


no’oi’ ’“E & s:’}{‘fcs,LC°|s"”‘.>
‘5)9| uﬁgub.wu c;dgl:.o

<+
Disease and Health Outcome Registry

Dr.Hajipour, PhD,(Epidemiology)




Disease & Health Outcome Registries(SBMU)

Production of standardized data to improve healthcare and treatment quality

Indicators

Establishing an infrastructure to support research
Reducing research costs and avoiding duplication of efforts
Creating a platform for data integration and interoperability

Providing a foundation for the development of Al-based Clinical Decision Support

Systems (CDSS)
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A registry iIs an organized system for the collection, storage, management, and
analysis of data related to patients with a specific disease or health event.

In this system, data are collected continuously and in a standardized manner to
support disease surveillance, improve gquality of care, and facilitate clinical
research.



History of patient registry

~

1926: First cancer registry at Yale-New Haven hospital.
1935: First state, centralized cancer registry in Connecticut:

1973: Surveillance, Epidemiology, and End Results (SEER)program of National Cancer Institute,
first national cancer registry-

1993: Most states pass laws requiring cancer registries
1980s : Clinically related information system

Pioneered by Group Health of Puget Sound (later known as Group Health Cooperative, was a
nonprofit health care system based in Washington state) in the early 1980s for diseases other than
cancer. precursor to modern Electronic Health Records (EHRS)



Purpose of Registry

~

To describe the natural history of a condition or disease

To determine effectiveness or cost effectiveness of treatments/services and/or

health care products
To measure or monitor safety and harm

To measure quality of care
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« Many registries are, or include, high-quality studies of cohorts designed to address a specific
problem and hypothesis.

« Randomized trials are not always feasible and, in some instances, observational studies may provide
better evidence, as Is generally the case for rare adverse effects.

« for demonstrating the real-world effects of treatments outside of the research setting and potentially
In large subsets of affected patients, and for providing long-term

» Rare diseases, when it can be difficult to gather clinical effectiveness data together with quality-
of-life data




Determining Effectiveness

~

 Registries may be developed to determine clinical effectiveness or cost-effectiveness in real-world clinical

practice.

» Multiple studies have demonstrated disparities between the results of clinical trials and results in actual

clinical practice.

* Furthermore, efficacy in a clinical trial for a well-defined population may not be generalizable to other

populations or subgroups of interest.

« As an example, many important heart failure trials have focused on a predominantly white male population

with a mean age of approximately 60 years, whereas actual heart failure patients are older, more diverse, anb -

have a higher mortality rate than the patients in these trials.




NACOR

https://www.asahq.org/aqi/registries/nacor
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1. Origins:

- Established in 2010 by the Anesthesia Quality Institute (AQI) to systematically collect data on ’
anesthesia care, enabling quality benchmarking and research.

2. Growth and Expansion:

- Expanded to include data from thousands of U.S. anesthesia providers, covering millions of annual
anesthesia cases. Supports large-scale research on perioperative outcomes and patient safety.

- NACOR is the largest specialty-specific registry in anesthesiology, capturing over 20-25% of U.S.
anesthesia cases annually.

J. Structure and Scope:

- NACOR integrates electronic health records (EHRSs), anesthesia-specific data (e.g., procedure types,
medications, complications), and links to surgical/hospital datasets for comprehensive analysis.
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4. Data Collection

- Automated Electronic Reporting: Unlike manual chart abstraction (common in other registries),
NACOR passively collects data directly from practice billing systems, EHRs, and Anesthesia

Information Management Systems (AIMS). This minimizes provider burden and ensures scalability.

- Minimum Data Set (MDS): Includes 20-30 core fields per case (e.g., patient age, ASA Physical Status,
procedure codes). Advanced submissions may include thousands of data points (e.g., vital signs,
medication doses).

- Supports real-time feedback via dashboards, helping practices identify gaps (e.g., multimodal pain
management adherence).



S. Quality Control Mechanisms

=

- Standardized Definitions: NACOR hosts annual Definitions Conferences with anesthesiologists and
vendors to align on outcome definitions (e.g., postoperative nausea/vomiting) and reduce heterogeneity in
reporting.

- Audit Trails: As a Patient Safety Organization (PSO), NACOR adheres to strict data itegrity
protocols, including audit capabilities to track changes.

6. Collaboration with Regulatory Bodies:

- Partners with the American Society of Anesthesiologists (ASA), FDA, and healthcare institutions to
monitor anesthesia safety, inform clinical guidelines, and assess drug/device risks.

- Adheres to HIPAA standards, ensuring patient data anonymization. Supports IRB-approved studies

and ethical research practices.
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7. Research Support: /
- Provides researchers with tools for data access, standardized reporting, and methodological
guidance to ensure high-quality studies.

8. Publications and Impact:

- Over 100 peer-reviewed studies published, advancing knowledge in anesthesia safety, opioid use,
postoperative complications, and pain management.

9. Ongoing Development:

- Continuously enhances data collection (e.g., adding new metrics like telehealth anesthesia) and adopts
Al-driven analytics to improve data utility.

10. Current Status:
- The largest U.S. anesthesia registry, with 40+ million cases from 10,000+ providers, driving quality

improvement and policy decisions.
-@
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NACOR Data Request

Participant User File (PUF) Access

The PUF is an anesthesia case-level file containing data through the most recent full year of data submitted to AQI NACOR without ability to
identify patients, hospitals, or healthcare providers. The PUF provides researchers at participating sites with a data resource they can use to
investigate and advance the quality of care delivered to anesthesia patients through the analysis of cases captured by NACOR. The PUF is free
for anesthesia professionals of NACOR participating practices.

Contact AskAQl@asahq.org if you have any questions regarding NACOR participation or data access.
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PUF Data Dictionaries 5 )
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2010-2016 PUF Data Dictionary (Excel)

2017-2022 PUF Data Dictionary (Excel)

*NACOR data elements and capture methodology updated in 201 7, and thus requires an updated data dictionary reflecting appropriate dates of service
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PUF Data Request Application
sSubmit a study request Tor use of NALCDOE PLUF data for A0 review and approwval

HACOR PUF DATA REQUEST FORM =

Research Resources

Review the growing list previously published peer-reviewed literature derived from analysis of HNACOR data
g — e —
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MACOR PUBLICATIONS = J
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Learn more about research grants through the Foundation for Anesthesia Education and Research (FAER)

REVIEY FAER GRANT OFPORTUNITIES =



Variable name Data type Variable description

u.mbh D Variable label

1 Anesthesia Case ID casell int Randamly assigned unique id positive integer (-1 i unknown)
2 Anesthesia Practice D practicelD int Randamly assigned unigue id positive integer (-1 if unknawn)
3 Anesthesia Facility ID facilitylD int Randomly assigned unigue id positive integer (-1 if unknown)
4 Anesthesia Start Hour procedure_start_hour int Reported anesthesia start time represented in hours positive integer (0 through 23, -1 if unknown)
5 Anesthesia Start Minute procedure_start_minute int Reported anesthesia start time represanted in minutes positive integer (0 through 59, -1 if unknown)
b Anesthesia Finish Hour procedure_finish_hour int Reported anesthesia finish time represented in hours positive integer (0 through 23, -1 if unknown)
7 Anesthesia Finish Minute procedure_finish_minute int Fieported anesthesia finish time represented in minutes positive integer (0 through 59, -1 if unknown)
] Year of Service ad int Year of Date of Service positive integer (2010 - current, -1 If unknown)
9 Quarter of Sanvice aa Int Quarter of Date of Service positive integer (1 through 4, -1 i unknown]
10 Case Duration In Minutes case_durathon_minutes Int Duration (in minutes) from the recorded Anesthesia Start to Anesthesla  positive integer (-1 if unknown)
11 Patient Age patient_age int Age of patient {years) on date of surgery positive integer (0 through 90, -1 i unknown, patients 90

and older are listed &= being 90 years old)
12 Patlent Age Grouped patlent_age group int Age of patlent by pre-determined AQI grouping 1 = Under 1

1=1-18

3=19-49

4=50-64

5=65-79

6 =80+

=1 = Unknown
13 Patient Gender patient_sex int Reported gender of the patient at the time of surgery 0 = Female

1 =Male

-1 = Unknown
14 ASA Physical Status asaps int The ASA Physical Status Classification of the patient's physical condition on 1 =A54 1 - Normal healthy patient

a scale from 1 - 6 at the time of surgery

2 = ASA 2 - Patient with mild systemic disease

3 = ASA 3 - Patient with severe systemic disease

4 = ASA 4 - Patient with severe systemic disease that is a
canstant threat to ife

5= ASA 5 - Moribund patient who is not expected to

survive with or without the operation
o= ASA A - A natlent already darlared heabn-dead whnse

Permitted values [ value range |



Pilot Testing

~

* To determine the time needed to complete the form and the resulting
subject/ abstractor burden

* To identify the rate of missing data and any validity issues with the
data collection system.

 Additional issue of participant burden, with the potential for
participant fatigue, leading to failure to answer all items in the registry
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How do | analyze patient
trends and outcomes for
a disease?

How are my clinicians
managing diseases?

How do | know which
drug/procedure works
best for me?

How does my drug
perform in disease
prevention and cure?
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Research Affairs

' Disease Registry Unit
Shahid Beheshti
University of Medical Sciences

REGISTRY PROPOSAL: (1-2 PAGES excluding references)

A Title of Registry

B. Brief Intro to Registry —Literature Review (1-2 paragraphs)

C. Registry Objectives (what is it you are specifically looking at, trying to reach?)

D. Registry Design (participants, data collection, statistical analysis plan, etc.)

E. Timeline for your Registry project (project deadlines set by you and yvour mentor) 41

F. Who will provide support and feedback and how often will this occur?
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Quality Assurance and Control

~

* Quality Assurance: Activities to ensure quality of data before data collection.

* Quality Control: Activities to monitor and maintain quality of data during the conduct of the study.




Data Quality

Challenge:

Need to real-time data
gathering for some data

%s %

Challenges:

* Trust in documentations
cf the Medical Record

* Need to data gathering by
trained staff

oo‘&’ q%“%//

‘5\0(\ Challenge:

Compliance with standards:
* Clinical standards
* Data standards

Data Quality
Dimensions

Challenge:
Fit to the registry purposes

suoljejI|

Challenges:

Limited resources:

* Time

* Human resources, registrars
* Budget for registration

Defect of data sources
* Medical documentation deficiencies

Challenges.

* Lack of required specific
databases such as pre-hospital

& reahah carvices

structure
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RESEARCH  OpenAccess
: ®
Development and evaluation s

of a customized checklist to assess the quality
control of disease registry systems of Tehran,
the capital of Iran in 2021

Maryam Barzin'T, Hamideh Sabbaghi**", Sharareh Kamfar*, Atena Seifi’, Mahmoud Hajipour®,
Fatemeh Hadavand Siri”, Elham Mir-Moeini®, Anis Gharajeh®, Nasrin Ferdosifard’, Mohammadhossein Panahi?,
Seyed Saeed Hashemi Nazari'®, Fatemeh Fallah Atatalab® and Koorosh Etemad®'"”

Abstract

Background Clinical registries facilitate medical research by providing real data’ In the past decade, an increasing
number of disease registry systems (DRS) have been initiated in Iran. Here, we assessed the quality control (QC) of the
data recorded in the DRS established by Shahid Beheshti University of Medical Sciences in Tehran, the capital city of
Iran,in 2021.

Methods The present study was conducted in two consecutive qualitative and quantitative phases and employed a
mixed-method design. A checklist containing 23 questions was developed based on a consensus reached following
several panel group discussions, whose face content and construct validities were confirmed. Cronbach’s alpha was
calculated to verify the tool's internal consistency. Overall, the QC of 49 DRS was assessed in six dimensions, including
completeness, timeliness, accessibility, validity, comparability, and interpretability. The seventy percent of the mean
score was considered a cut-point for desirable domains.

Results The total content validity index (CVI) was obtained as 0.79, which is a reasonable level. Cronbach’s alpha
coefficients obtained showed acceptable internal consistency for all of the six QC domains. The data recorded in the
registries included different aspects of diagnosis/treatment (81.6%) and treatment quality requirements outcomes
(12.2%). According to the acceptable quality cut-point, out of 49 evaluated registries, 48(98%), 46(94%), 41(84%),
and 38(77.5%), fulfilled desirable quality scores in terms of interpretability, accessibility, completeness, and compa-
rability, however, 36(73.5%) and 32(65.3%) of registries obtained the quality requirement for timeliness and validity,
respectively.

Conclusion The checklist developed here, containing customized questions to assess six QC domains of DRSs,
provided a valid and reliable tool that could be considered as a proof-of-concept for future investigations. The clinical
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@ en.dregistry.sbmu.ac.ir

Shahid Beheshti

Disease Registry

University of Medical Sciences

Home s Contactus

Main Menu

About Us
Members
Disease Registry Programs

Contactus

Disease registries and health outcomes are continuous and systematic collection of information from all individuals in a
specific population for whom a specific disease or health event has been identified.

Goals:

+ Establishing Disease registries and health outcomes programs in priority subject of the country

« Utilizing the results of disease registries to produce evidence and improve the country's health services and development of
quantitative and qualitative medical science research

Shahid Beheshti Drisease %g ZSt131

University of Medical Sciences pESeIE) o =] &

About Us Contact us

Home > Disease Registry Programs

About Us

Members

Disease Registry Programs

1. National registry of post-intubation tracheal stenosis

2. Chronic Obstructive Pulmonary Diseases Registry
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en.dregistry.sbmu.ac.ir
disreg.sbmu.ac.ir

@ - dreqgistry@sbmu.ac.ir
m.Hajipour.13@gmail.com
Tel:09158602700
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