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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) Registry team;
(6) Define the scope and rigor needed;
(7) Define the data set, patient outcomes, and target population;
(8) Develop a study plan or protocol;

)

(9) Develop a project plan.



Planning a Registry

1- 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.

» Response to key or driving questions for determining the registry purpose
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> Key or driving questions

1. What is the natural course of a disease in different geographic locations?

2. Are there disparities in the delivery of care?

3 Does a treatment lead to long-term benefits or harm, including delayed complications?
4. How successful is a “comprehensive” childhood immunization program?

5. How is disease progression affected by available therapies?

6.  What is the safety profile of a specific therapy?

7 Is a specific product or therapy teratogenic?

8. How do clinical practices vary when treating a specific disease?

9.  What characteristics or practices enhance compliance and adherence?

10. Do quality improvement programs affect patient outcomes, and, if so, how?

11. What are significant predictors of poor outcomes?

12. What clinical outcomes should be measured to improve quality of patient care?

13. Should a particular procedure or product be a covered benefit in a particular population?
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2- 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.
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3- 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.
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4- Assess Feasibility

-@ Technical Feasibility

@ Economic Feasibility

Feasibility =A Legal Feasibility

Operational Feasibility

%) Scheduling Feasibility
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5- Build a Registry Team

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

***The different kinds of expertise and experience that are useful include the following:
** Project management
*** Registry science
**Clinical experts
*¢* Data collection and database management
** Legal issues/patient privacy
** Quality assurance
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6- Consider the Scope of data
LScope of Data

" Size

*¢*Duration

" Setting

**Geography
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7- 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.
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8- Develop a Study Plan or Protocol

UAt 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.



9- Develop a Project Plan
s Detailed timeline
**Cost management
**Quality management
*»Staffing management
**Risk management
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Registry Design

Phases of Registry Design




Registry Design

1- Determine a minimum data set or data set
2- Software modeling

3- Software Design

4- Evaluation

Combination
of the
previous four
methods

Use expert
clinical opinion

Literature review
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Registry Design

1- Determine a minimum data set or dataset
2- Software modeling

3- Software Design

4- Evaluation

Unified modeling language

s The unified modeling language (UML) is a general-purpose modeling language
that is intended to provide a standard way to visualize the design of a system.
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Software modeling
Unified modeling language

/7

** The main aim of UML is to define a standard way to visualize the way a system
has been designed.

/7

s UML is not a programming language, it is rather a visual language.

/7

* We use UML diagrams to portray the behavior and structure of a system .
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Software modeling

1.

Unified modeling language
Structural Diagrams — Capture static aspects or structure of a system.

Structural Diagrams include: Component Diagrams, Object Diagrams, Class Diagrams and Deployment

Diagrams.
Behavior Diagrams — Capture dynamic aspects or behavior of the system.

Behavior diagrams include: Use Case Diagrams, State Diagrams, Activity Diagrams and Interaction

Diagrams.
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UML Modeling for Hospital-based Cancer Registr
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Registry Design

1- Determine a minimum data set or dataset
2- Software modeling

3- Software Design

4- Evaluation

Database design
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1- Determine a minimum data set or dataset
2- Software modeling
3- Software Design
4- Evaluation
.

s Usability evaluation

Usability Evaluation focuses on how well users can learn and use a product to
achieve their goals.

Example?

s Usability evaluation methods
1- Usability Inspection Methods
2- Usability Testing with Users
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Pilot Testing

s Pilot testing is software testing where a user verifies the software before their final
deployment or launch.

** The most common form of pilot testing is to continuously test the entire software so that its
weak areas can be detected.

Objectives of Pilot Testing

¢ The main objective of this testing is to evaluate the cost, project performance, feasibility,
time, and risk.

The objective of pilot testing is also to find out the end-user's response to the software.

R/
0‘0

R/
0‘0

To explore the possibilities of software success before launch.



Barriers and facilitators for registry systems



Barriers for registry systems

Management problems

Budgetary and financial shortages and
constraints

Lack of manpower and human resources

Not being clear about the implementation
of registries has a higher priority

Lack of governance of the organization on
which the registry is implemented

Lack of a precise protocol for
implementing and executing these systems

Continuous changing of managers
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Facilitators

Management facilitators

Finance the registry system
Introduction of important and common diseases by the Ministry of Health

Developing appropriate guidelines result in the consistent implementation of

registry systems in different centers



Barriers for registry systems

Data collection-related problems




Facilitators

* Data collection-related facilitators

v Appropriate data set (minimum data set)
v Collecting registry data from electronic health record system

v Hiring appropriate data collectors



Barriers for registry systems

Technological problems

v" Lack of technology support

v" Restrictions on the data exchange between registry systems and other information
systems

v Internet disruption and its low speed internet
v Non-use of user-friendly software in registries



Facilitators

e Technological facilitators

v Data exchanges between registries and other systems
v Provision of user-friendly software

v Internet bandwidth usage



Barriers for registry systems

Poor cooperation/coordination between stakeholders

v Lack of coordination and cooperation of different stakeholders
v Lack of coordination between universities



Facilitators

* Poor cooperation/coordination between stakeholders facilitators

v Increasing compromise and agreement

v’ Creating a registry working group in each university



Barriers for registry systems

Threats to ethics, data security and confidentiality

v’ Data confidentiality issues
v Lack of transparency of data ownership
v Non-backup of data stored in registry systems



Facilitators

Threats to ethics, data security and confidentiality facilitators

Formulating appropriate rules for data access

Providing patients’ information to researchers without a name and a phone number

and address
Limiting data loggers' access to data

Cloud competing and server mirroring



Barriers for registry systems

Lack of motivation and interest

Mandatory entry of data into the registry system by staff while on duty
Increasing employee workload through the registry functions
Lack or limitation of financial incentives

The concern of physicians about the transparency of their performance through the
registration of their patients’ data

N N NN



Facilitators

* Lack of motivation and interest facilitators

v Monetary or non-monetary incentives




https://research.behdasht.gov.ir/Reg%E2%81%8
dreg



https://research.behdasht.gov.ir/Reg%E2%81%84reg
https://research.behdasht.gov.ir/Reg%E2%81%84reg
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