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Patient Centered Outcomes Research

Patient Care and Outcomes Research

Patient Centered Outcomes Research Institute

Quality Improvement

Quiality Indicators

Health Information Technology Standards Panel

Health Care Information Technology Standards Panel

Health Insurance Portability and Accountability Act

Health and Human Services

Health and Human Sciences

Health Information Technology

Commission on Cancer




Definition of a Disease Registry
“a file of documents containing uniform information about individual persons,
collected in a systematic and comprehensive way, in order to serve a pre-

determined scientific, clinical or policy purpose”.
WHO definition
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Implementation of Registry Steps

Design with Systems Setup
Registry Owner and Configuration

O

4

Scientific Rationale Training, Process
Development and Tuning, and
Planning Real-World Testing




Registries that have higher likelihood to constitute long-term infrastructure
are those with at least one purpose being QIl. They also have additional
benefits in terms of communicating and disseminating PCOR findings.

o

= ldentify/enroll representative
patients (e.g. sampling)

« Collect data from multiple
sources and settings
(providers, patients, labs,
phamacies) at key points

= Use uniform data elements
and definitions (nsk factors,
treatments and cutcomes)

« Check and correct data
(validity, coding, etc.)

= Link data from different
sources at patient level
(manage patient identifiers)

« Maintain security and privacy
(e.g. access control, audit trail)

/—"‘.*-»
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Provide real-time feedback
with decision support
(evidencel/guidelines)

Generate patient level reports
and reminders(longitudinal
reports, care gaps, summary
lists/plans, health status)

Send relevant notifications to
providers and patients (care
gaps, prevention support, self
management)

Share information with patients
and other providers

List patients/isubgroups for
proactive care

Link to relevant patient
education

Provide population level
reports
real-time/rapid cycle
nsk adjusted
include standardized measures
include benchmarks
enable different reports for
different levels of users

Enable ad-hoc reports for
exploration

Provide utilities to manage
populatons or subgroups
Generate dashboards that
facilitate action

Facilitate 3™ party quality
reporting (transmission)
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Table . Examples of possible baseline data elements

Enrollee contact information

Enrollment data elements

Enrollee contact information for registries with direct-to-enrollee contact
Another individual who can be reached for followup (address, telephone,
email)

Patient identifiers (e.g., name [last, first, middle initial], date of birth, place of
birth, Social Security number)

Permission/consent

Source of enrollment (e.g., provider, institution, phone number, address,
contact information)

Enrollment criteria

Sociodemographic characteristics, including race, gender, and age or date of
birth

Education and/or economic status, insurance, etc.

Preferred language

Place of birth

Location of residence at enrollment

Source of information

Country, State, city, county, ZIP Code of residence




Table . Examples of possible additional enrollee, provider, and environmental data elements

Pre-Enrollment History

Medical history Morbidities/conditions
Onset/duration
Severity
Treatment history
Medications
Adherence
Health care resource utilization
Diagnostic tests and results
Procedures and outcomes
Emergency room visits, hospitalizations (including length of stay), long-term care,
or stays in skilled nursing facilities
Genetic information
Comorbidities
Development (pediatric/adolescent)

Environmental exposures Places of residence
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Registries today vary by organization, condition and type.
They exhibit different strengths and limitations.

They are more prevalent and sustained in certain conditions.

Types of Organizations Condition Example Strength Example Limitation

Registry Type

Professional society

Patient advocacy
organization

Integrated delivery
system

Individual hospital

Regional/
Community

Government entity

Manufacturer

Heart failure
Surgical care

Cystic fibrosis

Diabetes

Crthopedics

Arthritis
Crthopedics

Stroke
Cancer

Acute coronary
syndrome

Liposome
storage
diseases

Hospitalization
Procedure &
Hospitalization

Disease

Disease

Procedurs

Disease

Hospitalization
Disease

Drug

Disease

High participation
Strong quality assurance
methods including audits

High participation

Extensive care delivery
and care coordination
functionalities

Collects nationally
standardized data

elements

Data from doctors and
patients

Fepresentative sampling

Mandated participation

Strong methods
High follow-up rates

Use of PROs

Limited follow-up
Cannot obtain data across
settings

Mot interoperable with HIT
systems

Accessible population too
limited for PCOR

Mon-representative
sampling methods

Limited quality assurance
Yery low participation

Mo risk adjustment
Mo outcomes data

May not be sustained
Potential conflicts of
interast for PCOR




External
inquiry

Review

Registry

A,

Reguest

Data hub

Data provision
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Design

Life Cycle o Implement

Annual report/
extention
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