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Table : Subjects with Nadir Serum Sodium Value < 125 mmol/L —DB3 and DB4 (SER120-Treated Subjects)

Subject/ Age Dose Baseline Lowest Study (,omme:nts/
M/F . . Symptoms concomitant
Study (yrs) (ng) Sodium Sodium Day il S
medications
08S007/DB3 M 75 1.5 135 125 99 None VA C
17S004/DB3 M 70 1.5 136 124 29 None 2/A,B
20S039/DB3 M 67 1.5 140 125 71 None 3/A,B
11S005/DB4 M 75 1.5 138 124 99 None 4/
122% 21 None
425033DB4 | F | 72 | 1S5 137 Weakness, | 5,5 B
e ' ) 117% 60 nausea, T
vomiting

M=male; F=female

*Sodium assessments performed at laboratories other than the central laboratory (e.g., emergency room, physician’s office) and were not
included in the laboratory database.

Comments:

1. Subject’s serum sodium was 128 mmol/L on Day 71

2. In addition to an inhaled corticosteroid, the patient also had one injection of triamcinolone, 40 mg, 8 days prior to the Day 29 visit.
3. Subject was treated with oral prednisone 10 mg three times daily x 4 days, starting 5 days before the Day 71 visit

4. Subject’s serum sodium was 128 mmol/L on Days 43 and 71.

5. Investigator believes subject may have had an acute gastrointestinal illness that started prior to the Day 21 assessment. The Day 60
assessment was done the day after the subject discontinued study drug.

Concomitant Medications:

A. Corticosteroids mcluding inhalant corticosteroids.

B. Non-steroidal anti-inflammatory drugs (NSAIDs)

C. Thiazide diuretics

https://www.fda.gov/downloads/AdvisoryCommittees/CommitteesMeetingMaterials/
Drugs/ReproductiveHealthDrugsAdvisoryCommittee/UCM525329.pdf <V 5[H
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