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13.2. Schedule of Events

Study Week -1 0 3 6 9 12 | 15 | 18 | 21 | 24 | 28 | 36 | 48 | DSC UN
Visit Number -1 0 1 2 3 4 5 6 7 8 9t [ 10 | 11
General Assessments
Informed consent X
Eligibility criteria X
Randomization X
Demographics X
Medical History X
Scleroderma History X
Comprehensive physical examination X X X %
Limited physical examination X X X X X X X X X X
Peripheral neuropathy assessment X X X X X X X X X x° X X X X
Neurologist assessment’ X!
Vital signs X X X X X X X X X X X X X X
Adverse Events X X X X X X X X X X X X X X X
Concomitant medications X X X X X X X X X
Clinical Laboratory Assessments
Hematology * X X PG G G IS G R I ' X X X
Serum chemistry 2 X X Xl @ | x| x| X X X X X X
Serum amylase and lipase X
HIV X
HBV X
HCV X
ESR X X X X X
Serum HCG? x?
STAT Urine HCG® x* Al 2l B ] 2o ] ] 8 x| X x* x*
QuantiFERON Gold, Gold Plus or PPD
PCR test for SARS-CoV-2
General Clinical Assessments
EKG
Echocardiogram X X
Disease-Specific Assessments
Spirometry (FVC and FEV1) with DLCQ® X X X X X
mRSS X X X X X X
Physician global assessment X X X X
Patient global assessment, PROMIS-29, X X X X
SHAQ-DI
Study Medications
Study medication administration | |zl lx]lz] =] 2] &] | | ] | |
Mechanistic Assessments
Skin biopsy X X X
Plasma/Serum assays X X
PBMC assays X X X X
Whole blood DNA genotyping X
Whole blood gene expression analysis X X X X X

" As indicated for suspected peripheral neuropathy

?Hematology and serum chemistry results must be obtained within 72 hours prior to infusions at weeks 3 through 21

* For women of childbearing potential (see section 5.3.1.2)

*Visit 9 will be conducted remotely except if the participant is being followed for a peripheral neuropathy adverse event.
5 Performed only if the participant is being followed for a peripheral neuropathy adverse event.

5Negative SARS-CoV-2 test maybe required prior to PFTs per institutional guidelines.
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