Available online at www.ijmrhs.com

. International Journal of Medical Research &
ISSN No: 2319-5886 Health Sciences, 2016, 5, 4:22-26

Good practices in the conduct of a patient registry

Manu Somanath, Anup Nair, Rituraj Mohanty, Uttam Barick, Arun Gowda
and Anand Patil

Focus Scientific Research Centre (FSRC), part ahpdx Analytic Resources Private Limited, #19 KMdJefs,
1%Cross, 1% C Main, 8"Block, Koramangala, Bangalore, Karnataka, India60895
Corresponding e-mail:manu.somanath@fs-researchceot®a

ABSTRACT

A patient registry is defined as “a structured gystthat practices observational study methods tieaoconstant
data (clinical and other) to evaluate detailed aarees for a population defined by a particular dseacondition or
exposure, and that serve one or more predetermscezhtific, clinical, or policy purposes”[1]. Theata derived
from patient registries can provide a real-worleéwi of clinical practice, patient outcomes, safatyd comparative
effectiveness [2]. This article highlights the gomdctices that are essential to the design anddooh of patient
registries. To provide a brief insight on the gopictices to conduct patient registries. The kepeass to be
considered when conducting a registry are accefisibset up of the right research questions andmaéning the
confidentiality and transparency of patient datapatient registry must be conducted without afferthe ethical
rights of the patients.

Keywords: Patient Registry, Case Control, Cohort, CrosstiGeal, Informed Consent Form (ICF), Case Report
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INTRODUCTION

A patient registry is defined as “an organized eysthat uses observational study methods to calieifbrm data
(clinical and other) to evaluate specified outcorfagsa population defined by a particular diseasmdition, or
exposure, and that serves a predetermined scterdiiinical, or policy purpose(s).” In brief, a ptt registry is a
collection for one or more purposes—of standardinémmation about a group of patients who shaceradition or
experience[3]. Registries are observational in reaand provide a real-world view of clinical praetj patient
outcomes, safety, and comparative effectivenesdf#fectiveness is measured in patient registry istuchnd
efficacy is measured in clinical studies. Effectiges refers to how well a device/drug performshe general
population. Thus, it is imperative that a patiergistry is designed and conducted properly to aehépecific study
outcome.

MATERIALS AND METHODS
The key factors that must be focused upon whempigndesigning and conducting patient registrie$4:

1.Increase accessibility to patient registries:eearch is often designed by researchers, buntlwvement of

other stakeholders such as patients, providersiyerp dictate need to ensure that the study desigs not change
the treatment patterns and patient outcomes. Tigibibty criteria must be broad so that a largewgp of patients

can be included to generalize the results.

2. Design the study with essential questions: Thdysshould be designed with end-user of the priddesearch in
mind. The research questions should be designemlldntifying the gaps in the evidence available,pas the

purpose of the registry, the target population thiedstandard treatment patterns.

3. Transparency of data: The data collected fraegéstry (either paper or electronic tools) mustraasparent and
reliable without affecting the confidentiality dfe patient.
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Stakeholder’s requirement:

Each project has certain aims, expectations andrezgents. Some of them are:
e Address data gaps

» Access feedback from payers and patients

» Provide maximum treatment safety and effectiveness

» Provide reduced treatment cost

» Understand the safety patterns

» Improve the quality of life of the patients

Adequate efforts should be made to safeguard teecist and concerns of the sponsor during the plgrphase.
The processes in patient registry are:

Design of the protocol:

Patient registries are categorized under analytidysdesigns and are further sub-classified asreasenal or

experimental study designs[5]. There are three stypke observational studies, cohort, case-controf eross-

sectional studies[6]. Case-control and cohort studiffer specific advantages by measuring the oecoce of a

disease and its association with an exposure byoging a temporal dimension (i.e. prospective tmospective

study design). Cross-sectional studies, also knasvprevalence studies, examine disease and thedemposure
at a particular point of time. The conventionaldstumodels of case- control, cohort and cross seaktistudies are
commonly applied to data derived from registriefatilitate examination of questions that arises dlso important
to define the background that will be used to asmlthe data to design the registry and collecstggdata. Also

crucial to the success of a registry is the idawtifon of an ideal study design that answers #search question
effectively and that can be used as evidence isidecmaking.

Identification and selection of sites/centers:

The quality of the hospital prescribed for the gtislmandatory to ensure its efficacy. The hospitaticipating in
the study gains recognition as a centre of exceflefihe following must be considered when filterangospital for
the study that adheres to all quality requirem@&hts|

 Identify eligible hospitals from the available hdapdatabase

» Utilize sponsor to identify potentially interestedspitals

» Register hospital through physicians who work teare are interested in registry

» Reach out to physician contacts or hospital adinatizrs through relevant professional societiesaspital
associations

» Check for the required facilities at the site

» Availability of support team

» Feasible travel facilities

» Availability of a registered Institutional Ethicoo@mittee

* Relevant certifications (ISO, NABL accreditatioris.p

Identification and selection of physicians:

Identification and selection of well qualified pligians by education, training and experience iy \w=ssential for
the successful completion of registry. The physicsglection criteria include several factors whizn also be
provided by the sponsors based on their experigitbethe physicians[8].

The factors that can be considered to select pysiare([7, 8]:
» Qualification of the physician

» Experience in conducting registries

» Facilities available to conduct the registry

» Availability of support staff

» Previous experience with the sponsor

» Patient pool

Methods of physician selection:

» Partner with local site management organizatioM@p

» Ask the physicians in the field to suggest intedstolleagues

» Recruit and raise awareness at conferences ohtaatk-up camps
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Participating in registry studies often providensiigant benefit to the practicing physician/patignansparency and
confidentiality of patient’s record[8].

Patient recruitment:

Patient recruitment is a challenge if it is notrplad accordingly during the planning stage. Alhtgécal and logistic
problems must be forecasted during planning stAdeequent re-evaluation may lead to a failure taimtain the
desired goals. Patients can be recruited basedegudgement of the physician who provides care[9].

Recruitment of patients by a physician who provittesr care is one of the most successful strasedtéysician
participation and support in the patient registeasourages the patient to participate in the tggsudies. Since
registries should not modify the usual care thatsmtian provide to their patients, there shouldlittee or no

conflict between the role of the physician in aeggsh program.

Methods of patient recruitment:

» Recruit through the physician who is caring for plagient

» Communicate to the patient that registry particgpaimay help to improve care for all future patgeniith the
target condition

» Write all patient materials (brochures, consentnf®yin a manner that is easily understandablelbyraan

» Keep the survey forms short and simple

» Provide the status and progress of the study orthtyobasis (such as newsletters, reports, leadet3

The procedural concerns mentioned in informed aanéerm (ICF) must be considered when developing a
recruitment plan for a registry. These concernsukhalarify on the risks and benefits, the studwige and
methods, the approval and confidentiality of datiae ICF should clearly explain the registry poliegarding any
necessary approvals. Patient related documentshauxftered to the participants for their assistanc

Lastly, confidentiality is a key requirement. Metisoof ensuring institutional, physician and patiesnfidentiality
needs to be clearly explained in all registry-rdatiocumentation.

Patient identification methods:
Site staff related to the study can simplify theqgarss to identify and track patients for follow Tipey can also help
to design a process to identify lost to follow wgtients[10].

There are also potential barriers to be considefée. intention of a registry is generally for dfletpatients to
remain in the study until the planned follow upciampleted. Planning for patients to leave the stoefpre the
completion of the full follow up may lead to anatyproblems.

To retain the patient and to follow up with theipats throughout the study following parameterstaree collected
during the process of the study[8, 10].

Pre-enrolment history: Collecting the patient em@nht history aids a good relationship with the gra8 with
insights into their diseases and provide counggiithen required. Information such as:

» Medical history

e Treatment history

* Medications

» Health care resources utilization

» Diagnostic tests and results

* Procedures and outcomes

» Emergency room visits, hospitalizations (includieggth of stay), long term care etc.

Patient details

» Functional status (including ability to performkaselated to daily living), quality of life, systes etc.

» Health behaviours (alcohol, tobacco use, physicidVigy, diet etc.)

e Social history

» Economic status, income, living situation

» Address, telephone number, contact informatioretz#tives and neighbours job location and address
» Individual understanding of medical conditions dinel risks and benefits of interventions
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Financial/economics information

» Health care utilization behaviour, including outpat visits, hospitalizations (including lengthgifly) and visits
to the emergency room or urgent care

» Patient assessments of the degree to which theg health care because of costs

» Patients insurance cover

» Destination when discharged from a hospitalizaftmyme, skilled nursing facility, long term care.§ig]

Data collection:

It is important to consider the registry’s purp@s®l the target population when designing a patiegistry as it
affect the type of data, source(s) of data, andntla@ner in which it is collected. A data dictionatgfining the
specific data elements to be collected is a kegnture the quality of the registry[8]. The compdiarf physicians
and patients who provide the registry data is imsntal to data collection and should be addresagy[8].

The three sets of documents which constitute dataation are as follows[2,8].

1.Case report forms (either paper or electronic fyrni¥ata is gathered and entered into coded fieldd a
transmitted to a data management centre

2.Data dictionary: It contains a detailed explanatidrhow each variable is used in the registry. &mmple, the
guestion may be “Do you smoke?” (which can be defihas period of tobacco smoked within the previmas)
3.Data validation rules: These are logical checksherdata for discrepancies e.g. males taking bottirol pills

A data management manual should be developed itwedbk:
 Project objective

» Type of data entry

 Specifications of data processing

 Design attributes

» Types of query

» Methods to generate and answer the queries

» Responsibilities of people handling the data

Quality assurance of data

Patient retention:

Once hospitals and physicians are recruited ingistiges and patients are enrolled in the studigimang these
patients becomes a key to success. By carefulty fabting all aspects of the registry prior to thi recruitment,

there is less possibility that there will be prabtethat threatens the reputation of the registayieRt retention tools
used to retain the patients include[8]:

* Newsletters/instruction manuals: For updates orsthey

» Telephone help lines: To support the patients

Site audit/retraining visits: To assure the quatityhe data

» Customers satisfaction/opinion surveys: To geféleelback from the patients in the study

» Arrange presentations at conferences/training mgetivith patients: To get the feedback from théepés in the
study

 Publications of registry studies: For transparewicthe data

DISCUSSION

Registries are an ideal way to collect the broadesllance data required, because in certain cigtantes FDA
may require a post-approval study under Sectiond2he Food, Drug, and Cosmetic Act[11]. Genepatient

registry requires the right data, the appropriatdst and the methods to structure and interrogatnd grounded
science to turn it into actionable insights andagyggsponsors appropriately. This report outlinesgitiod practices
to conduct registries which can minimize and avb&lpotential difficulties at different stages.

CONCLUSION

The key aspects to focus upon are accessibilityugeahe right research question and maintain thdidentiality
and transparency of the patient data while condgcéi registry. A registry mostly focuses on a largeup of
population without stringent eligibility criterialhis is to increase the accessibility of the pasictowards the
available treatments. The goals of minimal proéegslved are to minimize the initial drawbacks egistries and
help to identify and select outcomes that are stsplgcific. The process described in the articleuesss the
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transparency of data for all the stakeholders amdtusers. If the design of the study is understbpdall the
stakeholders the use of registries will be asséssatlarge populations with better results.
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