











Statistical_ﬁnalysis Plan for Long-Term Safety and Exploratory - S E T PO' N T
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Doc# CLP-008 Rev C, 15JUL2024

WVanable TOL [1] COL [2]
(N=xxx) (N=xxx)

Week 54

Week 96

Week 108
Week 120
Week 132
Week 144
Week 156
Week 168
Week 180
Week 192

Abbreviations: CDAI, Clinical Disease Activity Index; CI confidence interval; COL, Contol o Open Label; TOL, Treatment io Open Label

[1] Treamment o Open Label (TOL): The TOL population comprses treatment subjects from ITT population who received active stimulation through Week 12,
completed Week 12 assessments, continued to receive active stimulation during open-label follow-up, and for whom follow-up data are available.

[2] Control o Open Label (COL): The COL population comprises control subjects from ITT population who received non-active (sham) stimulation through
Week 12, swiiched to active stimulation after completing Week 12 assessmenis, continued o receive active stimulation during open-label follow-up, and
for whom follow-up data are available.

[3] Percentage calculated based on each analysis population (i.e., TOL, COL)

[4] Baseline on the day of informed consent for TOL and Week 12 for COL

[5] Initiation of stimulaton at Day 0 for TOL and Week 12 for COL

Reference: Listing 163 x.x
SOURCE: xxoxx SAS 94 {program location} {run dateftime} }

Table 14.8.2.13

RAMRIS
WVariable TOL [1] COL [2]
{ M=xxx) [ M=xxx)
RAMEIS bone erosion score
Baseline [4]
N3] X (%) X (%)
Mean (SD) AN (NN AN (NN
Median AKX AKX
Min-Max N — NNNX N — NNNX
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WVariable TOL [1] COL 2]
{ N=xxx) { N=xxx)
Week 24
N3] o (00 %) o (00X %)
Mean (SD) A (OO (300000
Median XXX XXX
Min-Max A — XXX AN — XXX

Change from baseline [4] (SDC: xxx)
N[3]

Mean (SD)

Median

Min-Max

95% Cl1

Progression rate from baseline (= 0.3)
N[3]

Mean (SD)

Median

Min-Max

BEAMRIS osteitis score

o (00 %)
ANEX (XXX XX)
XXK XK
XXEX — XXNX
(XXX, XX.X)

o (00X %)
ANEX (XXX XX)
XXK XK
XXEX — XXNX

o (00X %)
ANKX (XXN.XX)
XXK XK
XXNEX — NXNX
(XXX, X%.X)

o (00X %)
ANKX (XXN.XX)
XXK XK
XXNEX — NXNX

Baseline [4]
N3] o (00 %) o (00X %)
Mean (SD) A (OO (300000
Median XXX XXX
Min-Max A — XXX AN — XXX
Week 24
N3] o (00 %) o (00X %)
Mean (SD) A (OO (300000
Median XXX XXX
Min-Max A — XXX AN — XXX
Change from baseline [4] (SDC: xxx)
N3] o (00 %) o (00X %)
Mean (SD) A (OO (300000
Median XXX XXX
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WVariable TOL [1] COL [2]
[ M=xxx) [ M=xxx)
Min-Max HHK — XXX I — XXX
Q5% Cl (XX, XX (XX, XX

EAMRIS CARLOS score

Baseline [4]
N3] X (%) X (%)
Mean (SD) ANHN (AR AN ANHK (00 NK)
Median ANHXN ANHXN
Min-Max ANHN — XNNX ANHN — XNNX
Week 24
N3] X (%) X (%)
Mean (SD) ANHN (AR AN ANHK (00 NK)
Median ANHXN ANHXN
Min-Max ANHN — XNNX ANHN — XNNX

Change from baseline [4] (SDC: xxx)

N3] X (%) X (%)
Mean (SD) ANHN (AR AN ANHK (00 NK)
Median HHAX HHAX
Min-Max HHNK — XXX I — XXX
Q5% Cl (XX, XX (XX, XX

Abbreviations: CARLOS, cartilage loss score; C, confidence interval; COL, Control io Open Label; RAMRIS, Rheumatoid Arihritis MRI Scoring System; SDC,
Smallest Detectable Change; TOL, Treatmeni to Open Label

[1] Treatment to Open Label (TOL): The TOL population comprises treatment subjects from ITT population who received active stimulation through Week 12,
completed Week 12 assessments, continued to receive active simulation during open-label follow-up, and for whom follow-up data are available.

[2] Control to Open Label (COL): The COL population comprises control subjects from ITT population who received non-active (sham) stimulation through
Week 12, switched to active stimulation afier completing Week 12 assessmenis, continued o receive active stimulation during open-label follow-up, and
for whom follow-up data are available.

[3] Percentage calculated based on each analysis population (1.e., TOL, COL)

[4] Baseline on the day of informed consent for TOL and Week 12 for COL

[5] Intiation of stimulation at Day 0 for TOL and Week 12 for COL

Reference: Listing 16.xx.%
SOURCE: xxoxx SAS 9.4 {program location} {run date/time} }

CONFIDENTIAL Toof 141
May not be reproduced outside of SetPoint Medical without written permission from Document Control.



Statistical_ﬁualysis Plan for Long-Term Safety and Exploratory - s E T POI N T
Analyses in SPM-020 (The RESET-RA Study) MEDICAL

Doc# CLP-008 Rev C, 15JUL2024

Table 14.8.2.14

EQ-5D-5L
WVariable TOL [1] COL[2]
| M=xxx) | M=xxx)
EQ-5D-5L Index score
Baseline [4]
N3] X (%) X (%)
Mean (SD) ANHN (AR AN ANHK (00 NK)
Median HHAX HHAX
Min-Max HHNK — XXX I — XXX
Week 24
N3] X (%) X (%)
Mean (SD) ANHN (AR AN ANHK (00 NK)
Median HHAX HHAX
Min-Max

Change from baseline [4]

XXKXK — XXX.X

N3] o (00X %)

Mean (SD) ANHN (AR AN

Median HHAX

Min-Max HHNK — XXX

Q5% Cl (XX, 300X
Repeat for:

Week 48

Week 96

Week 144

Week 192

EQ-5D-5L Mobility Dimension
Baseline [4]

XXKXK —XXXX

X (%)
AN (NN
AN KK
KENK — NXNX
(33K, XX

Level 1 (No problem) X (%) X (%)
Level 2 (Slight problems) X (%) X (%)
Level 3 (Moderate problem) X (%) X (%)
Level 4 (Severe problems) X (%) X (%)
Level 5 (Extreme problems) X (%) X (%)
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Variable TOL [1] COL[2]

( M=xxx) { M=xxx)

Initiation of simulation [3]

Level 1 (No problem) X (%) X (%)

Level 2 (Slight problems) X (%) X (%)

Level 3 (Moderate problems) X (%) X (%)

Level 4 (Severe problems) X (%) X (%)

Level 5 (Extreme problems) X (%) X (%)
Week 24

Level 1 (No problem) X (%) X (%)

Level 2 (Slight problems) X (%) X (%)

Level 3 (Moderate problems) X (%) X (%)

Level 4 (Severe problems) X (%) X (%)

Level 5 (Extreme problems) X (%) X (%)
Repeat for:

Week 48

Week 96

Week 144

Week 192

Repeat for other dimensions:
EQ-3D-5L Self-care
EQ-3D-5L Usual activities
EQ-3D-5L Pain/discomfort
EQ-5D-5L Anxiety/depression

EQ-5D-5L Index score
Initiation of simulation [3]

N3] X (%) X (%)

Mean (SD) ANHN (AR AN ANHK (00 NK)

Median HHAX HHAX

Min-Max HHNK — XXX I — XXX

Week 24

Change from initiation of stimulation [3]

N3] X (%) X (%)
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MEDICAL

WVariable TOL [1] COL[2]
( M=xxx) { M=xxx)
Mean (SD) ANHNN (NN ANHNK (00 NK)
Median AKX AKX
Min-Max I — XXX AN — XXX
Q5% Cl (XX, 300X (XX, XX
Repeat for:

Week 48
Week 96
Week 144
Week 192

EQ-5D-5L VAS score
Baseline [4]
N[3]
Mean (SD)
Median
Min-Max

Week 24
N [3]
Mean (SD)
Median
Min-Max

Change from baseline [4]

X (%)
AN (NN
KA KX
KANK — NNN.X

X (%)
AN (L)
MK XX
ANHX — NXNX

X (%)
AN (NN
KA KX
KANK — NNNX

X (%)
AN (NN
KA KX
KANK — NNNX

N3] X (%) X (%)
Mean (SD) ANHN (AR AN ANHK (00 NK)
Median AKX AKX
Min-Max I — XXX AN — XXX
Q5% Cl (XX, 300X (XX, XX
Repeat for:

Week 48
Week 96
Week 144
Week 192

CONFIDENTIAL

May not be reproduced outside of SetPoint Medical without written permission from Document Control.

82 of 141



Statistical_ﬁualysis Plan for Long-Term Safety and Exploratory - s E T POI N T
Analyses in SPM-020 (The RESET-RA Study)

MEDICAL
Doc# CLP-008 Rev C, 15JUL2024
WVariable TOL [1] COL[2]
[ M=xxx) [ M=xxx)
EQ-5D-5L VAS score

Initiation of simulation [3]
N3] X (%) X (%)
Mean (SD) ANHN (AR AN ANHK (00 NK)
Median HHAX HHAX
Min-Max HHNK — XXX I — XXX

Week 24
Change from initiation of stimulation [3]
N3] X (%) X (%)
Mean (SD) ANHN (AR AN ANHK (00 NK)
Median HHAX HHAX
Min-Max HHNK — XXX I — XXX
Q5% Cl (XX, 300X (XX, XX

Repeat for:
Week 48
Week 96
Week 144
Week 192

Abbreviations: Cl, confidence interval; COL, Control io Open Label; EQ-5d-51, EwroQol 5 domains 5§ levels; OL, open label; TOL, Treamtent to Open Label

[1] Treatment to Open Label (TOL): The TOL population comprises treatment subjects from ITT population who received active stimulation through Week 12,
completed Week 12 assessments, continued to receive active simulation during open-label follow-up, and for whom follow-up data are available.

[2] Control to Open Label (COL): The COL population comprises control subjects from ITT population who received non-active (sham) stimulation through
Week 12, switched to active stimulation afier completing Week 12 assessmenis, continued o receive active stimulation during open-label follow-up, and
for whom follow-up data are available.

[3] Percentage calculated based on each analysis population (1.e., TOL, COL)

[4] Baseline on the day of informed consent for TOL and Week 12 for COL

[5] Intiation of stimulation at Day 0 for TOL and Week 12 for COL

Reference: Listing 16.xx.%
SOURCE: xxoxx SAS 9.4 {program location} {run date/time} }
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Table 14.8.2.15

SF-36
Variable TOL [1] COL [2]
(N=xxx) (N=xxx)
SF-36 MCS score
Baseline [4]
N3] X (oY) X (%)
Mean (SD) AN (NN AN ANHK (00 NK)
Median AKX AKX
Min-Max HHLK — XXX AN — XXX
Week 24
N3] X (oY) X (%)
Mean (SD) AN (NN AN ANHK (00 NK)
Median AKX AKX
Min-Max HHLK — XXX AN — XXX
Change from baseline [4]
N3] X (oY) X (%)
Mean (SD) AN (NN AN ANHK (00 NK)
Median AKX AKX
Min-Max HHLK — XXX AN — XXX
Q5% Cl (XX, XX (XX, XX
Repeat for:
Week 48
Week 96
Week 144
Week 192
Repeat for:
SF-36 PCS score
SF-36 MCS score
Initiation of simulation [3]
N3] X (oY) X (%)
Mean (SD) AN (NN AN ANHK (00 NK)
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Variable TOL [1] COL [2]
(N=xxx) (N=xxx)
Median AKX AKX
Min-Max MILK — XXX I — XXX
Week 24
Change from initiation of stimulation [3]
N3] X (oY) X (%)
Mean (SD) AN (NN AN ANHK (00 NK)
Median HHAX HHAX
Min-Max MILK — XXX I — XXX
Q5% Cl (XX, XX (XX, XX
Repeat for:
Week 48
Week 96
Week 144
Week 192
Repeat for:

SF-36 PCS score

Abbreviations: CI, confidence inferval; COL Confrol fo Open Label; MCS, Menial Component Summary; PCS, Physical Component Summary; SF-36, Short
Form Survey with 36 items; TOL, Treatment o Open Label

[1] Treatment to Open Label (TOL): The TOL population comprises treatment subjects from ITT population who received active stimulation through Week 12,
completed Week 12 assessments, continued to receive active simulation during open-label follow-up, and for whom follow-up data are available.

[2] Control to Open Label (COL): The COL population comprises control subjects from ITT population who received non-active (sham) stimulation through
Week 12, switched to active stimulation afier completing Week 12 assessmenis, continued o receive active stimulation during open-label follow-up, and
for whom follow-up data are available.

[3] Percentage calculated based on each analysis population (1.e., TOL, COL)

[4] Baseline on the day of informed consent for TOL and Week 12 for COL

[5] Intiation of stimulation at Day 0 for TOL and Week 12 for COL

Reference: Listing 16.xx.%
SOURCE: xxoxx SAS 9.4 {program location} {run date/time} }
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Table 14.8.2.16
Subject Satisfaction

Variable

TOL [1]

( M=xxx)

COL[2)

{ M=xxx)

How satisfied are you with the SetPoint System for treatment of RA?
Week 24
N[3]
Very satisfied
Satsfied
MNeither satisfied nor dissatisfied
Somewhat dissatisfied
Very dissatisfied

Would you recommend the SetPoint System to a family member or a friend?
Week 24
N[3]
Yes
Mo

X (%)
X (%)
X (%)
X (%)
X (%)
X (%)

X (%)
X (%)
X (%)

X (%)
X (%)
X (%)
X (%)
X (%)
X (%)

X (%)
X (%)
X (%)

Abbreviations: COL, Control fo Open Label; TOL, Treatmeni to Open Label

[1] Treatment to Open Label (TOL): The TOL population comprises treatment subjects from ITT population who received active stimulation through Week 12,
completed Week 12 assessments, continued to receive active simulation during open-label follow-up, and for whom follow-up data are available.

[2] Control to Open Label (COL): The COL population comprises control subjects from ITT population who received non-active (sham) stimulation through
Week 12, switched to active stimulation afier completing Week 12 assessmenis, continued o receive active stimulation during open-label follow-up, and

for whom follow-up data are available.
[3] Percentage calculated based on each analysis population (1.e., TOL, COL)

Reference: Listing 16.x.%.x
SOURCE: xxoxx SAS 9.4 {program location} {run date/time} }
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Table 14.8.2.17
Inflammatory Biomarkers

et TOL[1 COL [2
Varisble { N=.VJ[J.:]:I { N=.1u[u-])
IL-6 (pg/mL)
Baseline [4]
N3] X (%) X (%)
Mean (SD) AN (NN AN (NN
Median AKX AKX
Min-Max N — NNNX N — NNNX
Week 24
N3] X (%) X (%)
Mean (SD) AN (NN AN (NN
Median AKX AKX
Min-Max

Change from baseline [4]

XXX — KXX.X

XXN.K —XKXXX

N3] X (%) X (%)
Mean (SD) AN (NN AN (NN
Median AKX AKX
Min-Max N — NNNX N — NNNX
Q5% Cl (XX, XX (XX, XX
Repeat for:
SAA (pg/mL)
MMP-3 (pg/mL)
IL-6 (pg/mL)
Initiation of simulation [3]
N3] X (%) X (%)
Mean (SD) AN (NN AN (NN
Median AKX AKX
Min-Max N — NNNX N — NNNX
Week 24

Change from initiation of stimulation [3]

N3]

X (%)

X (%)
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. TOL[1 COL [2

Variable { N=.u[u-! { N=.1u[u-!
Mean (SD) AN (NN AN (NN
Median AKX AKX
Min-Max N — NNNX N — NNNX
Q5% Cl (XX, XX (XX, XX

Repeat for:

SAA (pg/mL)

MMP-3 (pg/mL)

Abbreviations :COL, Control o Open Label; IL, interleukin; MMP, matvix metalloproteinase; SAA, serum amyloid A; TOL, Treatmeni to Open Label

[1] Treatment o Open Label (TOL): The TOL population comprises treatment subjects from I'TT population who received active stimulation through Week 12,
completed Week 12 assessments, continued to receive active stimulation during open-label follow-up, and for whom follow-up data are available.

[2] Control to Open Label (COL): The COL population comprises control subjects from ITT population who received non-active (sham) simulation through
Week 12, swiiched o active stimulation after completing Week 12 assessmenis, continued to receive active simulation duning open-label follow-up, and
for whom follow-up data are available.

[3] Percentage calculated based on each analysis population (i.e., TOL, COL)

[4] Baseline on the day of informed consent for TOL and Week 12 for COL

[5] Initiation of stimulaton at Day 0 for TOL and Week 12 for COL

Reference: Listing 163 x.x
SOURCE: xxoxx SAS 94 {program location} {run dateftime} }
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MEDICAL

RA Augmenied Therapy

Variable

TOL [1]

{ N=xxx)

COL 2]
{ N=xxx)

Received any RA augmented therapy
Yes [3]

IT yes, first noted at [4]
Titration 4
Titration 5
Titraton 6
Week 24
Week 36
Week 45
Week 60
Week 72
Weck 84
Week 96
Week 108
Week 120
Week 132
Week 144
Week 156
Week 168
Week 180
Week 192

Received cs DMARD for RA
Yes [3]
IT yes, first noted at [4]
Titration 4
Titration 5
Titration 6
Week 24
Week 36
Week 48
Week 60
Week 72

o (%)
o (%)
o (%)
o (%)
o (%)
o (%)
o (%)
o (%)
o (%)
o (%)
o (%)
o (%)
o (%)
o (%)
o (%)
o (%)
o (%)
o (%)
o (%)
o (%)

o (%)

o (%)
o (%)
o (%)
o (%)
o (%)
o (%)
o (%)
o (%)

X (0. %)
X (0. %)
X (0. %)
X (0. %)
X (0. %)
X (0. %)
X (0. %)
X (0. %)
X (0. %)
X (0. %)
X (0. %)
X (0. %)
X (0. %)
X (0. %)
X (0. %)
X (0. %)
X (0. %)
X (0. %)
X (0. %)
X (0. %)

X (0. %)

X (0. %)
X (0. %)
X (0. %)
X (0. %)
X (0. %)
X (0. %)
X (0. %)
X (0. %)
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WVariable TOL [1] COL 2]
{ N=xxx) { N=xxx)

Week 84 X (%) XA (0. x%)
Week 96 X (%) XA (. %)
Week 108 X (%) XA (. %)
Week 120 X (%) XA (. %)
Week 132 X (%) XA (. %)
Week 144 X (%) XA (. %)
Week 156 X (%) XA (. %)
Week 168 X (%) XA (. %)
Week 180 X (%) XA (. %)
Week 192 X (%) XA (. %)

Received b/isDMARDs for RA [1]

Yes [3] X (%) XA (. %)
If yes, first noted at [4]

Titration 4 X (%) XA (. %)
Titration 5 X (%) XA (. %)
Titraton 6 X (%) XA (. %)
Week 24 X (%) XA (. %)
Week 36 X (%) XA (. %)
Week 45 X (%) XA (. %)
Week 60 X (%) XA (. %)
Week 72 X (%) XA (. %)
Weck 84 X (%) XA (. %)
Week 96 X (%) XA (. %)
Week 108 X (%) XA (. %)
Week 120 X (%) XA (. %)
Week 132 X (%) XA (. %)
Week 144 X (%) XA (. %)
Week 156 X (%) XA (. %)
Week 168 X (%) XA (. %)
Week 180 X (%) XA (. %)
Week 192 X (%) XA (. %)

Received corticosteroids (equivalent =10mg/day mean dose prednisone) for RA

Yes [3] X (%) XA (. %)
If yes, first noted at [4]
Titration 4 X (%) XA (. %)
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WVariable TOL [1] COL 2]
{ N=xxx) { N=xxx)
Titration 5 o (%) X (0. %)
Titraton 6 o (%) X (0. %)
Week 24 o (%) X (0. %)
Week 36 o (%) X (0. %)
Week 45 o (%) X (0. %)
Week 60 o (%) X (0. %)
Week 72 o (%) X (0. %)
Weck 84 o (%) X (0. %)
Week 96 o (%) X (0. %)
Week 108 o (%) X (0. %)
Week 120 o (%) X (0. %)
Week 132 o (%) X (0. %)
Week 144 o (%) X (0. %)
Week 156 o (%) X (0. %)
Week 168 o (%) X (0. %)
Week 180 o (%) X (0. %)
Week 192 o (%) X (0. %)

Repeat for other RA augmented therapy as reporied in CRFs

Abbreviations: COL, Confrol io Open Label; cs/b/sDMARD, conmventional synthetic, biologic or fargeted synthetic disease-modifying anti-rheumatic drug;

TOL, Treameni to Open Label

[1] Treatment o Open Label (TOL): The TOL population comprises treatment subjects from I'TT population who received active stimulation through Week 12,

completed Week 12 assessments, continued to receive active stimulation during open-label follow-up, and for whom follow-up data are available.

[2] Control to Open Label (COL): The COL population comprises control subjects from ITT population who received non-active (sham) simulation through
Week 12, swiiched o active stimulation after completing Week 12 assessmenis, conlinued to receive active stimulation during open-label follow-up, and

for whom follow-up data are available.
[3] Percentage calculated based on each analysis population (i.e., TOL, COL)

[4] Percentage calculated based on the start date noted on the Concomitant Medication log

Reference: Listing 163 x.x
SOURCE: xxoxx SAS 94 {program location} {run dateftime} }
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Table 14.8.220
Implant Performance

MEDICAL

Vanable

TOL [1]

COL 2]

Owerall

Status of study implant at study exit [3]
Subjects with active implant
Subjects with suspended implant
Subjects with explanted implant
Unknown
Other

o (%)
o (%)
o (%)
o (%)
o (%)
o (0 x%a)

AR (X%.%%)
AR (X%.%%)
AR (X%.%%)
AR (X%.%%)
AR (X%.%%)
AR (.x%)

AR (Xxx%)
AR (Xxx%)
AR (Xxx%)
AR (Xxx%)
AR (Xxx%)
AR (%)

Abbreviations: COL, Control fo Open Label; TOL, Treatment to Open Label

[1] Treatment to Open Label (TOL): The TOL population comprises treatment subjects from ITT population who received active simulation through Week
12, completed Week 12 assessments, continued to receive active stimulation during open-label follow-up, and for whom follow-up data are available.

[2] Control to Open Label (COL): The COL population comprises control subjects from I'TT population who received non-active (sham) stimulation through
Week 12, switched o active stimulation afier completing Week 12 assessmenis, contmued to receive active stimulation during open-label follow-up, and

for whom follow-up data are available.

[3] Percentage calculated based on each analysis population (i.e., TOL, COL, Overall)

Reference: Listing 163 x.x
SOURCE: xxomxx SAS 94 {program location} {run datefime}
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Table 14.83.1
Adverse Events

TOL [1] COL [2] Safety Population [3]
WVarable (N=xx) {N=xxx) {N=x0)
Evenis n (%) Evenis  n (%) Evenis  n (%)
Any AE [4] XN XX (%) XN A (xxx%) XN A (xxx%)
Not Related [4] XN XX (%) XN A (xxx%) XN A (xxx%)
Implant Procedure XN XX (%) XN A (xxx%) XN A (xxx%)
Implant Device XN XX (%) XN A (xxx%) XN A (xxx%)
Stimulation XN XX (%) XN A (xxx%) XN A (xxx%)
Explant Procedure XN XX (%) XN A (xxx%) XN A (xxx%)
Related [4][5]
Implant Procedure XN XX (%) XN A (xxx%) XN A (xxx%)
Implant Device XN XX (%) XN A (xxx%) XN A (xxx%)
Stimulation XN XX (%) XN A (xxx%) XN A (xxx%)
Explant Procedure XN XX (%) XN A (xxx%) XN A (xxx%)
Indeterminate [4)
Implant Procedure XN XX (%) XN A (xxx%) XN A (xxx%)
Implant Device XN XX (%) XN A (xxx%) XN A (xxx%)
Stimulation XN XX (%) XN A (xxx%) XN A (xxx%)
Explant Procedure XN XX (%) XN A (xxx%) XN A (xxx%)
AE resulting in discontinuation [4] AKX (Xx.X%) i ax (axxt) i ax (axxt)
AE by maximum severity [4]
Mild XN XX (%) XN A (xxx%) XN A (xxx%)
Moderate XN XX (%) XN A (xxx%) XN A (xxx%)
Severe XN XX (%) XN A (xxx%) XN A (xxx%)
Implant Procedure related AE by maximum
severity [4][3]
Mild XN XX (%) XN A (xxx%) XN A (xxx%)
Moderate XN XX (%) XN A (xxx%) XN A (xxx%)
Severe XN XX (%) XN A (xxx%) XN A (xxx%)
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TOL [1] COL [2] Safety Population [3]
WVarable (N=xx) {N=xxx) {N=x0)
Evenis n (%) Evenis  n (%) Evenis  n (%)
Implant Device AE by maximum severty
[4][5]
Mild o Xy (%) o X (xxx%) o X (xxx%)
Moderate o Xy (%) o X (xxx%) o X (xxx%)
Severe o Xy (%) o X (xxx%) o X (xxx%)
Stimulation related AE by maximum severity
[4][5]
Mild o Xy (%) o X (xxx%) o X (xxx%)
Moderate o Xy (%) o X (xxx%) o X (xxx%)
Severe o Xy (%) o X (xxx%) o X (xxx%)
Energizer related AE by maximum severty
[4][5]
Mild o Xy (%) o X (xxx%) o X (xxx%)
Moderate o Xy (%) o X (xxx%) o X (xxx%)
Severe o Xy (%) o X (xxx%) o X (xxx%)
Explant Procedure related AE by maximum
severity [4][5]
Mild o Xy (%) o X (xxx%) o X (xxx%)
Moderate o Xy (%) o X (xxx%) o X (xxx%)
Severe o Xy (%) o X (xxx%) o X (xxx%)
SAE [4][5] o Xy (%) o X (xxx%) o X (xxx%)
lmplant Procedure SAE o Xy (%) o X (xxx%) o X (xxx%)
lmplant Device SAE o Xy (%) o X (xxx%) o X (xxx%)
Stimulation SAE o Xy (%) o X (xxx%) o X (xxx%)
Energixer SAE o Xy (%) o X (xxx%) o X (xxx%)
Explant Procedure SAE o Xy (%) o X (xxx%) o X (xxx%)

Abbreviations: AE, adverse event; COL, Conirol to Open Label: SA4E, serious adverse eveni; TOL, Treatment to Open Label

MNote: AEs coded using the MedDRA dictionary Version 21.0 or later. Given in the table are subject counts and percentages. At each level of summation,
subjects are counted only once. Subjects experiencing AEs of more than one severity are summarized according to the maximum severity experienced over
all episodes of an AE
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TOL [1] COL [2] Safety Population [3]
Vanable (N=xxx) (N=xxx) (N=x3xx)
Events n (%) Events n (%) Events n (%)

[1] Treatment to Open Label (TOL): The TOL population comprises treatment subjects from ITT population who received active stimulation through Week
12, completed Week 12 assessments, continued to receive active stimulation during open-label follow-up, and for whom follow-up data are available.

[2] Control o Open Label (COL): The COL population comprises control subjects from ITT population who received non-active (sham) stimulation through
Week 12, swiiched to active stimulation afier completing Week 12 assessments, continued to receive active stimulation duning open-label follow-up, and
for whom follow-up data are available.

[3] Safety population comprises all enrolled subjects.

[4] Percentage calculated based on each analysis population (i.e., TOL, CL, Safety).

[5] AEs judged to be “Definitely related” or “Probably related™ are reported as “Related™.

Reference: Listing 163 x.x
SOURCE: xxxxx SAS 94 {program location} {run date/time}}
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Table 14.8.3.2
Adverse Events by SOC and Maximum Severity: All Events

TOL [1] COL [2] Safety Population [3]
(N=xxx) (N=xxx) (N=xxx)
sS0C Mild Moderate Severe Total Mild Moderate Severe Total Mild Moderate  Severe Total
Prefered Term Events Events Events Events  Events Events Events Events Evenits Events Events Events
n (%) 1 (%) n (%) n(®%) 0%  n(%)  n®%)  n(%)  n(%) n (%) n(%)  n(%)
Any AE [4] XX XX XX XX e XX XX XX XX XX XX e
X (xx%) X (xx%a) ®(o%)  x(ax%) x(oe%)  x(o%) xoo%) x(xx%) X (%) X (%) x(o%e)  x(x%)
S0OC1 [4) XX XX XX XX e XX XX XX XX XX XX e
X (%) x (o) ®0o%)  x (%) () x(0o%)  xo%) x(ax%) x o) o) x(a) x (o)
Preferred Tenm 1 XX XX XX XX M XX XX XX XX XX XX M
X (%) x (o) ®0o%)  x (%) () x(0o%)  xo%) x(ax%) x o) o) x(a) x (o)
Preferred Term 2 XX XX XX XX M XX XX XX XX XX XX M
X (xx%) X (xx%a) ®(o%)  x(ax%) x(oe%)  x(o%) xoo%) x(xx%) X (%) X (%) x(o%e)  x(x%)
Preferred Term 3 XX XX XX XX M XX XX XX XX XX XX M
X (%) x (o) ®0o%)  x (%) () x(0o%)  xo%) x(ax%) x o) o) x(a) x (o)
Preferred Term 4 XX XX XX XX M XX XX XX XX XX XX M
X (xx%) X (xx%a) ®(o%)  x(ax%) x(oe%)  x(o%) xoo%) x(xx%) X (%) X (%) x(o%e)  x(x%)
S0OC2 (4] XX XX XX XX e XX XX XX XX XX XX e
X (xx%) X (xx%a) ®(o%)  x(ax%) x(oe%)  x(o%) xoo%) x(xx%) X (%) X (%) x(o%e)  x(x%)
Preferred Tenm 1 XX XX XX XX M XX XX XX XX XX XX M
X (%) x (o) ®0o%)  x (%) () x(0o%)  xo%) x(ax%) x o) o) x(a) x (o)
Preferred Term 2 XX XX XX XX M XX XX XX XX XX XX M
X (%) x (o) ®0o%)  x (%) () x(0o%)  xo%) x(ax%) x o) o) x(a) x (o)
Preferred Term 3 XX XX XX XX M XX XX XX XX XX XX M
X (%) x (o) ®0o%)  x (%) () x(0o%)  xo%) x(ax%) x o) o) x(a) x (o)
Preferred Term 4 XX XX XX XX M XX XX XX XX XX XX M
X (%) x (o) ®0o%)  x (%) () x(0o%)  xo%) x(ax%) x o) o) x(a) x (o)

Continue ...

Abbreviations: AE, adverse event; COL, Control to Open Label; SOC, system organ class; TOL, Treatment io Open Label

Note: AEs coded using the MedDRA dictionary Version 21.0 or later. Given in the table are subject counts and percentages. At each level of summation, subjects are
counted only once. Subjects experencing AEs of more than one severity are summarized according to the maximum severity experienced over all episodes of an

AE.
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[1] Treatment to Open Label (TOL): The TOL population comprises treatment subjects from ITT population who received active stimulation through Week 12, completed
Week 12 assessments, continued 1o receive active stimulation during open-label follow-up, and for whom follow-up data are available.

[2] Control to Open Label (COL): The COL population comprises control subjects from ITT population who received non-active (sham) stimulation through Week 12,
switched to active stimulation after completing Week 12 assessments, continued o receive active stimulation duning open-label follow-up, and for whom follow-up
data are available.

[3] Safety population comprises all enrolled subjects.

[4] Percentage caleulated based on each analysis population (i.e., TOL, CL, Safety).

Reference: Listing 16.xx.%
SOURCE: xxoxx SAS 9.4 {program location} {run date/time} }
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Table 14.8.3.3
Implant Procedure-Related AEs by SOC and Maximum Severity: All Events

4 SETPOINT

TOL [1] COL [2] Safety Population [3]
(N=xxx) (N=xxx) (N=xxx)
sS0C Mild Moderate Severe Total Mild Moderate Severe Total Mild Moderate  Severe Total
Prefered Term Events Events Events Events  Events Events Events Events Evenits Events Events Events
n (%) 1 (%) n (%) n(®%) 0%  n(%)  n®%)  n(%)  n(%) n (%) n(%)  n(%)
Any AE [4][5] XX XX XX XX e XX XX XX XX XX XX e
X (xx%) X (xx%a) ®(o%)  x(ax%) x(oe%)  x(o%) xoo%) x(xx%) X (%) X (%) x(o%e)  x(x%)
S0OC1 [4][3] XX XX XX XX e XX XX XX XX XX XX e
X (%) x (o) ®0o%)  x (%) () x(0o%)  xo%) x(ax%) x o) o) x(a) x (o)
Preferred Tenm 1 XX XX XX XX M XX XX XX XX XX XX M
X (%) x (o) ®0o%)  x (%) () x(0o%)  xo%) x(ax%) x o) o) x(a) x (o)
Preferred Term 2 XX XX XX XX M XX XX XX XX XX XX M
X (xx%) X (xx%a) ®(o%)  x(ax%) x(oe%)  x(o%) xoo%) x(xx%) X (%) X (%) x(o%e)  x(x%)
Preferred Term 3 XX XX XX XX M XX XX XX XX XX XX M
X (%) x (o) ®0o%)  x (%) () x(0o%)  xo%) x(ax%) x o) o) x(a) x (o)
Preferred Term 4 XX XX XX XX M XX XX XX XX XX XX M
X (xx%) X (xx%a) ®(o%)  x(ax%) x(oe%)  x(o%) xoo%) x(xx%) X (%) X (%) x(o%e)  x(x%)
S0C 2 [4][3] XX XX XX XX e XX XX XX XX XX XX e
X (xx%) X (xx%a) ®(o%)  x(ax%) x(oe%)  x(o%) xoo%) x(xx%) X (%) X (%) x(o%e)  x(x%)
Preferred Tenm 1 XX XX XX XX M XX XX XX XX XX XX M
X (%) x (o) ®0o%)  x (%) () x(0o%)  xo%) x(ax%) x o) o) x(a) x (o)
Preferred Term 2 XX XX XX XX M XX XX XX XX XX XX M
X (%) x (o) ®0o%)  x (%) () x(0o%)  xo%) x(ax%) x o) o) x(a) x (o)
Preferred Term 3 XX XX XX XX M XX XX XX XX XX XX M
X (%) x (o) ®0o%)  x (%) () x(0o%)  xo%) x(ax%) x o) o) x(a) x (o)
Preferred Term 4 XX XX XX XX M XX XX XX XX XX XX M
X (%) x (o) ®0o%)  x (%) () x(0o%)  xo%) x(ax%) x o) o) x(a) x (o)

Continue ...

Abbreviations: AE, adverse event; COL, Control to Open Label, SOC, system organ class; TOL, Treatmeni to Open Label

Note: AEs coded using the MedDRA dictionary Version 21.0 or later. Given in the table are subject counts and percentages. At each level of summation, subjects are
counted only once. Subjects experencing AEs of more than one severity are summarized according to the maximum severity experenced over all episodes of an

AE.
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[1] Treatment to Open Label (TOL): The TOL population comprises treatment subjects from ITT population who received active stimulation through Week 12, completed
Week 12 assessments, continued 1o receive active stimulation during open-label follow-up, and for whom follow-up data are available.

[2] Control to Open Label (COL): The COL population comprises control subjects from ITT population who received non-active (sham) stimulation through Week 12,
switched to active stimulation after completing Week 12 assessments, continued o receive active stimulation duning open-label follow-up, and for whom follow-up
data are available.

[3] Safety population comprises all enrolled subjects.

[4] Percentage caleulated based on each analysis population (i.e., TOL, CL, Safety).

[5] AEs judged to be “Definitely related” or “Probably related™ are reported as “Related”.

Reference: Listing 16.xx.%
SOURCE: xxoxx SAS 9.4 {program location} {run date/time} }
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Table 14.83.4
lmplant Device-Related AEs by SOC and Maximum Severity: All Events

Repeat Table 14.8.3 3 for implant device-related adverse events
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Table 1483.5
Stimulation-Related AEs by SOC and Maximum Severity: All Events

Repeat Table 14 8.3 3 for stimulation-related adverse evenis

CONFIDENTIAL 101 of 141
May not be reproduced outside of SetPoint Medical without written permission from Document Control.



Statistical_ﬁualysis Plan for Long-Term Safety and Exploratory - s E T POI N T
Analyses in SPM-020 (The RESET-RA Study) MEDICAL

Doc# CLP-008 Rev C, 15JUL2024

Table 14.83.6
Energizer-Related AEs by SOC and Maximum Severity: All Events

Repeat Table 14.8.3 3 for Energizer-related adverse events

Table 1483.7
Explant Procedure-Related Adverse Events by SOC and Maximum Severity: All Events

Repeat Table 14.8.3 3 for explant procedure-related adverse events
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Table 14838
Device Deficiency

TOL [1] COL [2] Safety Population [3]

WVariable {N=xxx) {N=xxx) {N=a00x)
Evenis  n (%) Evenis  n (%) Evenis n (%)
Any study device deficiency [4] o x (xxx%) XX XX (xx.X%) XX XX (XX.x%)
Relationship of study device deficiency [4] o X (xxx%) o X (xxx%) o o (xea%a)
MicroRegulator (Implant) o X (xxx%) o X (xxx%) o o (xea%a)
POD o X (xxx%) o X (xxx%) o o (oea%a)
Energizer o X (xxx%) o X (xxx%) o o (xea%a)
Stimulation o X (xxx%) o X (xxx%) o o (xea%a)
Prescription Pad o X (xxx%) o X (xxx%) o o (xea%a)
IFU/Labeling o X (xxx%) o X (xxx%) o o (xea%a)
Study device deficiency associated with AE [4] o X (xxx%) o X (xxx%) o o (xea%a)
Study device deficiency associated with SAE [4] o X (xxx%) o X (xxx%) o o (xea%a)

Abbreviations : AE, adverse event; COL, Control o Open Label; POD, Positioning Orientation Device; SAE, serious adverse eveni; SOC, system organ
class; TOL, Treatment to Open Label

MNote: Given in the table are subject counts and percentages. At each level of summation, subjects are counted only once. Subject experiencing several
episodes of the same type of study device deficiency is counted once.

[1] Treatment to Open Label (TOL): The TOL population comprises treatment subjects from ITT population who received active stimulation through Week
12, completed Week 12 assessments, continued to receive active stimulation during open-label follow-up, and for whom follow-up data are available.

[2] Control o Open Label (COL): The COL population comprises control subjects from ITT population who received non-active (sham) stimulation through
Week 12, swiiched o active simulation after completing Week 12 assessments, continued to receive active stimulation during open-label follow-up,
and for whom follow-up data are available.

[3] Safety population comprises all enrolled subjects.

[4] Percentage calculated based on each analysis population (i.e., TOL, CL, Safety).

Reference: Listing 163 x.x
SOURCE: xxoxx SAS 94 {program location} {run dateftime} }
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Table 14.83.9
Protocol Deviations

4 SETPOINT

Analyses in SPM-020 (The RESET-RA Study) MEDICAL

OL PTE [1] CO PTE [2] Safety Population [3]

WVariable {N=xxx) {N=xxx) {N=a00x)
Evenis  n (%) Evenis  n (%) Evenis n (%)
Any protocol deviation [4] o X (xxx%) o X (xxx%) o o (oea%a)
Minor protocol deviations [4] o X (xxx%) o X (xxx%) o o (xea%a)
Improper documentation of consent o X (xxx%) o X (xxx%) o o (xea%a)
Wisit or assessment nol done o X (xxx%) o X (xxx%) o o (oea%a)
Wisit or assessment completed out of window o X (xxx%) o X (xxx%) o o (xea%a)
AE not reported within required schedule o X (xxx%) o X (xxx%) o o (xea%a)
Received medication not allowed per protocol o X (xxx%) o X (xxx%) o o (xea%a)
Subject or sudy staff unblinded o X (xxx%) o X (xxx%) o o (xea%a)
Other, specify o X (xxx%) o X (xxx%) o o (xea%a)
Protocol deviations due to COVID-19 [4] o X (xxx%) o X (xxx%) o o (xea%a)
Wisit or assessment nol done o X (xxx%) o X (xxx%) o o (xea%a)
Wisit or assessment completed out of window o X (xxx%) o X (xxx%) o o (xea%a)
Wisit or assessment compleied not per protocol o X (xxx%) o X (xxx%) o o (xea%a)
Protocol deviations associated with AE [4] o X (xxx%) o X (xxx%) o o (xea%a)
Protocol deviations associated with SAE [4] o X (xxx%) o X (xxx%) o o (xea%a)

Abbreviations : AE, adverse event; COL, Conirol o Open Label; SAE, serious adverse eveni; TOL, Treatmeni to Open Label
MNote: Given in the table are subject counts and percentages. Al each level of summation, subjects are counted only once.

[1] Treatment to Open Label (TOL): The TOL population comprises treatment subjects from ITT population who received active stimulation through Week
12, completed Week 12 assessments, continued to receive active stimulation during open-label follow-up, and for whom follow-up data are available.

[2] Control o Open Label (COL): The COL population comprises control subjects from ITT population who received non-active (sham) stimulation through
Week 12, switched o active stimulation after completing Week 12 assessments, continued to receive active stimulation during open-label follow-up,

and for whom follow-up data are available.
[3] Safety population comprises all enrolled subjects.
[4] Percentage calculated based on each analysis population (i.e., TOL, CL, Safety).

Reference: Listing 163 x.x
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OL PTE [1] CO PTE 2] Safety Population [3]
Vanable (N=xxx) (N=xxx) (N=xxx)
Events n (%) Events n (%) Events n (%)
SOURCE: xxxxx SAS 94 {program location} {run date/time} }
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Listing 16.8.2.6.1 Explant Procedure ... 112
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Listing 16.8.2.7.2.1 ACR20 Response from Initiation of Stimulation ... 118
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Listing 16.82.1
Subject Disposition

Analysis Implant lmplant
Populai  Subject Procedure Week 12 Subject Reason for Status at
on 1D Consent Date Date Day 0 Date Date Status Diate of Exit Withdrawal Study Exit
TOL
AX-XANY DD-MMM - DD-MMM- DD-MMM -
YYYY YYYY YYYY
oL
AX-XANY DD-MMM - DD-MMM- DD-MMM -
YYYY YYYY YYYY

Programming noles:
This listing will include all subjects from Control to Open Label (COL) and Treatment to Open Label (TOL) populations for whom follow-up data are available.
Subject Stams: Withdrawn, Completed Study.

Reason for withdrawal: Subject decision to withdraw consent, Investgator decision or medical judgement, Lost to follow-up, Device malfunction, Adverse
event, Subject no longer eligible, Death, Study terminated, Sponsor or IRB decision, Other

SOURCE: xxoxx SAS 94 {program location} {run datefime}
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Listing 16.82.2
Protocol Deviations

Analysis

Populati  Subject  Deviation Deviation Associated  Associated  Reporied to

on 1D D Visit Date Classification Category Reason  with AE? with SAE? IRB? Description
EXN=-EXNEX
EXN=-EXNEX

SOURCE: xxoxx SAS 9.4 {program location} {run date/time}
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Listing 16.82.3
Analysis Populations

Population
Subject 1D TOL [1] COL [2]
XX-XXXX Yes No
XX-XXXX No Yes
XX-XXXX No Yes

Abbreviations: COL, Control fo Open Label; ITT, intent fo treai; TOL, Treatmeni to Open Label

[1] Treatment to Open Label (TOL): The TOL population comprises treatment subjects from ITT population who received active stimulation through
Week 12, completed Week 12 assessments, continued to receive active stimulation during open-label follow-up, and for whom follow-up data are
available.

[2] Control to Open Label (COL): The COL population comprises control subjects from ITT population who received non-active (sham) stimulation
through Week 12, switched to active stimulation after completing Week 12 assessments, continued to receive active stimulation during open-label
follow-up, and for whom follow-up data are available.

SOURCE: xxoxx SAS 9.4 {program location} {run date/time}

CONFIDENTIAL 109 of 141
May not be reproduced outside of SetPoint Medical without written permission from Document Control.



Statiﬂtical_ﬁnalyﬂiﬂ Plan for Long-Term Safety and Exploratory - s E T PO' N T
Analyses in SPM-020 (The RESET-RA Study) MEDICAL

Doc# CLP-008 Rev C, 15JUL2024

Listing 16.8.2.4
Concomitant Medication

ATC level Start Stop
Analysis  Subject Preferred Term/ Study Study Dosage
Population 1D Medication Date Diay Daie Day Primary Indication {Unit) Route  Frequency

OL PTE AN-XHAN

COPTE AN-XHAN

Programming notes:

This listing will include all subjects from OL PTE and CO PTE populations for whom follow-up data are available.

L]
o [{Ongoing is checked " Yes™ list “Ongoing™ under stop date column

* Concatenate dose and unit for listing, if other unit exists then list it for units

s Route, 1f Other Route 15 not blank, hist it under “Route™ column

s Frequency, if Other Frequency i1s not blank, list it under “Frequency™ Column

SOURCE: xxoxx SAS 9.4 {program location} {run date/time}
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Subjects Receiving Augmented Treatment Afier Week 12

4 SETPOINT

MEDICAL

Listing 16.82.5

CDAI prior to star Therapy started Therapy start
of augmented Type of augmented Start date / prior to Week 127 relative to Day 0
Subject D DAl at baseline therapy therapy Stop date {Y/N) {days)
NH-XNAX Baseline: xx.x Day 0: xx.x
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Listing 16.82.6.1

Explant Procedure
Population  Subject MicroRegulator MicroRegulator Post-Op Clearance
Analysis 1D Explant Procedure Date Senal# Explanted? Date Any AEs?
TOL
EX-XXXX
COL
EX-XXXX
SOURCE: xxomxx SAS 94 {program location} {run datefime}
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Statistical Analysis Plan for Long-Term Safety and Exploratory
Analyses in SPM-020 (The RESET-RA Study)

Doc# CLP-008 Rev C, 15JUL2024

MEDICAL

Listing 16.82.6.2
Stimulation Prescription

4 SETPOINT

{Part 1)
Analysis Dose
Populati  Subject Strength Changed at
on 1D Visil {uA) Duration Frequency Schedule this Visit? Dose Change Reason
TOL
EX-XXXX
EX-XXXX
COL
EX-XXXX
EX-XXXX

SOURCE: xxomxx SAS 94 {program location} {run datefime}
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Statistical_ﬁnalysis Plan for Long-Term Safety and Exploratory - s ET POI N T
Analyses in SPM-020 (The RESET-RA Study) MEDICAL

Doc# CLP-008 Rev C, 15JUL2024

Listing 16.82.6.2
Stimulation Prescription

{Part 2)
Analysis Energizer MicroRegulator
Population Subject Energizer Energizer App Bluetooth lmplant App lmplant Suspended?/Reason
1D Batiery Charge Fimware Fimware Fimware lmpedance
TOL
EX-XXXX
EX-XXXX
COL
EX-XXXX
EX-XXXX
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Statiﬂtical_ﬁnalyﬂiﬂ Plan for Long-Term Safety and Exploratory - s E T PO' N T
Analyses in SPM-020 (The RESET-RA Study) MEDICAL

Doc# CLP-008 Rev C, 15JUL2024

Listing 16.82.7.1
RA Disease Activily Assessments

Analysis Subject SIC28 TIC28 HAQ-DI Subject’s SGA hsCRP
Population 1D Visil Score Scon: Score Pain Score Score EGA Score (mg/mL)
TOL

NA-XAXXK
Screening XX XX XXX XXX XX XXX XX
Day 0
Week 12
Week 24
Week 36
Week 48
Week 60
Week 72
Week 84
Week 96
Week 108
Week 120
Week 132
Week 144
Week 156
Week 168
Week 180
Week 192

COL
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Statiﬂtical_ﬁnalyﬂiﬂ Plan for Long-Term Safety and Exploratory - s E T PO' N T
Analyses in SPM-020 (The RESET-RA Study) MEDICAL

Doc# CLP-008 Rev C, 15JUL2024

Listing 16.82.7.2
ACR20 Response from Baseline

Reduced by at least 20%7

Analysis Subject ACR20 Subject’s
Population 1D Visit Response SIC28 TIC28 HAQ-DI Pain SGA EGA hsCRP
TOL

ak-xx Week 24 M M M M M M M M
Week 36 M M M M M M M M
Week 48 Y M M M M M M M
Week 60 Y Y Y M Y Y M Y
Week 72 M M M M M M M M
Week 84 Y M M M M M M M
Week 96
Week 108
Week 120
Week 132
Week 144
Week 156
Week 168
Week 180
Week 192

COL

ak-xx Week 24 M M M M M M M M
Week 36 M M M M M M M M
Week 48 Y M M M M M M M
Week 60 Y Y Y M Y Y M Y
Week 72 M M M M M M M M
Week 84 Y M M M M M M M
Week 96
Week 108
Week 120
Week 132
Week 144
Week 156
Week 168 2
Week 180
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4 SETPOINT

Statistical Analysis Plan for Long-Term Safety and Exploratory
MEDICAL

Analyses in SPM-020 (The RESET-RA Study)

Doc# CLP-008 Rev C, 15JUL2024
Beduced by at least 20067

Analysis Subject ACR20 Subject’s
Population 1D Wisil Response SIC28 Pain SGA EGA hsCRP
Week 192

TIC2R HAQ-DI

MNote: Response defined by at least 7004 reduction from baseline (i.e., on the day of informed consent for TOL and Week 12 for COL) mn TIC28

and SJC28 and 3 our 5 outcomes, according to ACR. definition.

SOURCE: xxoxx SAS 94 {program location} {run date/time }
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Statistical_ﬁnalysis Plan for Long-Term Safety and Exploratory - S E T PO' N T
Analyses in SPM-020 (The RESET-RA Study) MEDICAL

Doc# CLP-008 Rev C, 15JUL2024

Listing 16.8.2.7.2.1
ACR20 Response from Initiation of Stimulation

Reduced by at least 20%7

Analysis Subject ACR20 Subject’s
Population 1D Visit Response SIC28 TIC28 HAQ-DI Pain SGA EGA hsCRP
TOL

ak-xx Week 24 M M M M M M M M
Week 36 M M M M M M M M
Week 48 Y M M M M M M M
Week 60 Y Y Y M Y Y M Y
Week 72 M M M M M M M M
Week 84 Y M M M M M M M
Week 96
Week 108
Week 120
Week 132
Week 144
Week 156
Week 168
Week 180
Week 192

COL

NH-XNKK Week 24 M M M M M M M M
Week 36 M M M M M M M M
Week 48 Y M M M M M M M
Week 60 Y Y Y M Y Y M Y
Week 72 M M M M M M M M
Week 84 Y M M M M M M M
Week 96
Week 108
Week 120
Week 132
Week 144
Week 156
Week 168
Week 180
Week 192
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Statiﬂtical_ﬁnalyﬂiﬂ Plan for Long-Term Safety and Exploratory - s E T PO' N T
Analyses in SPM-020 (The RESET-RA Study) MEDICAL

Doc# CLP-008 Rev C, 15JUL2024

Beduced by at least 20067

Analysis Subject ACR20 Subject’s
Population 1D Wisil Response SIC28 TIC28 HAQ-DI Pain SGA EGA hsCRP

MNote: Response defined by at least 200 reduction from inigation of stimulation (i.e., Day 0 for subjects in TOL, and Week 12 for subjects in COL)
in TIC28 and SJC28 and 3 our 5 outcomes, according to ACR definition.

MNole Lo programmer:
Subjects from both TOL and COL populations are listed here.

SOURCE: xxomxx SAS 94 {program location} {run datefime}
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Statiﬂtical_ﬁnalyﬂiﬂ Plan for Long-Term Safety and Exploratory - s E T PO' N T
Analyses in SPM-020 (The RESET-RA Study) MEDICAL

Doc# CLP-008 Rev C, 15JUL2024

Listing 16.82.7.3
ACRS50 Response from Baseline

Reduced by at least 50%7

Analysis Subject ACRS0 Subject’s
Population 1D Wisil Response SIC28 TIC28 HAQ-DI Pain SGA EGA hsCRP
TOL

-y Week 24 N N M M N N N N
Week 36 N N N M M N N N
Week 458 Y N N M M N N N
Week o0 Y Y ¥ M Y Y N ¥
Week 72 N N N M M N N N
Week 84 Y N N M M N N N
Week 96
Week 108
Week 120
Week 132
Week 144
Week 156
Week 168
Week 180
Week 192

COL

-y Week 24 N N M M N N N N
Week 36 N N N N N N N N
Week 458 Y N N M M N N N
Week o0 Y Y ¥ M Y Y N ¥
Week 72 N N N N N N N N
Week 84 Y N N M M N N N
Week 96
Week 108
Week 120
Week 132
Week 144
Week 156
Week 168
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4 SETPOINT

Statistical Analysis Plan for Long-Term Safety and Exploratory
MEDICAL

Analyses in SPM-020 (The RESET-RA Study)
Doc# CLP-008 Rev C, 15JUL2024

Beduced by at least 5007

Subject’s

Analysis Subject ACRS0

Population 1D Wisil Response SIC28 TIC28 HAQ-DI Pain SGA EGA hsCRP
Week 180
Week 192

MNote: Response defined by at least 7004 reduction from baseline (i.e., on the day of informed consent for TOL and Week 12 for COL) mn TIC28

and SJC28 and 3 our 5 outcomes, according to ACR. definition.

SOURCE: xxomxx SAS 94 {program location} {run datefime}
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Statistical_ﬁnalysis Plan for Long-Term Safety and Exploratory - S E T PO' N T
Analyses in SPM-020 (The RESET-RA Study) MEDICAL

Doc# CLP-008 Rev C, 15JUL2024

Listing 16.8.2.7.3.1
ACRS50 Response from Initiation of Stimulation

Reduced by at least 50%7

Analysis Subject ACRS0 Subject’s
Population 1D Visit Response SIC28 TIC28 HAQ-DI Pain SGA EGA hsCRP
TOL

ak-xx Week 24 M M M M M M M M
Week 36 M M M M M M M M
Week 48 Y M M M M M M M
Week 60 Y Y Y M Y Y M Y
Week 72 M M M M M M M M
Week 84 Y M M M M M M M
Week 96
Week 108
Week 120
Week 132
Week 144
Week 156
Week 168
Week 180
Week 192

COL

NH-XNKK Week 24 M M M M M M M M
Week 36 M M M M M M M M
Week 48 Y M M M M M M M
Week 60 Y Y Y M Y Y M Y
Week 72 M M M M M M M M
Week 84 Y M M M M M M M
Week 96
Week 108
Week 120
Week 132
Week 144
Week 156
Week 168
Week 180
Week 192
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4 SETPOINT

Statistical Analysis Plan for Long-Term Safety and Exploratory
MEDICAL

Analyses in SPM-020 (The RESET-RA Study)

Doc# CLP-008 Rev C, 15JUL2024
Beduced by at least 5007
Analysis Subject ACRS0 Subject’s
Population 1D WVisil Response SIC28 TIC28 HAQ-DI Pain SGA EGA hsCEP

MNote: Response defined by at least 5(P4 reduction from inigation of stimulation (i.e., Day 0 for subjects in TOL, and Week 12 for subjects in COL)
in TIC28 and SJC28 and 3 our 5 outcomes, according to ACR definition.

SOURCE: xxomxx SAS 94 {program location} {run datefime}

123 of 141

CONFIDENTIAL
May not be reproduced outside of SetPoint Medical without written permission from Document Control.



Statiﬂtical_ﬁnalyﬂiﬂ Plan for Long-Term Safety and Exploratory - s E T PO' N T
Analyses in SPM-020 (The RESET-RA Study) MEDICAL

Doc# CLP-008 Rev C, 15JUL2024

Listing 16.82.7.4
ACRT0 Response from Baseline

Reduced by at least 70%7

Analysis Subject ACRT0 Subject’s
Population 1D Wisil Response SIC28 TIC28 HAQ-DI Pain SGA EGA hsCRP
TOL

-y Week 24 N N M M N N N N
Week 36 N N N M M N N N
Week 458 Y N N M M N N N
Week o0 Y Y ¥ M Y Y N ¥
Week 72 N N N M M N N N
Week 84 Y N N M M N N N
Week 96
Week 108
Week 120
Week 132
Week 144
Week 156
Week 168
Week 180
Week 192

COL

-y Week 24 N N M M N N N N
Week 36 N N N N N N N N
Week 458 Y N N M M N N N
Week o0 Y Y ¥ M Y Y N ¥
Week 72 N N N N N N N N
Week 84 Y N N M M N N N
Week 96
Week 108
Week 120
Week 132
Week 144
Week 156
Week 168

CONFIDENTIAL 154 of 141

May not be reproduced outside of SetPoint Medical without written permission from Document Control.



4 SETPOINT

Statistical Analysis Plan for Long-Term Safety and Exploratory
MEDICAL

Analyses in SPM-020 (The RESET-RA Study)
Doc# CLP-008 Rev C, 15JUL2024

Beduced by at least 7007

Subject’s

Analysis Subject ACRT0
Population 1D Wisil Response SIC28 TIC28 HAQ-DI Pain SGA EGA hsCRP
Week 180
Week 192

MNote: Response defined by at least 7004 reduction from baseline (i.e., on the day of informed consent for TOL and Week 12 for COL) mn TIC28

and SJC28 and 3 our 5 outcomes, according to ACR. definition.

SOURCE: xxomxx SAS 94 {program location} {run datefime}
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Statistical_ﬁnalysis Plan for Long-Term Safety and Exploratory - S E T PO' N T
Analyses in SPM-020 (The RESET-RA Study) MEDICAL

Doc# CLP-008 Rev C, 15JUL2024

Listing 16.8.2.7.4.1
ACRT0) Response from Initiation of Stimulation

Reduced by at least 70%7

Analysis Subject ACRT0 Subject’s
Population 1D Visit Response SIC28 TIC28 HAQ-DI Pain SGA EGA hsCRP
TOL

ak-xx Week 24 M M M M M M M M
Week 36 M M M M M M M M
Week 48 Y M M M M M M M
Week 60 Y Y Y M Y Y M Y
Week 72 M M M M M M M M
Week 84 Y M M M M M M M
Week 96
Week 108
Week 120
Week 132
Week 144
Week 156
Week 168
Week 180
Week 192

COL

NH-XNKK Week 24 M M M M M M M M
Week 36 M M M M M M M M
Week 48 Y M M M M M M M
Week 60 Y Y Y M Y Y M Y
Week 72 M M M M M M M M
Week 84 Y M M M M M M M
Week 96
Week 108
Week 120
Week 132
Week 144
Week 156
Week 168
Week 180
Week 192
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Statiﬂtical_ﬁnalyﬂiﬂ Plan for Long-Term Safety and Exploratory - s E T PO' N T
Analyses in SPM-020 (The RESET-RA Study) MEDICAL

Doc# CLP-008 Rev C, 15JUL2024

Beduced by at least 7007

Analysis Subject ACRT0 Subject’s
Population 1D Wisil Response SIC28 TIC28 HAQ-DI Pain SGA EGA hsCRP

MNote: Response defined by at least 70P% reduction from inigation of stimulation (i.e., Day 0 for subjects in TOL, and Week 12 for subjects in COL)
in TIC28 and SJC28 and 3 our 5 outcomes, according to ACR definition.

MNole Lo programmer:
Subjects from both TOL and COL populations are listed here.

SOURCE: xxomxx SAS 94 {program location} {run datefime}
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Statistical_ﬁnalysis Plan for Long-Term Safety and Exploratory - S E T PO' N T
Analyses in SPM-020 (The RESET-RA Study) MEDICAL

Doc# CLP-008 Rev C, 15JUL2024

Listing 16.82.7.5
CDAl

Population Subject Visit CDAI Score LDA Remission MCID from MCID from
Analysis 1D (=28 1w <10) (0t =28) Baseline Initiation of
Stmulation

TOL

XK Baseline XX
Day 0 XXX
Week 12 XX

Week 24

Week 36

Week 48

Week 60

Week 72

Week 54

Week 96

Week 108

Week 120

Week 132

Week 144

Week 156

Week 168

Week 180

Week 192

e 2 Z
2 EEE
- 2
o Z

COL

XXX Week 12 AN.X ™ ™
Week 24 Y M Y Y
Week 36 Y Y
Week 48
Week o0
Week 72
Week 584
Week 96
Week 108
Week 120
Week 132
Week 144
Week 156
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Statiﬂtical_ﬁnalyﬂiﬂ Plan for Long-Term Safety and Exploratory - s E T PO' N T
Analyses in SPM-020 (The RESET-RA Study) MEDICAL

Doc# CLP-008 Rev C, 15JUL2024

Population Subject Visit CDAI Score LDA Remission MCID from MCID from
Analysis 1D (=28 1w <10) (0t =28) Baseline Initiation of
Stmulation

Week 168

Week 180

Week 192

Note: The MCID varies depending on RA disease activity at baseline (i.e., on the day of informed consent for TOL and at Week 12 for COL)
or imtiation of stimulation (TOL, COL): -12 for high activity (CDAL = 22), -6 for moderate activity (=10 to < 22), or 1 if low disease activity
(=28 = 10).

MNole 1o progmmmer: Baseline on the day of informed consent for TOL and at Week 12 for COL.

SOURCE: xxxxx SAS 94 {program location} {run date/time}
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Statistical_ﬁnalysis Plan for Long-Term Safety and Exploratory - S E T PO' N T
Analyses in SPM-020 (The RESET-RA Study) MEDICAL

Doc# CLP-008 Rev C, 15JUL2024

Listing 16.82.7.6
DAS28-CRP

MCID from DAS2E-CRP
MCID from Initiation of GoodModerat
Population Subject DAS28-CRP LDA Remission Baseline Stimulation e EULAR
Analysis D Visit Scone 0.61w=132) (010 =2.6) {-1.2) {-1.2) Response
TOL

-- M
Moderate
Y Good

AN-NHNK Baseline X
Day 0 XX
Week 12 X
Week 24 X
Week 36
Week 48
Week o0
Week 72
Week 54
Week 96
Week 108
Week 120
Week 132
Week 144
Week 156
Week 168
Week 180
Week 192

- o E 2

- 2L Z

o 2
-

COL

AH-XAKK Week 12 XX
Week 24 XX
Week 36 XX
Week 48 XX
Week 60
Week 72
Week 54
Week 96
Week 108
Week 120
Week 132
Week 144

Mﬂr:icmlc
Good

- o E 2
- 2L Z
o 2

|
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Statiﬂtical_ﬁnalyﬂiﬂ Plan for Long-Term Safety and Exploratory - s E T PO' N T
Analyses in SPM-020 (The RESET-RA Study) MEDICAL

Doc# CLP-008 Rev C, 15JUL2024

Week 156
Week 168
Week 180
Week 192

MNole o programmer; Baseline on the day of informed consent for TOL and at Week 12 for COL.

SOURCE: xxomxx SAS 9.4 {program location} {run date/time}
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Statistical_ﬁnalysis Plan for Long-Term Safety and Exploratory - S E T PO' N T
Analyses in SPM-020 (The RESET-RA Study) MEDICAL

Doc# CLP-008 Rev C, 15JUL2024

Listing 16.82.7.7
HAQ-DI

Population Subject MCID from Baseline MCID from Initiation of
Analysis 1D Visil HAQ-DI Score {-01.22) Stumulation
TOL

AN-XHAN Baseline X
Day 0 XX
Week 12 X
Week 24 X
Week 36 X
Week 48
Week &0
Week 72
Week 84
Week 96
Week 108
Week 120
Week 132
Week 144
Week 156
Week 168
Week 180
Week 192

- o E 2

COL

AN-XHAN Week 12 X --
Week 24 X
Week 36 X
Week 48 X

Week 60

Week 72

Week 84

Week 96

Week 108

Week 120

Week 132

Week 144

Week 156

o 2
o 2
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Statistical Analysis Plan for Long-Term Safety and Exploratory
Analyses in SPM-020 (The RESET-RA Study)
Doc# CLP-008 Rev C, 15JUL2024

4 SETPOINT

MEDICAL

Population Subject
Analysis 1D Visil HAQ-DI Score

MCID from Baseline
{-0.22)

MCID from Imtiation of
Sumulation

eck 168
eek 180
eck 192

===

(]

MNole o programmer; Baseline on the day of informed consent for TOL and at Week 12 for COL

SOURCE: xxomxx SAS 9.4 {program location} {run date/time}
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Statiﬂtical_ﬁnalyﬂiﬂ Plan for Long-Term Safety and Exploratory - s E T PO' N T
Analyses in SPM-020 (The RESET-RA Study) MEDICAL

Doc# CLP-008 Rev C, 15JUL2024

Listing 16.82.7.8

RAMRIS
Bone Progression?
Population — Subject Synovitis Osleitis Erosion {Bone Erosion
Analysis 1D Visit Score SCOTE SCOTE Increase = 0.5)  CARLOS
TOL w-xxxx  Baseline (Screening) X X X - X
Week 24 -
% Change from baseline N
COL ix-xxxy  Baselme (Week 12)
Week 24
Change from baseline
MNole to programmer: Baseline during Screening for TOL and at Week 12 for COL
SOURCE: xxomxx SAS 94 {program location} {run datefime}
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Statiﬂtical_ﬁnalyﬂiﬂ Plan for Long-Term Safety and Exploratory - s E T PO' N T
Analyses in SPM-020 (The RESET-RA Study) MEDICAL

Doc# CLP-008 Rev C, 15JUL2024

Listing 16.82.7.9

EQ-5D-5L
Population Subject o - TV Usual e o - T Index
Analysis D Visit Mobility Self-Care Activities Pain/Discomfort  Anxiety/Depression  EQ-VAS value
TOL
-NANK Week 24 X X X X X XX X
Week 48
Week 96
Week 144
COL
-NANK Week 24 X X X X X XX X
Week 48
Week 96
Week 144
Week 192
SOURCE: xxomxx SAS 94 {program location} {run datefime}
1350f 141
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Statistical_ﬁnalysis Plan for Long-Term Safety and Exploratory - s E T PO] N T
Analyses in SPM-020 (The RESET-RA Study) MEDICAL
Doc# CLP-008 Rev C, 15JUL2024

Listing 16.8.2.7.10
SF-36

Population — Subject Visit
Analysis D '

PCS score MCS scone

TOL

AN-3NK Week 24
Week 48
Week 96
Week 144
COL

XK Week 24
Week 48

Week 96

Week 144

Week 192

SOURCE: xxxxx SAS 94 {program location} {run date/time}
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Statistical Analysis Plan for Long-Term Safety and Exploratory
Analyses in SPM-020 (The RESET-RA Study)
Doc# CLP-008 Rev C, 15JUL2024

% SETPOINT

MEDICAL

Listing 16.8.2.7.11
Subject Satisfaction

Population Subject

How satisfied are you with the

Would you recommend

. Wisit SetPoint System for treatment it to a family member Comment
Analysis D :
of your RA or a friend?
TOL
XXX Week 24 Very satisfied Yes
XXX Week 24 Satisfied Yes
XXK-XKX Week 24 Neither satisfied nor dissatisfied No
XXX Week 24 Somewhat dissatisfied No
XXX Week 24 Very dissatisfied No
COL
XXX Week 24 Very satisfied Yes
XXX Week 24 Satisfied Yes
XXK-XKX Week 24 Neither satisfied nor dissatisfied No
XXX Week 24 Somewhat dissatisfied No
XXX Week 24 Very dissatisfied No

SOURCE: xxomxx SAS 94 {program location} {run datefime}
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Statistical Analysis Plan for Long-Term Safety and Exploratory

Analyses in SPM-020 (The RESET-RA Study)
Doc# CLP-008 Rev C, 15JUL2024

4 SETPOINT

MEDICAL

Listing 16.8.2.7.12
Inflammatory Biomarkers

Population  Subject

Analysis D Visit

IL-&
(pg/mL)

IL-6 SAA
% Change (pg/ml)

SAA
% Change

MMP-3
(pg/mL)

MMP-3
% Change

TOL
XX-XXKX Baseline
Day 0

Week 12

Week 24

Week 36

Week 48

Week o0

Week 72

Week 84

Week 96

Week 108
Week 120

Week 132

Week 144

Week 156

Week 168

Week 180

Week 192

COL

XX-XXKX Week 12
Week 24

Week 36

Week 48

Week o0

Week 72

Week 84

Week 96

Week 108

Week 120

Week 132

Week 144
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Statistical_ﬁnalysis Plan for Long-Term Safety and Exploratory - S E T PO' N T
Analyses in SPM-020 (The RESET-RA Study) MEDICAL

Doc# CLP-008 Rev C, 15JUL2024

MNole o programmer; Percent change from baseline (i.e., Screening for TOL and at Week 12 for COL).

SOURCE: xxomxx SAS 9.4 {program location} {run date/time}
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Statistical Analysis Plan for Long-Term Safety and Exploratory - s ET PO] N T
Analyses in SPM-020 (The RESET-RA Study)

MEDICAL
Doc# CLP-008 Rev C, 15JUL2024

Listing 16.82.8
Adverse Events

System Organ
Class/ )
Subject ID  Preferred Term/ D“{"“];;“;a“* R‘“:ﬂ:"z Date Severity ~ SAE?  Relationship
Adverse Event Y Y

Verbatim

Analysis Treatment/
Population

oulcome

TOL
I DD-MMM-YYYY  DD-MMM-YYYY
EX-XXXX EXEXXN

RN
/ AR XX
AN ( ] { ]

XXXXXX

aXRAAy
aXRAAy
aXRAAy

COL

HH-KANK MNone

Note: If' a Subject has no AEs then "None" will be displayed. Adverse Events are coded in MedDR A V21.0 or later.
MNole 1o progmmmer: 1T Ongoing is checked then list “Continuing™ in the place for “Resolution Date (Day)™.

SOURCE: xxxxx SAS 94 {program location} {run date/time}
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Statistical_ﬁnalysis Plan for Long-Term Safety and Exploratory - s ET POI N T
Analyses in SPM-020 (The RESET-RA Study) MEDICAL

Doc# CLP-008 Rev C, 15JUL2024

Listing 16.82.9
Device Deficiencies

Analysis Deficiency Deficiency Associated with  Associated with

. Subjec Deficiency 1D . . . eseriph
Population Subject ID Heleney Date Related To AE? SAE? Description

TOL
KX-XXXX

COL
KX-XXXX

SOURCE: xxomxx SAS 9.4 {program location} {run date/time}
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