skills

= Address the gaps in availability of modern generation measures for assessing PROs
/COAs in routine clinical practice. Undertake work to improve the existing legacy PROs.

Scope

Content- A modern test theory perspective on COA /PRO psychometric attributes ana validity.
Overview, key concepts, and selected techniques for PRO/,COA measure development
related to structural equation modelling (SEM), Item response theory dRT), Rasch modelling
(RM).

Case studies-Example COAs/PROs developed using modern test theory will be reviewed
and discussed.

Hands on - participants will be given exercises such as performing analysis on live data
using a specialised software.



Timetable:

Day / Time

Speaker

Room

22May2017
8.30-845am | Registration
8.45-9.00 am Opening session Dean, Faculty of Pharmaceutical 3312
Sciences, Khon Kaen University
9.00-9.10 am Introductory remarks Assoc Prof Nutjaree Pratheepawanit 3312
Johns
9.10-10.30 am | Overviewand Prof Sam Salek 3312
introductiontoClinical
Outcome Assessments and
Patient Reported Outcomes
10.30 - 11.00 pm | Tea Break 3301-3302
11.00 — 12.30 pm | Current state of COAs or Assoc Prof Nutjaree Pratheepawanit 3312
PROs measurement — Johns
clinical trials / routine
clinical practice.
12.30-1.30pm | Lunch Break 3301-3302
1.30-2.15pm Breakouts to share Prof Sam Salek, 3312
experiences in use and Assoc Prof NutjareePratheepawanit
development of PROs Johns
Dr Paul Kamudoni,
Dr Jeffrey Johns
2.15- 3.15pm Roadmap for development | Prof Sam Salek
of PROs - classical
approaches
3.15-3.30 pm Coffee Break 3301-3302
3.30-4.30 pm Roadmap for development | Dr Paul Kamudoni
of PROs — novel
approaches

8.30-000am

'Réglstratlonﬁ”

9.00-9.10 am Recap for day 1 and Prof Sam Salek
introductory remarks for
day 2
9.10-10.15am | Applying qualitative Assoc Prof NutjareePratheepawanit 3312
research methods in the Johns
development of PRO
instruments: best practice
10.15 - 10.45 pm | Tea Break 3301-3302
10.45 - 12.30 pm | Applying modern test Dr Paul Kamudoni
theory approaches to PRO
instrument development
12.30-1.30pm | Lunch Break 3301-3302
1.30-3.15pm Live data sessiontutorial Assoc Prof NutjareePratheepawanit 3312

clinic 1: applying classical
&item response theory
methods to PRO measure
validation

Johns

Prof SamSalek

Dr Paul Kamudoni
Dr Jeffrey Johns




3.15-3.30 pm Coffee Break 3301-3302
3.30-4.30 pm Live data session tutorial Assoc Prof NutjareePratheepawanit

clinic 2: applying classical & | Johns

item response theory Prof Sam Salek

methods to PRO measure | Dr Paul Kamudoni

validation Dr Jeffrey Johns
Notes:

During the live data session various analysis techniques related to classical and item
response theory will be demonstrated using different software such as R, RUMM 2030, and
M-PLUS. In addition, throughout the live data session a data clinic will be run, to address

specific data-related issues /questions that participants may bring to the workshop.
Speakers:

Prof Sam Salek
University of Hertfordshireand Institute for Medicines Development, UK

AssocProf NutjareePratheepawanit Johns
Melatonin Research Group and Faculty of Pharmaceutical Sciences, KhonKaen
University, Thailand

Dr Paul Kamudoni
Institute for Medicines Development, UK

Dr Jeffrey Johns
Melatonin Research Group and Faculty of Pharmaceutical Sciences, KhonKaen
University, Thailand
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