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* Products

* product registries include patients who have been
exposed to biopharmaceutical products or medical
devices

e Health services
e Disease or condition




by activity area:
* facility-based
* population-based

Regional / National / International
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Picture
Archiving

Communication

System (PACS)

Radiology
Information
System (RIS)

%

Clinical
Information
System (CIS)

Financial
Information
System (FIS)

Laboratory
Information
System (LIS)

Pharmacy Nurse
Information Information
System (PIS) System (NIS)




Relation between SEPAS and Patient Registries

* Some of patient registries in Iran were designed to use

electronic medical records as source of their registry data.

+ﬁ . 3

| Laboratory Data

-

Radiology Reports

Al

PHR | vital Signs




Relation between SEPAS and Disease Registries

SEPAS has created a unigue opportunity for establishment of disease
registries in Iran.

The prerequisite to this data communication is that the disease registry
iInformation systems become compatible with SEPAS data standards
and ensure semantic and functional interoperability.
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[ Steering Committee

Financial and Documentation and Sc*ﬂmﬁc& Research Quality Control and Statistical Analysis
Administrative Website Update Group Evaluation Committee & data management
Commuttee Committee
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Types of Data

Primary Dats Secondary Data
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Standard Acronym Description and Web Site Developer

VA National Drug NDF-RT Extension of the VA National Drug File; used U.S. Department of
File Reference for modeling drug characteristics., including Veterans Aftairs
Terminology ingredients, chemical structure, dose form,

physiologic effect, mechanism of action,
pharmacokinetics, and related diseases. Web site
not available.

National Drug Code @ INDC Unique 3-segment number used as the universal U.S. Food and Drug
identifier for human drugs. Web site: http://www. Administration
fda.gov/cder/ndc/

RxMNorm RxNorm Standardized nomenclature for clinical drugs. National Library of
The name of a drug combines its ingredients, Medicine

strengths, and/or form. Links to many of the
drug vocabularies commonly used in pharmacy
management and drug interaction software. Web
site: http:/»www.nlm.nih.gov/research/umls/

rxnorm/
World Health WHODRUG International drug dictionary. Web site: http://www.  World Health
Organization Drug who-umc.org/DynPage. aspx?i1d=98105&mn1=734 Organization
Dictionary TE&MN2=7252&mn3=7254&mn4=7338
L.ab-Specific
Logical Observation @ LOINC® Concept-based terminology for lab orders and Regenstrief Institute
Identifiers Names results. 19 Web site: http://www.regenstrief.org/ for Health Care
and Codes loinc/
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Other

regulated by the Environmental Protection Agency.
Web site: http://iaspub.epa.gov/sor_internet/
registry/substreg/searchandretrieve/searchbylist/
search.do

HUGO Gene HGNC Recognized standard for human gene nomenclature. | Human Genome
Nomenclature Web site: http://www.genenames.org/ Organization
Committee
Dietary Reference | DRIs Nutrient reference values developed by the Institute | Institute of Medicine
Intakes of Medicine to provide the scientific basis for the | Food and Nutrition
development of food guidelines in Canada and the | Board
United States. Web site: http://fnic.nal.usda.gov/
dietary-guidance/dietary-reference-intakes/dri-
tables
Substance Registry | SRS The central system for standards identification of, | Environmental
Services and information about, all substances tracked or Protection Agency
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[ Type of ]
Registry data

V

[ personal ] [ exposure ] [ outcomes ]




Enrollee contact information

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

Enrollment data elements

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




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




Patient characteristics

Functional status (including ability to perform tasks related to daily living), quality
of life, symptoms

Health behaviors (alcohol, tobacco use, physical activity, diet)

Social history

Marital status

Family history

Work history

Employment, industry, job category

Social support networks

Economic status, income, living situation

Sexual history

Foreign travel, citizenship

Legal characteristics (e.g., incarceration, legal status)

Reproductive history

Health literacy

Individual understanding of medical conditions and the risks and benefits of
interventions

Social environment (e.g.. community services)

Enrollment in clinical trials (if patients enrolled in clinical trials are eligible for the

registry)




Provider/system
characteristics

Financial/economic
information

Followup

Key primary outcomes

Geographical coverage

Access barriers

Quality improvement programs

Disease management, case management

Compliance programs

Information technology use (e.g.. computerized physician order entry,
e-prescribing, electronic medical records)

Disability, work attendance (days lost from work)., or absenteeism/presenteeism
Out-of-pocket costs

Health care utilization behavior, including outpatient visits, hospitalizations (and
length of stay). and wvisits to the emergency room or urgent care

Patients’ assessments of the degree to which they avoid health care because of its
CoOSsts

Patients’ reports of insurance coverage to assist/cover the costs of outpatient
medications

Destination when discharged from a hospitalization (home, skilled nursing facility,
long-term care, etc.)

Medical costs, often derived from data clinician office wvisits, hospitalizations
(especially length of stay). and/or procedures

Safety: adverse events (see Chapter 12)

Quality measurement/improvement: key selected measures at appropriate intervals
Effectiveness and value: intermediate and endpoint outcomes; health case resource
use and hospitalizations, diagnostic tests and results. Particularly important are
outcomes meaningful to patients. including survival, symptoms, function, and
patient-reported outcomes, such as health-related quality-of-life measures.

Natural history: progression of disease severity:; use of health care services;
diagnostic tests, procedures, and results:; quality of life; mortality; cause/date of
death




Key secondary outcomes

Economic status
Social functioning

Other potentially
important information

Changes in medical status
Changes in patient characteristics
Changes in provider characteristics
Changes in financial status
Residence

Changes to, additions to, or discontinuation of exposures (medications,

environment, behaviors, procedures)
Changes in health insurance coverage
Sources of care (e.g., where hospitalized)
Changes in individual attitudes, behaviors
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* Medical records systems = .,.J,, S

* FHRs = =
e Administrative databases o ’

* Institutional or organizational databases T
* Laboratory test data

e Death and birth records

Medical Report

e Census databases,
* Related existing registry databases
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