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OVERVIEW 
Registries capture valuable, real-time patient data on an ongoing basis in a real-world setting and expand our knowledge of clinical 

patterns, processes, disease trajectories, patient outcomes, and delivery of care.  A patient registry is defined by the Agency for 

Healthcare Research and Quality (AHRQ) as 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 stated scientific, clinical, or policy purposes.”1  A quality-improvement registry is similar in that it uses systematic 

data collection and other tools to improve quality of care, but its focus is on healthcare professionals.2  Clinicians submit data on their 

patients which they, along with hospitals and healthcare organizations such as the American Heart Association (AHA), use to evaluate 

healthcare effectiveness, patterns of care, and safety in order to improve care.  Quality-improvement registries usually incorporate 

evidence-based clinical practice guidelines which promote better care. 

 

The data captured in a registry, through a case record form, are clinically important events relevant to a particular condition or 

treatment (including medications and procedures) and sometimes to a subpopulation such as women or children.  Registries (which can 

be integrated with patient electronic health records) may collect hundreds of variables, including vital signs, medical diagnoses, and 

treatments.  Registries also amass demographic information, such as age, sex, race, ethnicity, and zip code.  The law requires all 

registries to safeguard the privacy of the information in a registry. 
 

Registries may be run by researchers, patient organizations (including the AHA), professional societies, government agencies, and 

healthcare providers.  Pharmaceutical companies and device manufacturers may also support registries to gather more information 

following approval of their therapies.     

 

USES OF REGISTRIES 
Registries serve many purposes.  For example, researchers use registry data to analyze various outcomes.  (Requests for registry data, 

along with a proposal describing what data are needed and how the data will be used, are submitted to an oversight committee.  If the 

application is approved, researchers sign a data-use agreement before receiving the requested information.)  Registries can also connect 

patients to clinical trials.  When patients in a registry participate in a trial, any registry data (including any findings of biomarker tests, 

imaging, and genomic information) save researchers the time and expense of collecting data already acquired.  In addition, registry 

data can generate research hypotheses and answer questions which are not practical or ethical to address through a clinical trial.  

 

The Food and Drug Administration (FDA) also uses registry data (and other real-world evidence) in its regulatory decisions; in fact, the 

FDA used data from the Transcatheter Valve Therapy Registry in approving a heart valve.3  The FDA recently provided industry with 

relevant guidance: Use of Real-World Evidence to Support Regulatory Decision-Making for Medical Devices (finalized in FDi6 Tf(o)-4(ug)-2(h)-6( )5(a)-4( )5(cl)-6(in)421p912 0 792 re
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studies and clinical trials, including racial and ethnic minorities12, 13, women14, the elderly15, individuals with multiple comorbidities,,16,17 

and individuals with rare diseases.18 With data from a registry, researchers can: 

 Identify and evaluate healthcare disparities within a patient population; 

 Examine underrepresented populations and their access to healthcare services; 

 Investigate disease progression and healthcare utilization in particular populations;  

 Study the costs of treating particular groups; and 

 Collect data on sex, gender, race, ethnicity, language, and other demographic information that impact health. 

 

By collecting and tracking information over time, data can be used to expose disparities in care for minority populations as well as to 

address them.  For example, the AHA’s Get With The Guidelines® (GWTG)-Stroke Registry 

/en/professional/quality-improvement/get-with-the-guidelines/get-with-the-guidelines-coronary-artery-disease




Fact Sheet: Registries 

Updated: 5/2022 

 

 

 

References: 
 

1 Gliklich RE, Leavy MB, Dreyer NA (sr eds). Registries for Evaluating Patient Outcomes: A User’s Guide. 4th ed. (Prepared by L&M Policy 

Research, LLC, under Contract No. 290-2014-00004-C with partners OM1 and IQVIA) AHRQ Publication No. 19(20)- EHC020. Rockville, MD: 

Agency for Healthcare Research and Quality; September 2020. Posted final reports are located on the Effective Health Care Program 

search page. DOI: https://doi.org/10.23970/AHRQEPCREGISTRIES4.  

2 Gliklich RE, Dreyer NA, Leavy MB, editors. Registries for Evaluating Patient Outcomes: A User's Guide [Internet]. 3rd edition. Rockville 

(MD): Agency for Healthcare Research and Quality (US); 2014 Apr. 22, Quality Improvement Registries. 

3 

http://www.fda.gov/news-events/press-announcements/fda-expands-use-sapien-3-artificial-heart-valve-high-risk-patients
http://www.ncbi.nlm.nih.gov/books/NBK208611/
http://www.aedpregnancyregistry.org/


Fact Sheet: Registries 

Updated: 5/2022 

23 Bergethon KE, Ju C, DeVore AD, et al. Trends in 30-

http://www.heart.org/en/professional/quality-improvement/get-with-the-guidelines/get-with-the-guidelines-heart-failure
http://www.heart.org/en/professional/quality-improvement/get-with-the-guidelines/get-with-the-guidelines-heart-failure
http://www.heart.org/en/professional/quality-improvement/get-with-the-guidelines/get-with-the-guidelines-resuscitation

