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Objectives

1. Describe the purpose and regulatory framework of DRG validation.

2. Differentiate DRG validation from coding validation.

3. Explain the clinical, regulatory, and operational factors driving the transition from Sepsis-2 
to Sepsis-3.

4. Describe the design, implementation, and workflow of a pre-bill sepsis validation process.

5. Evaluate the measurable compliance and quality outcomes of a structured DRG validation 
program.

6. Identify best practices for implementing a successful sepsis validation and downgrade 
prevention program.
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DRG Validation Purpose & 
Regulatory Framework
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• False Claims Act of 1863 imposes civil liability on any person (or organizations) who 
knowingly submits, or causes the submission of, a false or fraudulent claim to the 
Federal government. 

• “Knowingly” is actual knowledge, deliberate ignorance, or reckless disregard. 

• Includes submitting a claim with a higher weighted DRG than supported by the 
medical record (upcoding).

• Upcoding (overcoding) – assigning a billing code that is more complex or costly than the 
actual service provided; considered fraudulent and can lead to severe consequences, 
including fines, audits, imprisonment, and damage to professional reputation.

• Downcoding (undercoding) – assigning a lower-level code than the service or procedure 
warrants; can lead to lost revenue, and administrative strain. 

False Claims Act
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CMS Regulations

• “The purpose of DRG validation is to ensure that diagnostic and procedural information…coded and 
reported by the hospital on its claims matches the attending physician’s description and the 
information contained in the medical record.”

 - CMS Medicare Program Integrity Manual

- Was the claim coded and sequenced correctly based on the applicable coding rules and provider     
documentation?

• “Clinical validation involves a clinical review of the case to see whether or not the patient truly 
possesses the conditions that were documented in the medical record.” 

– RAC Statement of Work

- Does the clinical evidence support the condition that the provider documented?

•   Overall regulatory purpose: Medicare payment integrity
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Code assignment and Clinical Criteria 

The assignment of a diagnosis code is based on the provider’s diagnostic statement that the condition exists. The 
provider’s statement that the patient has a particular condition is sufficient. Code assignment is not based on 
clinical criteria used by the provider to establish the diagnosis. If there is conflicting medical record 
documentation, query the provider.  

- Official Coding Guidelines (OCG), Section I.A.19

• “…diagnosing a patient’s condition is solely responsibility of the provider”

• “The guideline noted addressed coding, not clinical validation”

• “Clinical validation is beyond the scope of DRG (coding) validation… This type of review can only be performed 
by a clinician…”

• “A facility or a payer may require that a physician use a particular clinical definition or a set of criteria when 
establishing a diagnosis…”

-ICD-10-CM/PCS Coding Clinic, Fourth Quarter, ICD-10, 2016 

Coding Guidelines
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Noncompliance Outcomes

Consequences of submitting clinically invalid diagnoses: 

• improper DRG payment

• excessive denials and rework

• unnecessary appeals

• risk of regulatory audits and penalties 

Over-coding leads to downgrades in CC’s/MCC’s (e.g., AKI and encephalopathy). 

Medicare trust fund is paying audit contractors 

“When diagnoses are obviously invalid, the CDI team – coding, clinical documentation specialists, 
physician advisor – is certainly qualified to make a decision to omit a code. After all, there are no 
consequences for removing a clinically invalid diagnosis code but more serious problems if you 
don’t.”

 - Dr. Pinson, a leading coding and documentation expert

In 2023, Pinson & Tang received the AHIMA Influencer Award for their commitment and 
contributions to the HI profession with their ground-breaking CDI Pocket Guide®
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DOJ: Benchmark Case 

“…the medical center 
violated the False 
Claims Act by 
"upcoding" a 
pneumonia diagnosis 
code.”
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DOJ: 2026 Press Release 

“…violated the False Claims 
Act by submitting invalid 
diagnosis codes for their 
Medicare Advantage Plan 
enrollees in order to receive 
higher payments from the 
government.”

“…United States holds 
healthcare providers and plans 
accountable when they 
knowingly submit or cause to 
be submitted false information 
to CMS to obtain inflated 
Medicare payments.”
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OIG Payment Scrutiny 

HOW WE DID THIS STUDY

“We analyzed paid Medicare Part 
A claims... We identified trends in 
hospital billing and Medicare 
payments for stays at the highest 
severity level.” 

WHAT WE FOUND

“Hospitals are increasingly billing 
for inpatient stays at the highest 
severity level… nearly a third of 
these stays lasted a particularly 
short amount of time and over 
half of the stays billed at the 
highest severity level had only 
one diagnosis qualifying them for 
payment at that level.”
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DRG Downgrade Example

APR DRG MS DRG
Principal Dx Secondary Dx Secondary Dx

MCR SOI ROM R. Wt. Estimated $

DRG 871 1 2 1.9425 $18,263 Sepsis Pneumonia Encephalopathy

DRG 194 2 2 0.8059 $9,749 Pneumonia Encephalopathy HTN

DRG 195 1 1 0.6285 $8,420 Pneumonia HTN DM 2
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Transition from Sepsis-2 to Sepsis-3:
Clinical Factors 
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Why Update the Definitions? 

The Third International Consensus Definitions for Sepsis and Septic Shock (Sepsis-3) published in 
2016:
• Prior definition revision in 2001 with limited updates – unchanged since 1991 (25 years)

• Advances in pathobiology, management, and epidemiology of sepsis

• Limitations of previous definitions: included an excessive focus on inflammation, the misleading model 
that sepsis follows a continuum through severe sepsis to shock, and inadequate specificity and 
sensitivity of the systemic inflammatory response syndrome(SIRS)criteria. Multiple definitions and 
terminologies for sepsis, septic shock, and organ dysfunction, leading to discrepancies in reported 
incidence and observed mortality. 

 

• PROCESS A task force(n = 19)with expertise in sepsis pathobiology, clinical trials, and epidemiology was 
convened by the Society of Critical Care Medicine and the European Society of Intensive Care Medicine. 
Definitions and clinical criteria were generated through meetings, Delphi processes, analysis of electronic 
health record databases, and voting, followed by circulation to international professional societies, 
requesting peer review and endorsement (by 31 societies).
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The Third International Consensus Definitions 

RECOMMENDATIONS: 

• Sepsis should be defined as life-threatening organ dysfunction caused by a dysregulated host 
response to infection. 
For clinical operationalization, organ dysfunction can be represented by an increase in the Sequential 
[Sepsis-related] Organ Failure Assessment (SOFA) score of 2 points or more, which is associated with an 
in-hospital mortality greater than 10%. 

• Septic shock should be defined as a subset of sepsis in which particularly profound circulatory, 
cellular, and metabolic abnormalities are associated with a greater risk of mortality than with 
sepsis alone. 
Clinical definition: vasopressor requirement to maintain a mean arterial pressure of 65 mm Hg or 
greater and serum lactate level greater than 2 mmol/L(>18 mg/dL) in the absence of hypovolemia. This 
combination is associated with hospital mortality rates greater than 40%. 

• Conclusions and Relevance: 
These updated definitions and clinical criteria should replace previous definitions, offer greater 
consistency for epidemiologic studies and clinical trials, and facilitate earlier recognition and more 
timely management of patients with sepsis or at risk of developing sepsis
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SOFA Chart 
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Recommended Sepsis Reporting 

When Sepsis-3 criteria is met, the ICD-10-CM 
code for “severe sepsis” should be used in 
reporting.

Documentation examples:

- “Hypotension (MAP < 70) and creatinine 1.2 due 
to severe sepsis”

- “T. bilirubin of 1.2 and thrombocytopenia 
secondary to severe sepsis” 

- “Severe sepsis due to Pseudomonas pneumonia 
with associated hypoxic respiratory failure”

- “Acute kidney injury due to severe sepsis from 
pyelonephritis”

The Third International Consensus Definitions for Sepsis and 
Septic Shock (Sepsis-3) 
https://jamanetwork.com/journals/jama/fullarticle/2492881

https://jamanetwork.com/journals/jama/fullarticle/2492881


17

Transition from Sepsis-2 to Sepsis-3:
Operational & Regulatory Drivers
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DRG Downgrade National Trends

1. Rapid increase in downgrade volume
• DRG downgrades are up ~57% since 2022

• Hospitals spent $19.7 billion appealing denied claims in 2022

• Closely tied to overall denial rates (~11–12% of claims) 
 - Becker’s Hospital Review, 10/2025

• AI-driven payer scrutiny (major shift)  

• Payers now use automated adjudication + predictive analytics

• Claims are flagged instantly for:

• Outlier DRG patterns

• Utilization rates of diagnoses that increase DRG weight

• LOS vs diagnosis mismatches

2. Rise of clinical validation denials
• Clinical validation - the #1 denial category in CDI programs (~87%)

 - ACDIS

• Payers are second-guessing physician diagnoses 
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DRG Downgrade National Trends, cont.

3. Organizational movement from reactive to proactive defense

• Using pre-bill clinical validation

• Aligning documentation practices with industry standards

• Addressing documentation gaps at the front end

• Breaking organizational silos to form a strong unified front
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MHS Clinical DRG Downgrades 
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Top 5 Denied Diagnoses - 2024
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Texas HHS: RAC Denial
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Texas HHS: RAC Denial, cont.

SOFA: sequential organ failure assessment
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OIG Sepsis Scrutiny  
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MHS Process for Pre-bill Clinical Validation
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MHS DRG Validation Strategies

Physician 
education on 

updated 
definition

Internal policy and 
HIM (CDI & coding) 

teams education

Pre-bill clinical 
validation process 
for top 5 denied 

conditions 

DRG reconciliation 
process 

realignment

Sepsis mortalities: 

• Sepsis validation 
using SOFA

• POA status

• EROM validation
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Provider Education

• In-person and virtual CDI education sessions

• Present real-world case studies

• Provider shadowing with virtual meetings to provide feedback

• Clinical indicators required to support diagnoses 

– focus on top 5 denied diagnoses

– Sepsis-3 definition change

– KDIGO

– GLIM

• CDI tip sheet

• Sepsis tip sheet



28

© 2026 Methodist Health System. All rights reserved.

Department Guidelines for Clinical Validation 

Clinical validation of the top 5 denied diagnoses:

1. Sepsis (has to meet Sep-3 criteria)

2. Respiratory Failure (all types)

3. AKI/ATN/AKI on CKD

4. Encephalopathy (all types)

5. Malnutrition (all degrees)
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Clinical Validation (CV) Workflow

Step 1
• Coder identifies the top 5 denied diagnoses.

Step 2
• Pre-bill clinical validation request sent to CDI work queue by coders.

Step 3
• CDI team lead assigns CV request to CDSs.

Step 4
• CDS reviews the charts within 24 - 48 hours of assignment.

Step 5
• CDS sends it back to coding with CV determination/query outcome.

Step 6
• Coding is adjusted accordingly.
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DRG Reconciliation Process

• Shift from post-bill to pre-bill DRG reconciliation
• Account reviewed by CDI are sent back to CDI for reconciliation 

after final coding - closing the loop
• Separate WQ created 

• Final check prior to claim drop 

• Goals: 

– Identify discrepancies and resolve mismatches pre-bill.

– Confirm diagnoses billed are supported by clinical evidence in 
the medical record.

– Ensure accuracy and compliance.

– Reduce denials from incorrect DRG assignment.
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Breaking Silos

• Collaboration between CDI, Coding, and 
Quality: sepsis mortality reviews

• DRG Validation Continuous Improvement 

➢ Updating departmental guidelines

➢ Workflow gaps/issues

➢ Denials/appeals trend changes

➢ Close appeal follow-up

➢ Escalations to payer representatives

➢ Arbitration
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MHS DRG Validation Process Outcomes
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Decreased Denials
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Clinical Validation DRG Downgrades Trends
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Increased Appeal Overturn Rates 
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Progress Notes: MHS Medical Staff  News (Fall 2025)
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Summary of  Outcomes

• Compliance: 
Proactive internal control to ensure readiness for external scrutiny
• RAC audits
• OIG scrutiny
• Payor audits

• Financial:
• Improved payment retention with decreasing downgrades
– Sepsis denials down 85%
– AKI denials by 48.5%

• Appeal overturn rate increase from 28% (FY 24-25) to 65% (FY 25-26)

• Quality:
More accurate data for severe sepsis mortalities O:E



38

Sepsis Validation & DRG Downgrade Prevention: 
Key Components
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Sepsis Validation & Downgrade Prevention Steps

1. Assess organizational risk exposure

2. Focus on top 5 high-impact diagnoses (sepsis #1)

3. Secure executive and operational alignment

4. Standardize compliant query practices

5. Drive targeted physician education and engagement

6. Establish clear policies, governance, and workflows

7. Build a robust, data-driven appeals strategy

8. Implement performance monitoring and continuous improvement



40

© 2026 Methodist Health System. All rights reserved.

Questions and Comments
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