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Outline

* Introduction to CHROME (Prof. Feng Xie)

* Development of Generic Module of CHROME (Dr.
Shitong Xie)

* Development of Cardiovascular Module of CHROME
(Dr. Xue Li)
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Patient-reported outcomes (PROs)

Directly from patients about their health

Clinician-reported
outcomes

Clinical judgement or interpretation of
observable sign, behaviours, or other
physical or mental manifestations
thought to be related to a disease

Biomarkers

Physiologic, pathologic, or anatomical
characteristics of a patient

Performance outcomes

Measurements based on atask performed
by a patient as instructed by a health care
professional

Observer-reported
outcomes

Patient health observed by someone (not the
patient or a health professional) whois in a
position to regularly observe and report on
patient’s health
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Abstract This paper is only available as a PDF. To read, Please Download here.
References
Abstract
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meated Older patients represent a growing proportion of patients undergoing coronary artery bypass grafting (CABG). Although
elale
A functional benefits after CABG have been demonstrated, most assessments of outcomes have involved patients aged <65
ICIES

years. Therefore, little is known concerning the impact of CABG on older patients compared with that on younger ones. A
number of postsurgical (6 months) health-related guality-of-life outcomes (e.g., symptoms, cardiac functional class,
instrumental activities of daily living, and emotional and social functioning) reported by patients aged <65 (n = 169) and 265
(n = 99) years who underwent elective CABG at 4 major teaching hospitals in Massachusetts and California were
compared. The proportion of patients reporting cardiac-related symptoms after surgery did not vary by age, and quality-of-
life outcome scores of younger and older patients did not differ even after adjustment for clinical and demographic
characteristics. The exception to this was mental health status, an outcome for which older patients reported better




Searching “patient-reported outcomes” by title
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“Providing care
that is respectful
of, and
responsive to,
individual patient
preferences,

needs and values,

and ensuring that
patient values
guide all clinical
decisions.”

Institute of Medicine
2001
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Improving Outcomes
Important to Patients

PCORI funds studies that can help patients and those
who care for them make better-informed healthcare

choices.
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Research

About us

Facilitating research

Funding research

Foundations of SPOR

SPOR

Patient engagement

Putting Patients Fw«.

SPOR in action

SPOR Capacity Development Initiative

News
ltem

€ 30f3 P Il Pause

Publications

Patient-oriented research is about engaging patients, their caregivers,
and families as partners in the research process. This engagement
helps to ensure that studies focus on patient-identified priorities, which
ultimately leads to better patient outcomes.

At CIHR, we want to help transform the role of patient from a passive
receptor of services to a proactive partner who helps shape health
research and, as a result, health care.

To help make patient-oriented research a reality in Canada, CIHR
formed funding partnerships with provinces and territories, philanthropic
organizations, academic institutions, and health charities.

The result?
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Patient Reported Outcome
Measures (PROMs)

Patient Reported Outcome Measures (PROMs) measure health
gain in patients undergoing hip replacement, knee
replacement and up to September 2017, varicose vein and
groin hernia surgery in England, based on responses to
guestionnaires before and after surgery.
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Health is a state of complete physical, mental
and social well-being and not merely the
absence of disease or infirmity.




Physical health
mobility, physical functioning,
self care

Social health
relationship with family and
friends, and social activities

Mental health

anxiety, depression, cognitive
function
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Evaluating Progression-Free Survival as a
Surrogate Outcome for Health-Related Quali-
ty of Life in Oncology

A Systematic Review and Quantitative Analysis
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Key Points

Question How strongly is progression-free survival (PFS) associated with health-related quality of

life (HRQol) in studies of cancer treatments?

Findings This systematic review and quantitative analysis of 52 articles reporting on 38 random-

ized clinical cancer trials did not find a significant association between PFS and HRQoL.

Meaning These findings raise questions about the assumption that interventions prolonging PFS
also improve HRQolL in patients with cancer and suggest that HRQoL should be measured directly

and accurately, with adequate follow-up time, in future studies.
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Rx Only NOC 64406-101-0
( Aduhelm..

(aducanumab-avwa)
Injection

170 mg/1.7 mL
(100 mg/mL)

Aduhelm.

2oKamab-aved)

For Intravenous infusion Only
Must be diluted prior to use

neurimmune

Postmarket Drug Safety
Information for Patients and
Providers

Index to Drug-Specific
Information

Aducanumab (marketed as Aduhelm)
Information

f Share in Linkedin =~ % Email | & Print

Aduhelm is an amyloid beta-directed antibody indicated to treat Alzheimer’s disease.

Aduhelm is approved under the accelerated approval pathway, which provides patients

with a serious disease earlier access to drugs when there is an expectation of clinical

benefit despite some uncertainty about the clinical benefit.

Accelerated approval is based upon the drug’s effect on a surrogate endpoint — an
endpoint that reflects the effect of the drug on an important aspect of the disease — where
the drug’s effect on the surrogate endpoint is expected, but not established, to predict
clinical benefit. In the case of Aduhelm, the surrogate endpoint is the reduction of
amyloid beta plaque. The accelerated approval pathway requires the company to verify
clinical benefit in a post-approval trial. If the sponsor cannot verify clinical benefit, FDA
may initiate proceedings to withdraw approval of the drug.

Content current as of:
07/08/2021
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Standardized and
validated instruments
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. Disease-specific preference-based measures

 EORTC-8D

* EORTC QLU-C10D

* FACT-LUI

* Cerebral palsy: CP-6D
* HUGS

 PORPUS

niversity



* Brief and easy to complete ¢ Disease-specific

Pro High comparability * High sensitivity

* Not capturing disease-
Con specific impact
* Limited use in clinical setting

* Limited comparability
* Respondent burden



Why does China need its own PROMSs?



Limitations in existing PROMs

mmmme M portant health aspects specific to China

s Lack of conceptual framework

e Silo development for generic and disease-specific measures

ey Inadequate engagement with target populations

Need to support health technology assessment and coverage policy making
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China Health Related Outcomes Measures

CHROME: a system to measure person/patient reported
outcomes for China

* Enabling both generic and disease-specific measurement needs
* Facilitating both clinical and economic evaluations
e Supporting assessments of population-level health

* Informing clinical decision, insurance coverage and broad health
policy making



N
Ci‘i'l\OME

FrEREERAR

China Health Related Outcomes Measures

Generic

module




N
Ci‘i'l\OME

FrEREERAR

China Health Related Outcomes Measures

Generic
module




PharmacoEconomics Oi—i..\OME iL l-_- A. P
PEYERE i\%ﬁk?

https://doi.org/10.1007/540273-022-01151-9 China Health Related Outcomes Mea GENERIC PREFERENCE- BASED MEASURE

ORIGINAL RESEARCH ARTICLE 4‘)

Check for
updates

China Health Related Outcomes Measures (CHROME): Development
of a New Generic Preference-Based Measure for the Chinese
Population
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China Health Related Outcomes Measures

CARDIOVASCUALR DISEASE SPECIFIC PREFERENCE-BASED MEASURE
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China Health Related Outcomes Measures (CHROME): development
of a descriptive system to support cardiovascular disease specific
preference-based measure for the Chinese population

Xue Li'? . Kun Zhao'* - Kexin Li* - Wenjun Wang' - Siting Feng® - Jing Wu®” . Xiaoning He®’ . Shitong Xie*® -
Hao Hu®. Jing Fan®'?. Qiang Fu'? . Feng Xie*''® . For the CHROME Study Group

Accepted: 31 March 2023
© The Author(s), under exclusive licence to Springer Nature Switzerland AG 2023

Abstract

Purpose Preference-based measures have been increasingly recommended to measure health outcomes for economic evalu-
ation. However, none of existing cardiovascular disease (CVD)-specific health-related quality of life (HRQoL) instruments
are preference-based. This study aimed to develop the descriptive system of preference-based HRQoL instrument for Chinese
patients with CVDs under the Initiative of China Health Related Outcomes Measures (CHROME).

Methods Qualitative face-to-face interviews were conducted with Chinese patients with CVDs. Content analysis was
employed to generate candidate items for the instrument. Then expert consultation and cognitive debriefing interviews were
conducted to guide further selection and revision of the items.

Results We interviewed 127 CVD patients with 67.7% being male and 63.8% living in the urban area. A hierarchical code
book comprised of four themes, 20 categories, 62 sub-categories, and 207 codes, was developed. Candidate items were
selected based on the criteria set by the Consensus-based Standards for the selection of health Measurement Instruments
(COSMIN) methodology and ISPOR PRO guidance. An online survey and meeting with an expert advisory panel (n=15)
followed by cognitive debriefing interviews with 20 patients and 13 physicians were conducted to further select and revise the
candidate items. The descriptive system of CHROME-CVD consists of 14 items, namely frequency and severity of chest pain,
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