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Background
o Guillain-Barré Syndrome (GBS) is an outcome of interest in numerous 

vaccine safety studies, including the vaccines for Respiratory Syncytial 
Virus (RSV). 

o The positive predictive value (PPV) of a claims-based GBS algorithm 
commonly used in the United States (US) has been reported as ~75% 
but may vary by key patient characteristics such as age and underlying 
conditions.

o As a part of a post-authorization safety study to monitor the incidence of 
GBS in ABRYSVO-vaccinated adults 18-59 years of age at increased risk 
of RSV-associated Lower Respiratory Tract Disease (LRTD), we validated 
an ICD-10-CM code-based algorithm for GBS.

Objective

o Potential GBS was identified among patients aged ≥18 years in 2017 through 
2024 using electronic health record and claims data from two US integrated 
delivery systems.

o Patients were required to have ≥365 days of  medical and pharmacy coverage 
prior to GBS diagnosis.

Results

Figure 2. PPVs of the GBS ICD-10-CM Based Algorithm

Medical Record Review 

o The study aimed to review approximately 300 cases. One site reviewed all 
identified cases, whereas the other reviewed a random sample of identified 
cases.

o Cases were adjudicated at each site based on Brighton Collaboration criteria:
• Confirmed cases: Cases classified as Brighton Levels 1-3. 
• Insufficient evidence: Cases classified as Brighton Level 4.
• Not a case: Cases classified as Brighton Level 5; this category also included 

cases without mention of Miller-Fisher Syndrome or GBS noted in the 
medical record, and cases with an alternative diagnosis for weakness 
identified in the medical record. 

o Based on information in the medical records, clinicians identified potential 
causes of GBS (e.g., infection, vaccination, surgery, medication) among 
confirmed cases (Brighton Levels 1-3).

Population 

Statistical Analyses

o PPV: Calculated as follows:

 

o Subgroups: PPVs were calculated overall and by age, sex, year, comorbidity 
score, risk of severe RSV-LRTD, any vaccination in the previous 42 days, and 
infection in the previous 60 days.
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Methods

o To estimate the PPV of an ICD-10-CM code-based GBS algorithm in 
subgroups relevant to vaccine safety studies.

Figure 1. Disposition of Potential GBS Cases

Claims-based algorithm

o Potential GBS was defined with an ICD-10-CM code-based algorithm, 
comprising of an inpatient ICD-10-CM code G61.0 in the principal position. 

o Index date was the hospital admission date, unless an outpatient visit with 
G61.0 occurred in the preceding 7 days, in which case the earlier date was 
used. 

o Incidence was defined as no GBS diagnosis code (G61.0; G65.0; GBS 
sequelae) in the 365 days prior to index (any position, any setting).

780 potential GBS events meeting study 
eligibility criteria

352 cases reviewed (45%, overall)

Case Status Breakdown, by Brighton Collaboration Criteria (Crit)
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• One site reviewed all cases with available medical records (N=61); the second site 
reviewed a sample of cases with available medical records (N=291).

• Confirmed cases: Cases classified as Brighton Levels 1-3; Insufficient evidence: 
Cases classified as Brighton Level 4; Not a case: Cases classified as Brighton Level 5.

Table 1. Characteristics of Potential GBS Cases Included in Medical Record Review (N=352)

• Among 352 cases included in medical record review, 67.0% were 
confirmed GBS (Brighton Levels 1-3). 

Conclusions
• The GBS algorithm demonstrated a moderate PPV, with estimates generally ranging 

from 55% to 75% across subgroups. 

• Variation in PPVs across demographic and clinical characteristics was modest, with 
overlapping confidence intervals.

• Adjudicators noted that 49% of confirmed GBS cases had infection and 1% had 
vaccination as potential etiologies. 

• Findings are consistent with prior validation studies* and provide information on 
algorithm performance across clinically relevant subgroups. 

• These results inform the design and interpretation of epidemiologic and vaccine 
safety studies of GBS and support the use of medical record review to improve 
outcome ascertainment.
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PPV = Confirmed cases (Levels 1-3)

Algorithm-defined GBS cases with available, abstracted charts (Levels 1-5 + N/A)

Characteristic N Percent %

0% 25% 50% 75% 100%

Overall 352 100%
Age

18-59 years 208 59%
60-74 years 102 29%
>=75 years 42 12%

Sex
Female 156 44%
Male 196 56%

Combined Comorbidity Index (CCI)
<1 92 26%
1 75 21%
2 49 14%
>=3 136 39%

Clinical Conditions
Had a condition associated with
RSV-LRTD in the prior 365 days 117 33%

Had an infection in the prior 60 days 75 21%
Had a vaccination in the prior 42 days 70 20%

Potential etiology among cases confirmed as Brighton Level 1-3
Infection 116 49%
Not available or unable to determine 111 47%
Other(e.g. surgery/medication) 6 3%
Vaccine 3 1%

Footnotes, Table 1 and Figure 2
• CCI: Combined Comorbidity Score, reference: Sun JW, et al. Med Care. 2017;55(12):1046-1051
• Demographic characteristics, vaccination in the prior 42 days, CCI, and RSV-LRTD was from claims/billing data.
• Potential etiology and infection in the prior 60 days was attained from medical records review; patients could have >1.
• The vertical dotted line at PPV=80% is provided as a visual reference for interpreting subgroup estimates. 
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