SICCA Participant Enrollment Status Form (ES)

Study #021 Plate #140 Seq #003
DFstudy140 DFplate140 DFseq140
ParticipantID# [ n{n|—|n|n|[n|n]—[n]|n Visit Date d| d m| m yly
id_140 day month year
o v_date140
Participant Enrollment Status Form
yes no
esOa Qa. Confirmed diagnosisof RA . ............ ... ... .... 2
J unavailable /

esOb Ob. Confirmed diagnosisof SLE . .. .................... indeterminate

€s1 1. FOocUSSCOre >0 ...ttt

€S2 2. Anti-SS-ApOSitive. .. ........ ..

es3 3. Anti-SS-Bpositive........... ...

es4 4. Schirmerstrip<5mmineithereye .................

€85 5. Tear break-up time < 10 seconds in eithereye ........

es6 6. Whole unstimulated salivary flow rate < 0.5mL /5 min. . .

If YES to BOTH in box, pSS Case; if YES to BOTH in box AND YES to Oa or Ob, sSS Case

es’ 7. SICCA eye score >4 foreithereye .. ...............
es8 | 8. Focusscore>1.0........ ...ttt

es9 9. |s the participant taking any anticholinergic drugs? . . . . ..

es10  10. Enrollment Status
pSS Case - YES to 7 AND 8, and NO to Oa and Ob
sSS Case - YESto 7 AND 8, and YES to Oa or Ob

Level 2 Control - YES at least once to items 1-8 AND does not meet criteria for
pSS, sSS or Level 1 Control

] =] [

Level 1 Control - NO to ALL items 1-8 or YES to ONLY 6 and 9

[ [«

Indeterminate - missing necessary criteria

es11 se 1 2 es11 en 1 2
es12_se 1 2 es12_en 1 2
es13_se 1 2 es13 en 1 2
Staff Staff Signature 0
SICCA ES v1.05 - June 29, 2006 Initials and Date 1 _ 5
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