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Criterion Comment Criterion Comment

Disease Condition* Prevalent; Recognizable early stage Health Care Team* Lab part of and potentially lead coalition

Health Care Setting* It is feasible to deliver planned care Funding* Will need coalition and/or pilot funding

Diagnosis* Suitable test; part of longitudinal care Metrics* Establish quantitative metrics ab initio

Management* Accepted programmatic intervention Value-based care* Metrics should align with VBC measures

Cost-effectiveness*
Costs of diagnosis/care balanced by 
outcomes of medical care as a whole

Outcomes
Clinical/Economic outcomes must be 
realized, not imputed

Opportunity*
Gaps between prevalence and actual 
identification of condition

Attribution*
The lab’s causal contribution to program 
must be established at outset

Prioritization* Project must matter to Stakeholders Reputation* Do not be shy about claiming attribution

*true for the SLD-NIT project
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Prevalence of Metabolic Dysfunction Associated Steatotic Liver 
Disease (MASLD)

Copyright © 2026 Clinical Lab 2.0. All rights reserved. 

Affects ~1 in 3 US adults*

  Over 100 Million US adults 

       About 65% of T2DM patients#

          
*Hepatology 79(3):p 666-673, March 
2024

*Clin Gastroenterol Hepatol. 2024 Jun; 
22(6): 1330-1332.e4

#En Li Cho E, et al. Gut 2023;72:2138–
214



Clinical Burden Of MASLD
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Liver transplant or death

 Strong association between cardiometabolic risk factors 
(obesity, T2DM, hypertension, dyslipidemia) and the 
development of MASLD

 Rate of fibrosis progression is faster in MASH (~8.4 years) vs 
MASLD (~11.6 years) *

 Early identification allows for implementation of 
interventions that may prevent progression to cirrhosis and 
other hepatic complications #

Eur J Intern Med. 2024 Apr:122:3-10
*Clin Gastroenterol Hepatol. 2023 May;21(5):1154-1168
#Hepatology. 2022;75:1235–1246



Economic Burden 
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https://doi.org/10.1016/j.jhep.2025.01.009
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Adults with type 2 diabetes or 

prediabetes, particularly those with 

obesity or cardiometabolic risk factors 

or established cardiovascular disease, 

should be screened/risk stratified for 

clinically significant liver fibrosis

Standards of Care in Diabetes 2024. Diabetes Care 2024;47(Supplement_1):S52–S76

ADA Clinical Practice Guideline for MASLD
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2025 Jun 5;392(21):2089-2099. doi: 10.1056/NEJMoa2413258. Epub 2025 Apr 30. 

Why Now?



Hypothesis
Noninvasive test (NIT) results for SLD, available through clinical 
laboratory data, can provide population health information on the risk 
stratification and gaps in care for pre-diabetic and diabetic patients 
when evaluated against the ADA treatment guidelines
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Presenter Notes
Presentation Notes
Now, let's turn our attention to the ongoing project on Steatotic Liver Disease (SLD). This project involves collaboration between Advocate Health, Northwell Health and Boston Medical Center. I would like to thank our industry partner, Siemens Healthineers, for their sponsorship



Study Objectives
• Risk stratify steatotic liver disease in prediabetic and diabetic patients through 

use of NIT based on 2023 ADA guidelines.

• Identify gaps in care for screening fatty liver disease in pre-diabetic and diabetic 
patients based on 2023 ADA guidelines.

• Examine the use and potential cost implications of using NIT as a mechanism to 
guide patient referrals from primary care and endocrinology settings to specialist 
management of steatotic liver disease.  
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Methods: Study Cohorts 
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Timepoint 1

• Prior to ADA 
guidelines

• (7/1/2021-6/30/2022)

Timepoint 2

• Before introduction of 
2023 ADA guidelines 
(7/1/2022-6/30/2023)

Timepoint 3

• After introduction of  
ADA guidelines 
(7/1/2023-6/30/2024)

Presenter Notes
Presentation Notes
Any adult patient (18 to 89 years of age) with outpatient laboratory results indicating a diagnosis of prediabetes or diabetes and inpatient or outpatient results/CPT codes for Fibrosis 4 (FIB4) Index for Liver Fibrosis results from July 1, 2021 to June 30, 2024 OR any adult patient (18 to 89 years of age) with an ICD10 code indicating the diagnosis of prediabetes (R73.03) or diabetes (E11).


7/1/21 to 6/30/22 – Baseline prior to any ADA guidelines on screening prediabetics and diabetics for the comorbidity of steatotic liver disease.
7/1/22 to 6/30/23 – After introduction of the 2022 ADA guidelines on screening prediabetics and diabetics for the comorbidity of steatotic liver disease. 
 7/1/23 to 6/30/24 – After the introduction of the 2023 ADA guidelines on screening prediabetics and diabetics for the comorbidity of steatotic liver disease.
c 



Longitudinal Data (>80 data parameters)
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EPI

Laboratory Electronic Medical RecordImaging 

• A1c

• FIB-4

• ELF/ ELF like

• Lipid Panel

• Liver Function test

• Liver Biopsy

• Elastography • Demographic

• ICD 10 

• Referrals

• Zip codes

• Insurance  



Methods: Data Management & Processes 
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Craig Nelson 
(PSFF Statistician) 

Dr. Jason Wang 
(Northwell 
Economist) 



Current Status
 Project Planning

 Hypothesis and Objectives

 Project Lead(s)

 Participating Sites Identified

 Regulatory/Compliance Requirements

 Data Collection and Management

 Data Analysis

 Results Dissemination

 Presentation(s)

 Publication

 Lab initiated Care Model
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The Challenge: A Historic First

Conducting the first enterprise-wide research study following the Atrium 
Health and Advocate Health merger

1
No Unified IRB

Separate institutional review 
processes across merged entities

2
Data Silos

SE-MW enterprise lacked research 
data sharing frameworks

3
System Access

No enterprise-wide Epic access for 
research co-investigators
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What We Learned: A Reality Check

Conducting this enterprise-wide steatotic liver disease study revealed critical gaps in data infrastructure, informatics 
support, and institutional knowledge that have broad implications for Clinical Lab 2.0 research.

Validating
Missing Data

Where Data
Actually Lives

Bioinformatics
Support Gaps

Data Beyond
the LIS

Pathology
Informatics Skills

Take-Home
Pearls
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Invest in Specialty-Trained Bioinformatics & Pathology Informatics Personnel
This expertise is invaluable and currently scarce. Without it, CL2.0 studies face significant delays, data quality issues, and 
knowledge translation failures.

Curate Datasets with Improved Data Governance
Map lab data to common interoperable standards. Include metadata that currently exists and metadata not yet 
considered — such as instrument and user metadata.

National Interoperable Standards Are the Path to Precision Medicine
Lab data interoperability with comprehensive metadata mapping will take us to the next level. Clinical Lab 2.0 can lead 
this transformation.

Take-Home Pearls



Questions?

T HA N K  YO U !
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Yachana.kataria@bmc.org 
Ahaghamad1@northwell.edu
Ruth.Lininger@advocatehealth.org 
Kathy.Swanson@cl2lab.org 

mailto:Yachana.kataria@bmc.org
mailto:Ahaghamad1@northwell.edu
mailto:Ruth.Lininger@advocatehealth.org
mailto:Kathy.Swanson@cl2lab.org
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