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PROPOSED STUDY

The proposed study will be a prospective cohort study designed to assess
the strength of prognostic association between homozygous HLA DRB1 0404
and severe erosive RA. The proposed study uses HLA antisera typing to
screen for subjects and PCR and sequencing to identify alleles. Caucasian fe-
males between the ages of 35 and 50 with new onset RA meeting ACR crite-
ria will be studied and assessed clinically and radiographically periodically.

It is anticipated that the study will provide evidence to support homozy-
gous HLA DRBI1 0404 as prognostic for erosive RA disease. The anticipation
that high-risk patients will mandate second-line drugs during this study may
indirectly support the early aggressive intervention theory as an option in
these type patients.

TARGET POPULATION AND SAMPLE

As mentioned, the target population for this study will be Caucasian fe-
males between the ages of 35 and 50 with new onset RA meeting current
ACH criteria. These women will be gathered from 24 designated primary
care service areas in Idaho because it is anticipated that Idaho’s climate and -
barometries promote patients suffering RA symptomology to seek medical
care.

Preference is given to those clinics with mid-level providers and commu-
nities with populations under 10,000 because it is anticipated that these
providers will prescribe less second-line drug therapy than physicians in larg-
er cities.

Loss to follow-up is anticipated to be minimal because some patients own
land or are married to loggers commiitted to the area. Also, access to multiple
clinics is less available and many patients avoid traveling long distances to
see specialists.

The Idaho Health Professional Loan Repayment Program at Idaho State
University will be asked to assist this study in recruiting preferred clinics.

B Women who agree to participate in this study will sign a consent form.

s g Q/ Those who meet the general inclusion criteria for race, age and new-onset

s h % & RA will be divided into two groups, a high-risk group and a control group.

i LT -~ Both groups have additional inclusive criteria to meet: The high-risk group

response{ presen patients will be either DRB1 0404 or 0401 homozygous or heterozygous. The

_ control group patients lack high-risk allelic combinations and the negative

000 ¥ i risk factors DR2 and DR7. The shared epitopes DRB1 0101 and 1001 are ex-

: sy cluded from both groups. These inclusion criteria and allele selections are
Autoimmuniy mandated to control confounding.
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