Impact of the ROME Il Criteria - Assessment of Related Comorbid Prevalence of Patients with Functional Dyspepsia
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( BACKGROUND

)

The etiology of functional dyspepsia (FD) is debated, but according to the ROME |l Criteria, FD
always presumes the absence of a structural or biochemical explanation for the symptoms. No
published data exist on the associated co-morbid prevalence or costs for patients with FD.

( OBJECTIVE

To assess the related co-morbid prevalence and costs associated with FD.

( METHODS

> Person-centric retrospective analysis from multiple large geographically diverse US based
employers from 2001 - 2004.

> Study Population = employees with FD (ICD-9 536.8) compared to employees without FD.

> Comparison of 12-month period beginning 3-months prior to the first diagnosis of FD
(the index date).

> Multiple regression and Markov modeling techniques along with Charlson Comorbidity Index to
adjust for variances.

> Prevalence comparisons were made using the 261 Agency of Healthcare Quality in Research
(AHQR) specific diagnostic categories.

( RESULTS
Graph 1. Demographics
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1 significant difference of means t-test  Employees with Functional Dyspepsia N=1,669 Employees without Functional Dyspepsia N=274,206

Table 1. AHQR Diagnostic Categories Prevalence

AHQR Specific Category f,','t',mﬁﬁ Difference
Stomach/Duodenum Disorders 02% | 507.6:1
Gastritis And Duodenitis 1.7% 14.0: 1
Gastroduodenal Ulcer 03% | 12.7:1
Esophageal Disorders 39% | 84:1
Nausea And Vomiting 15% | 6.9:1
Other GI Disorders 47% | 6.0:1
Abdominal Pain 82% | 5.7:1
Nonspecific Chest Pain 6.9% | 2.9:1
Malaise And Fatigue 56% | 2.3:1
Residual Codes Ill Defined Symptoms 116% | 1.8:1
Unknown Diagnosis 113% | 1.8:1
Medical Examination Requiring Further Evaluation 15.9% | 1.5:1
Screening Suspected Cond 204% | 1.4:1

1p< 0,05 all categories for Table 1

Graph 2. Annual Health Care Cost per Employee by Specific AHRQ Diagnosis Category'**
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" For employees with disease, the index date is the date of the first Functional Dyspepsia diagnosis (ICD9 536.8) in the study period. For employees without disease, the index date is the average
index date based on the group of employees with disease.

2 A 50:1 matched sample of employees without Functional Dyspepsia was created by matching on propensity scores built from the demographic data.

3 All differences significant at the P = 0.05 level are annotated.  * Includes Functional Dyspepsia.

Graph 3. Comparison of Annual Health Benefit Costs per Employee®
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* Costs were adjusted using regression modeling and controlling for age, tenure, gender, marital status, race, exempt status, full-time/part-time status, salary, location, and
Charlson Comorbidity Index (except for medical). Only employees eligible for each specific benefit were included in the regression models for that benefit. Lost time costs include
all costs from claims open at some point during the year following the index date.

Graph 4: Adjusted Annual Cost of Health Care per Employee by Place of Service'
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" Results shown in this table are from a subset of the data where place of service information was available. Costs were adjusted using regression modeling and controlling for
age, tenure, gender, marital status, race, exempt status, full-time/part-time status, salary, and location. Only employees eligible for each specific benefit were included in the
regression models for that benefit. Lost time costs include all costs from claims open at some point during the year following the index date.

2 p-value <0.0001 functional dyspepsia vs. non-functional dyspepsia all places of service

( CONCLUSION )

This is the first study to show that FD has a significant burden of illness,
prevalence and costs to US based employers. Furthermore, this study shows
that FD patients present with variety of symptoms and their management is
complex. The mean health care costs associated with FD is 3 times that of a
matched control group.

More education is needed so that practitioners can better understand the
coexistence of associated conditions and apply the ROME Il criteria.
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