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Registry

» The term registry is defined both as the act of recording or registering and as
the record or entry itself.

» “Registries” can refer to both programs that collect and store data and the
records that are so created.

» Registries in health information systems as(World Health Organization):

“a file of documents containing uniform information about individual persons,
collected in a systematic and comprehensive way, in order to serve a
predetermined purpose.



Registry

» The NCVHS describes registries as: “an organized system for the
collection, storage, retrieval, analysis, and dissemination of
information on individual persons who have either a particular
disease, a condition (e.g., a risk factor) that predisposes [them] to the
occurrence of a health-related event, or prior exposure to substances
(or circumstances) known or suspected to cause adverse health
effects".

» Other terms also used to refer to patient registries include clinical
registries, clinical data registries, disease registries, and outcomes
registries.



The origin of registry-based medical research and care

The origin of register-based medicine in Norway in terms of the National Leprosy
Registry, representing the world's first national patient register for any disease,

established 1856.



Types of or uses for registries

» Patient registries
» Geographically based population registries



Types of or uses for registries

» Patient registries that are used for evaluating patient outcomes.

patient registry is an organized system that uses observational study methods
to collect uniform data (clinical and other) to evaluate specified outcomes for
a population defined by a particular disease, condition, or exposure, and that
serves one or more predetermined scientific, clinical, or policy purposes.

s Patient Registries are databases containing information about individuals
who are affected by a specific condition.

**The data are collected in a uniform manner for every patient.

**The data collected include data derived from and reflective of the clinical
status of the patient (e.g., history, examination, laboratory test, or patient-
reported data).



Population-Based Regqistry

» Geographically based population registries (not based on a disease,
condition, or exposure); registries created for public health reporting without
tracking outcomes (e.g., vaccine registries);

** A population-based disease registry contains and tracks:

v’ Records for people diagnosed with a specific type of disease.

v'"Who reside within a defined geographic region (i.e., a community, city, or
statewide).
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O Swedish Medical Birth Registry (1973)

O The National Patient Register (1987)

 Register on prescribed pharmaceuticals (209)

d The Swedish Cancer Registry (1958)

d The Swedish Birth Defect Registry (1964)

d The Cause of Death register (1911)

O Respiratory Failure Registry (2004)

O Swedish Coronary Angiography and Angioplasty Registry (1998)
O Swedish Heart Surgery Registry (1992)

 Registry on Cardiac Intensive Care (1989)

J National Quality Register for Stroke (1994)

d Vascular Registry in Sweden (1994)

4 Grown-Up Congenital Heart Disease Registry (1998)
O Swedish Hernia Registry (1992)

4 National Hip Fracture Registry (1988)

O Swedish Knee Arthroplasty Register (1988)
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O The National Exposure Registry

O Immunization registries

4 Insulin-dependent Diabetes Mellitus Registries

O The United States Eye Injury Registry

U Rare disease registries

U Breast Cancer Surveillance Consortium

O Breast Cancer Family Registry

U Bronchiectasis Research Registry

O Cancer Genetics Network

A Clinical Trials Public Data Share Website

[ Colon Family Cancer Registry

O CDNA Registry for Diseases

O DS-Connect: the NIH Down Syndrome Consortium Registry

O eyeGENE: The National Ophthalmic Disease Genotyping and Phenotyping
Network
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The scope of creating registries

**Hospital

+* A geographical area (province, city, ...)
** Multi-center

**The total population of a country

**|nternational



Purposes of Registries

U Registries can:

v" Identify participants for clinical trials

v Help develop care standards, to help improve the care people receive
v' Support specific research questions

v" Provide information for doctors and scientists to learn more about
neuromuscular diseases

v Represent a link between patients and the research community, providing
the opportunity for people to receive information directly relevant to their
condition (for example, through newsletters)

v" Describing the natural history of disease

v" Determining clinical and/or cost-effectiveness
v' Assessing safety or harm

v Measuring or improving quality of care



A patient registry as a powerful tool

L A patient registry can be a powerful tool:

v'To observe the course of disease:

v’ To understand variations in treatment and outcomes:

v" To examine factors that influence prognosis and quality of life;
v"To describe care patterns;

v’ To assess effectiveness;



Planning a Registry

When planning a registry, it is desirable to follow these initial steps:

(1) Articulate the purpose of the registry;

(2) Determine if a registry is an appropriate means to achieve the purpose;
(3) Identify key stakeholders;

(4) Assess the feasibility of a registry;

)
)
)
(5) Build a registry team;
(6) Establish a governance and oversight plan;
(7) Define the scope and rigor needed;
(8) Define the data set, patient outcomes, and target population;
(9) Develop a study plan or protocol;

(10)Develop a project plan.



Articulate the Registry's Purpose

» One of the first steps in planning a registry is articulating its purpose.
» A clearly defined purpose helps clarify the need for certain data.

> A registry may have a singular purpose or several purposes. example?
» Examples of key or driving questions are listed below:

What is the natural course of a disease, and how does geographic
location affect the course?

How is disease progression affected by available therapies?



Determine if a Registry Is an Appropriate Means To Achieve the
Purpose

Every registry developer should consider the following questions early in the planning
process:

**Do these data already exist?
**If so, are they of sufficient quality to answer the research question?

**Are they accessible, or does an entirely new data collection effort need to be
initiated?

For example, could the necessary data be extracted from electronic medical records or
administrative health insurance claims data?

In such cases, registries might avoid re-collecting data that have already been collected
elsewhere and are accessible.



Identify Key Stakeholders

Typically, there are primary and secondary stakeholders for any registry.

» A primary stakeholder is usually responsible for creating and funding the registry.

The party that requires the data, such as a regulatory authority, may also be considered a
primary stakeholder.

» A secondary stakeholder is a party that would benefit from knowledge of the data or
that would be impacted by the results but is not critical to establishing the registry.

Treating clinicians and their patients could be considered secondary stakeholders.



Assess Feasibility

v Assess Feasibility?

A key element in determining the feasibility of developing a new registry relates to
funding.

+* Potential sources of funding include:
***Foundations
*** Government
** Health plan provider
** Patient groups
** Private funding
** Product manufacturers
** Professional society/pharmaceutical industry
*** Multiple sponsors



Build a Registry Team

Several different kinds of knowledge, expertise, and skills are needed to plan and
implement a registry.

***Depending on the size, scope, and purpose of the registry, few, some, or all of the
individuals representing the components of expertise described below may be included
at the time of the planning process.

The different kinds of expertise and experience that are useful include the following:

** Project management

** Registry science

*** Data collection and database management
** Legal issues/patient privacy

***Quality assurance



Establish a Governance and Oversight Plan

Governance refers to guidance and high-level decision making, including purpose,
funding, execution, and dissemination of information.

A goal of proper governance and oversight should be transparency to stakeholders in
operations, decision making, and reporting of results.

*¢* Governance and oversight functions that may be considered include:
*%* Scientific
**Liaison
*** Adjudication
** External review
*** Data access, use, and publications



Consider the Scope and Rigor Needed

Scope of Data
" Size
+¢*Duration
**Setting
**Geography
**Cost

**Richness of clinical data needed
(dWhen Data Need To Be Available for Analysis

Scientific Rigor



Define the Core Data Set, Patient Outcomes, and Target Population

» Core Data Set
> Patient Outcomes

» Target Population

The target population is the population to which the findings of the registry are
meant to apply.

It must be defined for two basic reasons:
First, the target population serves as the foundation for planning the registry.

dSecond, it also represents a major constituency that will be impacted by the
results of the registry.



Develop a Study Plan or Protocol

L At a minimum, the study plan should include the registry objectives, the eligibility
criteria for participants, and the data collection procedures.

O Ideally, a full study protocol will be developed to document the objectives, design,
participant inclusion/exclusion criteria, outcomes of interest, data to be collected, data
collection procedures, governance procedures, and plans for complying with ethical
obligations and protecting patient privacy.




“*Scope management
*»*Detailed timeline
+*Cost management
**Quality management
*»Staffing management
s Communication plan

**Risk management

Develop a Project Plan



Data Sources

Data sources are classified as primary or secondary based on the relationship of the data
to the registry purpose.

» Primary data sources incorporate data collected for direct purposes of the registry
(i.e., primarily for the registry).

»Examples include demographic information from a hospital admission, discharge,
medication use from a pharmacy database; and disease and treatment information.

»Primary data collection increases the probability of completeness, validity, and
reliability because the registry drives the methods of measurement and data collection.



&

data sources

Secondary data sources are comprised of data originally collected for purposes

other than the registry under consideration (e.g., standard medical care, insurance
claims processing).

Data from secondary sources may be used in two ways:

(1) The data may be transferred and imported into the registry, becoming
part of the registry database.

(2) The secondary data and the registry data may be linked to create a new,
larger data set for analysis.



Types of Data in Registry
One framework for grouping data elements into categories follows:

» Patient identifiers

» Patient selection criteria
» Treatments and test

» Outcomes
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