Population: ITT.
Endpoint: Descriptive statistics of centers, countries and geographical regions.
Model: --.

Study: BP39055 SUNFISH - Part 2.

Center Country Geo: al region (2)
Category. N (3) % (3) N of patients randomized (4) % randomized patients (5) N (3) % (3) N of patients randomized (4) % randomized patients (5) N _(3) % (3) N of patients randomized (4) % randomized patients (5)
overall 42 100 180 100 14 100 180 100 2 100 180 100
with <10 patients per arm (1) 42 100 180 100 14 100 180 100 0 0 0 0
with >=10 patients per arm (1) 0 0 0 0 0 0 0 0 2 100 180 100

(1) <10 patients category if at least one treatment arm has <10 patients. >=10 patients category if both treatment arms have >=10 patients.
(2) Geographical region: Europe, Rest of the world
(3) N = number of centers / countries / regions. % compared to overall number.

(4) Number of patients randomized in the corresponding category (e.g. number of patients randomized in centers with <10 pts per arm).

5 d patients in centers with <10 patients per arm compared to overall number of randomized patients).

(5) % of randomized patients compared to overall number of randomized patients (e.g . $ of randomi
Clinical Cutoff Date: 06SEP2019.

Program: root/clinical studies/R0O7034067/CDPT7916/BP39055/data_analysis/ACE_CSR_part2/prod/program/t_center.sas
Output: root/clinical studies/R07034067/CDPT7916/BP39055/data_analysis/ACE_CSR_part2/prod/output/t_center IT.xls
12JUN2020 10:35



POPULATION: Safety-Evaluable Population

ENDPOINT: --

MODEL: descriptive

STUDY: BP39055 SUNFISH - Part 1

Number of Patients who Died including Primary Reason

Null Report: No observations met the reporting criteria for inclusion in this output.

Clinical cut-off: 30SEP2020

Program: root/clinical studies/R0O7034067/CDPT7916/BP39055/data analysis/ACE CSR part2 2y/prod/program/t dd.sas
Output: root/clinical studies/R07034067/CDPT7916/BP39055/data analysis/ACE CSR part2 2y/prod/output/t dd SE Pl.xls

11MAR2021 20:42



ITT.

Population:

Endpoint: Number of Patients by Country and Study Site.

Model:

Study: BP39055 SUNFISH - Part 2.
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116970 1 (10.0%) 0 1 ( 6.7%)
116971 1 (10.0%) 0 1 ( 6.7%)
116974 2 (20.0%) 0 2 (13.3%)
117424 1 (10.0%) 0 1 ( 6.7%)
55965 3 (30.0%) 0 3 (20.0%)
94326 1 (10.0%) 2 (40.0%) 3 (20.0%)
94348 0 (20.0%) 1 ( 6.7%)
96007 0 1 (20.0%) 1 ( 6.7%)
Poland
n 24 8 32
113502 10 (41.7%) (37.5%) 13 (40.6%)
118492 10 (41.7%) (12.5%) 11 (34.4%)
118493 4 (16.7%) 4 (50.0%) 8 (25.0%)
Russian Federation
n 1 3 4
119495 1 ( 100%) 3 ( 100%) 4 ( 100%)
Serbia
n 4 4 8
119862 4 ( 100%) 4 ( 100%) 8 ( 100%)
Turkey
n 1 0 1
107710 1 ( 100%) 0 1 ( 100%)
United States
n 3 1 4
47566 2 (66.7%) 1 ( 100%) 3 (75.0%)
48342 1 (33.3%) 0 1 (25.0%)

Clinical Cutoff Date: 06SEP2019.

Program: root/clinical studies/RO7034067/CDPT7916/BP39055/data analysis/ACE CSR part2/prod/program/t dm2.sas
Output: root/clinical studies/RO7034067/CDPT7916/BP39055/data analysis/ACE CSR part2/prod/output/t dm2 IT.xls
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Population: ITT.

Endpoint: Number of Patients by Country and Study Site.
Model: --.

Study: BP39055 SUNFISH - Part 1.

Risdiplam (N=35) Placebo (N=16) Total (N=51)

Country
n 3

Belgium

Germany

France
Italy 26

Study Site by country

Belgium
n 3 0 3
96838 3 ( 100%) 0 3 ( 100%)

Germany
n 4 0 4
114822 4 ( 100%) 0 4 ( 100%)

France
n 2 2 4
54061 2 ( 100%) 2 ( 100%) 4 ( 100%)

Italy
n 26 1

)
)

105090 15 (57.7% 7 (50.0%
107431 11 (42.3% 7 (50.0%

22 (55.0%
18 (45.0%

Nl R VNS
o~
—|<]o

Clinical Cutoff Date: 09JAN2019.

Program: root/clinical studies/R0O7034067/CDPT7916/BP39055/data analysis/ACE CSR partl/prod/program/t dm2.sas



Output: root/clinical studies/RO7034067/CDPT7916/BP39055/data analysis/ACE CSR partl/prod/output/t dm2 IT Pl.xls
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POPULATION: Intent-to-Treat Population

ENDPOINT: --

MODEL: descriptive

STUDY: BP39055 SUNFISH - Part 1

Patients who Discontinued Study including Reason

Risdiplam (N=35) Placebo (N=16)
Discontinued study
n 1 (2.9%)
Withdrawal by subject 1 9%

Clinical cut-off: 30SEP2020

Program: root/clinical studies/RO7034067/CDPT7916/BP39055/data analysis/ACE CSR part2 2y/prod/program/t dsstu.sas
Output: root/clinical studies/R07034067/CDPT7916/BP39055/data analysis/ACE CSR part2 2y/prod/output/t dsstu IT Pl.xls
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Population: ITT.

Endpoint: Patient disposition.

Model: --.

Study: BP39055 SUNFISH - Part 2.

Risdiplam (N=120) Placebo (N=60) Total (N=180)

Type Reason N % N % N %

Discontinued Study 3 2.5 1 1.7 4 2.2
OTHER 3 2.5 1 1.7 4

211 patients were screened with 31 screening failures.

Program: root/clinical studies/R0O7034067/CDPT7916/BP39055/data analysis/ACE CSR part2/prod/program/t ds.sas
Output: root/clinical studies/R07034067/CDPT7916/BP39055/data analysis/ACE CSR part2/prod/output/t ds IT.xls

12JUN2020 10:38

These are listed on pp.

7304-7305 of the Clincial Study Report

(report no.

1099250

dated 27FEB2020) .



Population: ITT.

Endpoint: Duration of Follow-up.

Model: --.

Study: BP39055 SUNFISH - Part 2.

Risdiplam Placebo Total
Follow-up Duration (days) n 120 60 180
Mean (SD) 436.82 (73.06) 443.18 (72.12) 438.94 (72.01)
Median 422.50 422.50 422.50
Min - Max 100.0 - 673.0 182.0 - 696.0 100.0 - 696.0
MFM Follow-up Duration (days) n 120 60 180
Mean (SD) 400.94 (54.21) 404.33 (51.39) 402.07 (53.17)
Median 393.00 391.00 392.00
Min - Max 155.0 - 575.0 312.0 - 582.0 155.0 - 582.0

Follow-up duration is the date of the last visit minus the date of the first visit plus one day.
Clinical Cutoff Date: 06SEP2019.

Program: root/clinical studies/R0O7034067/CDPT7916/BP39055/data analysis/ACE CSR part2/prod/program/t fu.sas
Output: root/clinical studies/RO7034067/CDPT7916/BP39055/data analysis/ACE CSR part2/prod/output/t fu IT.xls
12JUN2020 10:39



POPULATION: Intent-to-Treat Population
ENDPOINT: --

MODEL: descriptive

STUDY: BP39055 SUNFISH - Part 2
Follow-up by Endpoint

Risdiplam (N=120) Placebo (N=60) All (N=180)
Follow-up Duration (days) n 120 60 180
Mean (SD) 794.74 (118.87) 811.95 (114.43) 800.48 (117.37)
Median 810 812.5 811

Min - Max

100.0 - 1066.0

182.0 - 1086.0

100.0 - 1086.0

MFM Follow-up Duration (days) n 120 60 180
Mean (SD) 757.73 (110.69) 746.85 (97.37) 754.11 (106.29)
Median 758 756.5 757

Min - Max

155.0 - 961.0

312.0 - 937.0

155.0 - 961.0

MFM Follow-up Duration is the date of the last visit minus the date of the first visit plus one day.

Clinical cut-off: 30SEP2020

Program: root/clinical studies/R0O7034067/CDPT7916/BP39055/data analysis/ACE CSR part2 2y/prod/program/t fu.sas

Output: root/clinical studies/R0O7034067/CDPT7916/BP39055/data analysis/ACE CSR part2 2y/prod/output/t fu IT P2.xls

25FEB2021 10:46




Population: Type III SMA.

Endpoint: Demographics and baseline characteristics.

Model: --.

Study: BP39055 SUNFISH - Part 2.

Risdiplam Placebo Total

N 36 16 52

Age [years] at screening n 36 16 52
Mean (SD) 12.6 (5.6) 12.2 (6.8) 12.5 (5.9)
Median 13.5 12.0 13.5
IOR 9 - 17 6 - 18 8 - 17
Min - Max 2 - 25 3 - 24 2 - 25

Age group [years] n 36 16 52
2 - <6 4 (11.1%) 4 ( 25.0%) 8 ( 15.4%)
6 - 11 11 ( 30.6%) 4 ( 25.0%) 15 ( 28.8%)
12 - 17 15 ( 41.7%) 4 ( 25.0%) 19 ( 36.5%)
18 - 25 6 ( 16.7%) 4 ( 25.0%) 10 ( 19.2%)

Sex n 36 16 52
Male 19 ( 52.8%) ( 50.0%) 27 ( 51.9%)
Female 17 ( 47.2%) ( 50.0%) 25 ( 48.1%)

Race n 36 16 52
Asian 5 ( 13.9%) 1 ( 6.3%) 6 ( 11.5%)
Black or African American 2 ( 5.6%) 0 ( 3.8%)
White 25 ( 69.4%) 13 ( 81.3%) 38 ( 73.1%)
Unknown 4 (11.1%) 2 (12.5%) 6 ( 11.5%)

Ethnicity n 36 16 52




Not Hispanic or Latino 36 (100%) 16 (100%) 52 (100%)

Patients are grouped by initial treatment received.
Clinical Cutoff Date: 06SEP2019.
Subgroup categories with 0 patients not reported.

Program: root/clinical studies/R07034067/CDPT7916/BP39055/data analysis/ACE CSR part2/prod/program/t_dm.sas
Output: root/clinical studies/R0O7034067/CDPT7916/BP39055/data analysis/ACE CSR part2/prod/output/t dm IT T3.xls
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Population: Type III SMA.

Endpoint: Motor Function Scale Scores by Treatment Arm Group at Baseline.
Model: --.
Study: BP39055 SUNFISH - Part 2.
Risdiplam Placebo
N 36 16
MFM32 total score n 35 15
Median (min-max) 55.21 (29.2-71.9) 58.33 (35.4-71.9)
Mean (SD) 54.35 (9.62) 55.14 (9.63)
RULM total score n 36 16
Median (min-max) 27.00 (13.0-36.0) 25.50 (15.0-38.0)
Mean (SD) 25.56 (6.58) 25.31 (7.14)
HFMSE total score n 36 16
Median (min-max) 25.50 (2.0-48.0) 29.00 (4.0-43.0)
Mean (SD) 25.50 (12.81) 24.81 (13.53)

Patients are grouped by initial treatment. HFMSE=Hammersmith Functional Motor Scale Expanded; MFM32=Motor Function Measure 32; RULM=Revised Upper Limb Module.
Clinical Cutoff Date: 06SEP2019.

Program: root/clinical studies/R0O7034067/CDPT7916/BP39055/data analysis/ACE CSR part2/prod/program/t dm mfss.sas
Output: root/clinical studies/R07034067/CDPT7916/BP39055/data analysis/ACE CSR part2/prod/output/t dm mfss IT P2 T3.xls
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Population: Type III SMA.

Endpoint: SMA Baseline Disease Characteristics.
Model: --.

Study: BP39055 SUNFISH - Part 2.

Risdiplam Placebo Total
N 36 16 52
SMN2 copy number 2 2 ( 5.6%) 0 ( .8%)
3 24 (66.7%) 10 (62.5%) 4%
4 10 (27.8%) 6 (37.5%) %)
SMA type TYPE III 36 ( 100%) 16 ( 100%) 52 ( 100%)
Age of onset of initial symptoms (in Months) n 36 16 52
Mean (SD) 19.8 (10.9) 33.3 (36.8) 24.0 (22.8)
Median 17.3 18.4 17.8
Min - Max 0 - 57 8 - 135 0 - 135
Time between onset of initial SMA symptoms to first treatment (in Months) n 36 16 52
Mean (SD) 138.4 (65.7) 118.8 (82.1) 132.4 (70.9)
Median 144.6 110.3 143.0
Min - Max 19 - 275 1 - 243 1 - 275
Number and percentage of patients that could or could not stand Standing 11 (30.6%) 4 (25.0%) 15 (28.8%)
Could not stand 25 (69.4%) 12 (75.0%) 37 (71.2%)
Number and percentage of patients that could or could not walk (walkers and non-
walkers) Walking 3 ( 8.3%) 1 ( 6.3%) 4 (7.7%)
Could not walk 33 (91.7%) 15 (93.8%) 48 (92.3%)
Number of fractures (None, 1-2, 3-5 or >= 6) NONE 27 (75.0%) 14 (87.5%) 41 (78.8%)
1-2 9 (25.0%) 2 (12.5%) 11 (21.2%)
Scoliosis (yes/no) Yes 24 (66.7%) 11 (68.8%) 35 (67.3%)
No 12 (33.3%) 5 (31.3%) 17 (32.7%)
Degree of curvature due to scoliosis (<10, 10-40, >40) 0-10 8 (22.2%) 3 (18.8%) 11 (21.2%)
10-40 7 (19.4%) 4 (25.0%) 11 (21.2%)
>40 9 (25.0%) 4 (25.0%) 13 (25.0%)
Surgery for scoliosis before screening (yes/no) Yes 5 (13.9%) 4 (25.0%) (17.3%)
No 23 (63.9%) 10 (62.5%) 33 (63.5%)
Hip subluxation or dislocation (yes/no) Yes (16.7%) 4 (25.0%) 10 (19.2%)
No 30 (83.3%) 12 (75.0%) 42 (80.8%)
Hip surgery (yes/no) Yes 2 ( 5.6%) 2 (12.5%) 4 (7.7%)
No 34 (94.4%) 14 (87.5%) 48 (92.3%)




Patients are grouped by initial treatment received. Standing is defined as with MFM item 25 score >=1 at baseline. Walking is defined as with HFMSE item 20 score >=2 at baseline.
Ambulatory is defined as having the ability to walk unassisted for 10 metres or more.

Clinical Cutoff Date: 06SEP2019.

Subgroup categories with 0 patients not reported.

Program: root/clinical studies/R07034067/CDPT7916/BP39055/data_analysis/ACE_CSR part2/prod/program/t_dm sma.sas
Output: root/clinical studies/R0O7034067/CDPT7916/BP39055/data analysis/ACE_CSR_part2/prod/output/t _dm sma IT P2 T3.xls
30JUL2020 15:17



Population: ITT, Type III SMA.

Endpoint: Change from Baseline in Total score of the RULM (Analysis of MMRM) (Placebo Controlled Period) .
Model: Stratified analysis.

Study: BP39055 SUNFISH - Part 2.

All n/a Baseline 36 36 0 16 16 0 ITT Adjusted
Week 17 36 36 36 16 16 16 0.86 0.35 0.11 0.48 0.74 0.60 -0.46 1.95 0.37 -0.22 0.95 ITT Adjusted
Week 35 35 35 35 16 16 16 1.03 0.44 -0.76 0.62 1.79 0.76 0.26 3.31 0.70 0.10 1.30 ITT Adjusted
Week 52 34 34 34 15 15 15 1.74 0.42 -0.45 0.60 2.19 0.74 0.71 3.67 0.91 0.28 1.53 ITT Adjusted

1) Patients with a value at baseline and a post-baseline value at the respective visit
2) LSMeans of change from baseline from MMRM.

3) Contrasts from MMRM.

4) Factors/Covariates: treatment, visit, treatment-by-visit interaction, baseline value, baseline-by-visit interaction.
Data as observed (no imputation of missing values).

Covariance matrix: unstructured. Clinical Cutoff Date: 06SEP2019. NE when shown, means Not Estimable.

Program: root/clinical_studies/R07034067/CDPT7916/BP39055/data_analysis/ACE_CSR_part2/prod/program/t_eff mmrm.sas

Output: root/clinical studies/R07034067/CDPT7916/BP39055/data_analysis/ACE_CSR_part2/prod/output/t_eff mmrm_IT_T3_DB_RULM.xls

04MAR2021 13:59

Adjusted for randomization stratification factors.




Population: Type III SMA.

Endpoint: Summary of RULM Total Score at each timepoint up to month 12 (Placebo Controlled Period) .
Model: --

Study: BP39055 SUNFISH - Part 2.

Risdiplam (N=36) Placebo (N=16)
Patients Statistics Patients Statistics
Name Level Visit in study (1) % (2) with value (3) S (4) mean (5) SD in study (1) $ (2) with value (3) S (4) mean (5) SD
All All Baseline 36 100 36 100 25.56 6.58 16 100 16 100 25.31 7.14
Week 17 36 100 36 100 26.19 6.60 16 100 16 100 25.44 7.06
Week 35 36 100 35 97.2 26.40 7.37 16 100 16 100 24.56 6.09
Week 52 36 100 34 94.4 27.09 7.00 15 100 15 100 24.73 6.73
1) In study: number of patients in study at the respective visit.
2) % based on the number of patients with observations at respective visit.
3) With value: number of patients in study and with values at the respective visit - used for the calculation of the mean and SD.
4) % based on patients in study at the respective visit.
5) Mean: descriptive statistics - absolute values.
1

Clinical Cutoff Date: 06SEP2019. NE when shown, means Not Estimable.

Program: root/clinical studies/R0O7034067/CDPT7916/BP39055/data_analysis/ACE CSR part2/prod/program/t eff mean.sas

Output: root/clinical studies/R07034067/CDPT7916/BP39055/data_analysis/ACE_CSR part2/prod/output/t_eff mean IT T3 DB RULM.xls
14DEC2020 17:38




Population: Type III SMA.

Endpoint: Change from Baseline Response >= 2 in Total score of the RULM.
Model: Stratified analysis.

Study: BP39055 SUNFISH - Part 2.

Algorithm Algorithm Algorithm Algorithm
a11 - 36| 100 | 16 44.4 |16| 100 | 3 18.8 4.47 converged. 0.96 20.81 0.293 converged. -0.011 0.597 2.44 converged. 0.81 7.33 0.1104 0.41 converged. 0.14 1.23

1) Patients with response at week 52. Patients with no response information at week 52 are counted as nonresponders.

2) Factors/Covariates: treatment, baseline value. Adjusted for randomization stratification factors.

When there are no patients with/ without response in either arm, estimates and confidence limits for odds ratio and relative risk are reported as 0 or Infinity as appropriate.
When there are no patients with/ without response in both arms, the estimate for absolute risk difference is set to 0 and all other model estimates are set to 'NR' (Not Reported).
Clinical Cutoff Date: 06SEP2019.

NE when shown, means Not Estimable. * when shown, indicates convergence problem: result is uninterpretable.

Program: root/clinical_studies/R07034067/CDPT7916/BP39055/data_analysis/ACE_CSR_part2/qa/program/t_eff_qresp.sas
Output: root/clinical_studies/RO7034067/CDPTT916/BP39055/data_analysis/ACE_CSR_part2/qa/output/t_eff_qresp_IT_T3_DB_RULM GE2.x1s
15SEP2020 14:15



Population: Type III SMA.

Endpoint: Change from Baseline Response >= 0 in Total score of the RULM.
Model: Stratified analysis.

Study: BP39055 SUNFISH - Part 2.

Algorithm Algorithm Algorithm Algorithm
a11 - 36| 100 | 26 72.2 |16 | 100 | 7 43.8 3.39 converged. 0.92 12.43 0.266 converged. -0.029 0.562 1.54 converged. 0.83 2.84 0.1643 0.65 converged. 0.35 1.20

1) Patients with response at week 52. Patients with no response information at week 52 are counted as nonresponders.

2) Factors/Covariates: treatment, baseline value. Adjusted for randomization stratification factors.

When there are no patients with/ without response in either arm, estimates and confidence limits for odds ratio and relative risk are reported as 0 or Infinity as appropriate.
When there are no patients with/ without response in both arms, the estimate for absolute risk difference is set to 0 and all other model estimates are set to 'NR' (Not Reported).
Clinical Cutoff Date: 06SEP2019.

NE when shown, means Not Estimable. * when shown, indicates convergence problem: result is uninterpretable.

Program: root/clinical_studies/R07034067/CDPT7916/BP39055/data_analysis/ACE_CSR_part2/qa/program/t_eff_qresp.sas
Output: root/clinical_studies/RO7034067/CDPTT916/BP39055/data_analysis/ACE_CSR_part2/qa/output/t_eff_gresp_IT_T3_DB_RULM GEO.xls
15SEP2020 14:01



Population: ITT, Type III SMA.

Endpoint: Change from Baseline in Total score of the MFM-32 (Analysis of MMRM) (Placebo Controlled Period) - policy
Model: Stratified analysis.

Study: BP39055 SUNFISH - Part 2.

All n/a Baseline 36 35 0 16 15 0 ITT Adjusted
Week 17 35 35 35 15 15 15 0.72 0.40 0.36 0.54 0.36 0.66 -0.98 1.70 0.16 -0.43 0.76 ITT Adjusted
Week 35 35 35 35 15 15 15 0.65 0.56 -0.45 0.81 1.10 0.98 -0.88 3.08 0.34 -0.26 0.94 ITT Adjusted
Week 52 35 35 35 14 14 14 0.89 0.50 -0.58 0.73 1.48 0.88 -0.29 3.24 0.52 -0.09 1.14 ITT Adjusted

1) Patients with a value at baseline and a post-baseline value at the respective visit
2) LSMeans of change from baseline from MMRM.

3) Contrasts from MMRM.

4) Factors/Covariates: treatment, visit, treatment-by-visit interaction, baseline value, baseline-by-visit interaction. Adjusted for randomization stratification factors.
* Data after use of prohibited medication is included. Data as observed (no imputation of missing values).

Covariance matrix: unstructured. Clinical Cutoff Date: 06SEP2019. NE when shown, means Not Estimable.

Program: root/clinical_studies/R07034067/CDPT7916/BP39055/data_analysis/ACE_CSR_part2/prod/program/t_eff mmrm.sas
Output: root/clinical studies/R07034067/CDPT7916/BP39055/data_analysis/ACE_CSR part2/prod/output/t_eff mmrm IT_T3_DB_MFM.xls
04MAR2021 13:58




Population: Type III SMA and Hypothetical strategy estimand: data after use of prohibited medication not included.
Endpoint: Summary of MFM-32 Total Score at each timepoint up to month 12 (Placebo Controlled Period).

Model: --

Study: BP39055 SUNFISH - Part 2.

Risdiplam (N=36) Placebo (N=16)
Patients Statistics Patients Statistics

Name Level Visit in study (1) % (2) with value (3) S (4) mean (5) SD in study (1) $ (2) with value (3) S (4) mean (5) SD
All All 0 0 NE NE NE 0 0 NE NE NE

Baseline 36 100 35 97.2 54.35 9.62 16 100 15 93.8 55.14 9.63

Week 17 36 100 35 97.2 54.76 9.81 16 100 15 93.8 55.42 10.30

Week 35 36 100 35 97.2 54.70 10.13 16 100 15 93.8 54.58 9.00

Week 52 36 100 35 97.2 54.94 9.86 15 100 14 93.3 54.17 9.92

In study: number of patients in study at the respective visit.
% based on the number of patients with observations at respective visit.
With value: number of patients in study and with values at the respective visit - used for the calculation of the mean and SD.

)
)
)
) % based on patients in study at the respective visit.
) Mean: descriptive statistics - absolute values.

1

inical Cutoff Date: 06SEP2019. NE when shown, means Not Estimable.
Program: root/clinical studies/R0O7034067/CDPT7916/BP39055/data analysis/ACE CSR part2/prod/program/t eff mean.sas

Output: root/clinical studies/R0O7034067/CDPT7916/BP39055/data analysis/ACE CSR part2/prod/output/t eff mean IT T3 HYP DB MFM.xls
14DEC2020 17:49



Population: Type III SMA.

Endpoint: Summary of MFM-32 Total Score at

Model: --
Study: BP39055 SUNFISH - Part 2.

each timepoint up to month 12 (Placebo Controlled Period) .

Risdiplam (N=36) Placebo (N=16)
Patients Statistics Patients Statistics
Name Level Visit in study (1) % (2) with value (3) S (4) mean (5) SD in study (1) $ (2) with value (3) S (4) mean (5) SD
All All Baseline 36 100 35 97.2 54.35 9.62 16 100 15 93.8 55.14 9.63
Week 17 36 100 35 97.2 54.76 9.81 16 100 15 93.8 55.42 10.30
Week 35 36 100 35 97.2 54.70 10.13 16 100 15 93.8 54.58 9.00
Week 52 36 100 35 97.2 54.94 9.86 15 100 14 93.3 54.17 9.92
1) In study: number of patients in study at the respective visit.
2) % based on the number of patients with observations at respective visit.
3) With value: number of patients in study and with values at the respective visit - used for the calculation of the mean and SD.
4) % based on patients in study at the respective visit.
5) Mean: descriptive statistics - absolute values.
Clinical Cutoff Date: 06SEP2019. NE when shown, means Not Estimable.

Program: root/clinical studies/R0O7034067/CDPT7916/BP39055/data_analysis/ACE CSR part2/prod/program/t eff mean.sas

Output: root/clinical studies/R07034067/CDPT7916/BP39055/data_analysis/ACE_CSR part2/prod/output/t_eff mean IT T3 DB _MFM.xls
14DEC2020 17:37




Population: Type III SMA.

Endpoint: Change from Baseline Response >= 3 in Total score of the MFM-32.
Model: Stratified analysis.

Study: BP39055 SUNFISH - Part 2.

Algorithm Algorithm Algorithm
a11 - 35 | 100 8 22.9 15 | 100 0 0.0 Infinity | * 0.00 Infinity 0.349 converged. -0.649 1.346 Infinity converged. 0.11 Infinity 0.3079 0.00 converged. 0.00 9.17

1) Patients with response at week 52. Patients with no response information at week 52 are counted as nonresponders.

2) Factors/Covariates: treatment, baseline value. Adjusted for randomization stratification factors.

When there are no patients with/ without response in either arm, estimates and confidence limits for odds ratio and relative risk are reported as 0 or Infinity as appropriate.
When there are no patients with/ without response in both arms, the estimate for absolute risk difference is set to 0 and all other model estimates are set to 'NR' (Not Reported).
Clinical Cutoff Date: 06SEP2019.

NE when shown, means Not Estimable. * when shown, indicates convergence problem: result is uninterpretable.

Program: root/clinical_studies/R07034067/CDPT7916/BP39055/data_analysis/ACE_CSR_part2/qa/program/t_eff_qresp.sas
Output: root/clinical_studies/RO7034067/CDPT7916/BP39055/data_analysis/ACE_CSR_part2/qa/output/t_eff qresp IT_T3_DB_MFM_GE3.xls
15SEP2020 14:25



Population: Type III SMA.

Endpoint: Change from Baseline Response >= 0 in Total score of the MFM-32.
Model: Stratified analysis.

Study: BP39055 SUNFISH - Part 2.

Algorithm Algorithm Algorithm Algorithm
a11 - 35| 100 | 25 71.4 |15] 100 | 8 53.3 2.93 converged. 0.73 11.85 0.241 converged. -0.075 0.557 1.45 converged. 0.78 2.69 0.2343 0.69 converged. 0.37 1.28

1) Patients with response at week 52. Patients with no response information at week 52 are counted as nonresponders.

2) Factors/Covariates: treatment, baseline value. Adjusted for randomization stratification factors.

When there are no patients with/ without response in either arm, estimates and confidence limits for odds ratio and relative risk are reported as 0 or Infinity as appropriate.
When there are no patients with/ without response in both arms, the estimate for absolute risk difference is set to 0 and all other model estimates are set to 'NR' (Not Reported).
Clinical Cutoff Date: 06SEP2019.

NE when shown, means Not Estimable. * when shown, indicates convergence problem: result is uninterpretable.

Program: root/clinical_studies/R07034067/CDPT7916/BP39055/data_analysis/ACE_CSR_part2/qa/program/t_eff_qresp.sas
Output: root/clinical studies/RO7034067/CDPT7916/BP39055/data_analysis/ACE_CSR_part2/qa/output/t_eff qresp IT_T3_DB_MFM_GEQ.xls
155EP2020 13:59



Population: ITT, Type III SMA.
Endpoint: Change from Baseline in Total score of the MFM-32 (Analysis of MMRM) (Placebo Controlled Period) -

Model: Stratified analysis.
Study: BP39055 SUNFISH - Part 2.

All n/a Baseline 36 35 0 16 15 0 ITT Adjusted
Week 17 35 35 35 15 15 15 0.72 0.40 0.36 0.54 0.36 0.66 -0.98 1.70 0.16 -0.43 0.76 ITT Adjusted
Week 35 35 35 35 15 15 15 0.65 0.56 -0.45 0.81 1.10 0.98 -0.88 3.08 0.34 -0.26 0.94 ITT Adjusted
Week 52 35 35 35 14 14 14 0.89 0.50 -0.58 0.73 1.48 0.88 -0.29 3.24 0.52 -0.09 1.14 ITT Adjusted

1) Patients with a value at baseline and a post-baseline value at the respective visit
2) LSMeans of change from baseline from MMRM.

3) Contrasts from MMRM.

4) Factors/Covariates: treatment, visit, treatment-by-visit interaction, baseline value, baseline-by-visit interaction.
* Data after use of prohibited medication not included. Data as observed (no imputation of missing values).

Covariance matrix: unstructured. Clinical Cutoff Date: 06SEP2019. NE when shown, means Not Estimable.

Program: root/clinical_studies/R07034067/CDPT7916/BP39055/data_analysis/ACE_CSR_part2/prod/program/t_eff mmrm.sas

Output: root/clinical studies/R07034067/CDPT7916/BP39055/data_analysis/ACE_CSR_part2/prod/output/t_eff_mmrm IT_T3_HYP_DB_MFM.xls

04MAR2021 14:08

Adjusted for randomization stratification factors.




Population: Type ITI SMA and Hypothetical strategy estimand: data after use of prohibited medication not included.
Endpoint: Change from Baseline Response >= 3 in Total score of the MFM-32.

Model: Stratified analysis.

Study: BP39055 SUNFISH - Part 2.

Algorithm Algorithm Algorithm
a11 - 35 | 100 8 22.9 15 | 100 0 0.0 Infinity | * 0.00 Infinity 0.349 converged. -0.649 1.346 Infinity converged. 0.11 Infinity 0.3079 0.00 converged. 0.00 9.17

1) Patients with response at week 52. Patients with no response information at week 52 are counted as nonresponders.

2) Factors/Covariates: treatment, baseline value. Adjusted for randomization stratification factors.

When there are no patients with/ without response in either arm, estimates and confidence limits for odds ratio and relative risk are reported as 0 or Infinity as appropriate.
When there are no patients with/ without response in both arms, the estimate for absolute risk difference is set to 0 and all other model estimates are set to 'NR' (Not Reported).
Clinical Cutoff Date: 06SEP2019.

NE when shown, means Not Estimable. * when shown, indicates convergence problem: result is uninterpretable.

Program: root/clinical_studies/R07034067/CDPT7916/BP39055/data_analysis/ACE_CSR_part2/qa/program/t_eff_qresp.sas
Output: root/clinical_studies/RO7034067/CDPTT916/BP39055/data_analysis/ACE_CSR_part2/qa/output/t_eff_qresp IT_T3_HYP_DB_MFM_GE3.xls
15SEP2020 14:26



Population: Type ITI SMA and Hypothetical strategy estimand: data after use of prohibited medication not included.
Endpoint: Change from Baseline Response >= 0 in Total score of the MFM-32.

Model: Stratified analysis.

Study: BP39055 SUNFISH - Part 2.

Algorithm Algorithm Algorithm
a11 - 35| 100 | 25 71.4 |15] 100 | 8 53.3 2.93 converged. 0.73 11.85 0.241 converged. -0.075 0.557 1.45 converged. 0.78 2.69 0.2343 0.69

Algorithm
converged. 0.37 1.28

1) Patients with response at week 52. Patients with no response information at week 52 are counted as nonresponders.

2) Factors/Covariates: treatment, baseline value. Adjusted for randomization stratification factors.

When there are no patients with/ without response in either arm, estimates and confidence limits for odds ratio and relative risk are reported as 0 or Infinity as appropriate.
When there are no patients with/ without response in both arms, the estimate for absolute risk difference is set to 0 and all other model estimates are set to 'NR' (Not Reported).
Clinical Cutoff Date: 06SEP2019.

NE when shown, means Not Estimable. * when shown, indicates convergence problem: result is uninterpretable.

Program: root/clinical_studies/R07034067/CDPT7916/BP39055/data_analysis/ACE_CSR_part2/qa/program/t_eff_qresp.sas
Output: root/clinical_studies/RO7034067/CDPTT916/BP39055/data_analysis/ACE_CSR_part2/qa/output/t_eff_qresp IT_T3_HYP_DB_MFM_GEO.xls
155EP2020 13:59



Population: Type III SMA.

Endpoint: Change from Baseline Response >= 2 in Total score of the HFMSE.
Model: Stratified analysis.

Study: BP39055 SUNFISH - Part 2.

Algorithm Algorithm Algorithm
a11 - 36| 100 | 11 30.6 |16] 100 | 4 25.0 1.65 * 0.36 7.63 0.073 converged. -0.286 0.432 1.38 converged. 0.54 3.51 0.4977 0.73 converged. 0.28 1.86

1) Patients with response at week 52. Patients with no response information at week 52 are counted as nonresponders.

2) Factors/Covariates: treatment, baseline value. Adjusted for randomization stratification factors.

When there are no patients with/ without response in either arm, estimates and confidence limits for odds ratio and relative risk are reported as 0 or Infinity as appropriate.
When there are no patients with/ without response in both arms, the estimate for absolute risk difference is set to 0 and all other model estimates are set to 'NR' (Not Reported).
Clinical Cutoff Date: 06SEP2019.

NE when shown, means Not Estimable. * when shown, indicates convergence problem: result is uninterpretable.

Program: root/clinical_studies/R07034067/CDPT7916/BP39055/data_analysis/ACE_CSR_part2/qa/program/t_eff_qresp.sas
Output: root/clinical studies/RO7034067/CDPT7916/BP39055/data_analysis/ACE_CSR_part2/qa/output/t_eff qresp IT_T3_DB_HFMSE_GE2.xls
15SEP2020 14:14



Population: Type III SMA.
Endpoint: Summary of HFMSE Total Score at each timepoint up to month 12 (Placebo Controlled Period).
Model: --
Study: BP39055 SUNFISH - Part 2.

Risdiplam (N=36) Placebo (N=16)
Patients Statistics Patients Statistics
Name Level Visit in study (1) % (2) with value (3) S (4) mean (5) SD in study (1) $ (2) with value (3) (4) mean (5) SD
All All Baseline 36 100 36 100 25.50 12.81 16 100 16 100 24.81 13.53
Week 17 36 100 36 100 26.25 13.07 16 100 16 100 24.50 12.89
Week 35 36 100 36 100 25.92 12.82 16 100 16 100 23.38 12.91
Week 52 36 100 34 94.4 25.00 12.88 15 100 15 100 23.07 12.59
1) In study: number of patients in study at the respective visit.
2) % based on the number of patients with observations at respective visit.
3) With value: number of patients in study and with values at the respective visit - used for the calculation of the mean and SD.
4) % based on patients in study at the respective visit.
5) Mean: descriptive statistics - absolute values.
Clinical Cutoff Date: 06SEP2019. NE when shown, means Not Estimable.

Program: root/clinical studies/R0O7034067/CDPT7916/BP39055/data_analysis/ACE CSR part2/prod/program/t eff mean.sas

Output: root/clinical studies/R07034067/CDPT7916/BP39055/data_analysis/ACE_CSR part2/prod/output/t_eff mean IT T3 DB _HFMSE.xls
14DEC2020 17:37




Population: Type III SMA.

Endpoint: Change from Baseline Response >= 0 in Total score of the HFMSE.
Model: Stratified analysis.

Study: BP39055 SUNFISH - Part 2.

Algorithm Algorithm Algorithm Algorithm
a11 - 36| 100 | 23 63.9 |16] 100 | 8 50.0 1.80 converged. 0.51 6.39 0.128 converged. -0.185 0.441 1.21 converged. 0.68 2.13 0.5121 0.83 converged. 0.47 1.47

1) Patients with response at week 52. Patients with no response information at week 52 are counted as nonresponders.

2) Factors/Covariates: treatment, baseline value. Adjusted for randomization stratification factors.

When there are no patients with/ without response in either arm, estimates and confidence limits for odds ratio and relative risk are reported as 0 or Infinity as appropriate.
When there are no patients with/ without response in both arms, the estimate for absolute risk difference is set to 0 and all other model estimates are set to 'NR' (Not Reported).
Clinical Cutoff Date: 06SEP2019.

NE when shown, means Not Estimable. * when shown, indicates convergence problem: result is uninterpretable.

Program: root/clinical_studies/R07034067/CDPT7916/BP39055/data_analysis/ACE_CSR_part2/qa/program/t_eff_qresp.sas
Output: root/clinical studies/RO7034067/CDPT7916/BP39055/data analysis/ACE CSR part2/qa/output/t eff qresp IT T3 DB HFMSE GEO.xls
155EP2020 14:00



Population: ITT, Type III SMA.

Endpoint: Change from Baseline in Total score of the HFMSE (Analysis of MMRM) (Placebo Controlled Period) .
Model: Stratified analysis.

Study: BP39055 SUNFISH - Part 2.

All n/a Baseline 36 36 0 16 16 0 ITT Adjusted
Week 17 36 36 36 16 16 16 0.79 0.43 -0.32 0.59 1.11 0.73 -0.37 2.58 0.45 -0.14 1.03 ITT Adjusted
Week 35 36 36 36 16 16 16 0.47 0.64 -1.45 0.92 1.92 1.12 -0.32 4.17 0.51 -0.08 1.10 ITT Adjusted
Week 52 34 34 34 15 15 15 0.21 0.62 -0.68 0.89 0.89 1.09 -1.30 3.07 0.25 -0.35 0.85 ITT Adjusted

1) Patients with a value at baseline and a post-baseline value at the respective visit
2) LSMeans of change from baseline from MMRM.

3) Contrasts from MMRM.

4) Factors/Covariates: treatment, visit, treatment-by-visit interaction, baseline value, baseline-by-visit interaction.
Data as observed (no imputation of missing values).

Covariance matrix: unstructured. Clinical Cutoff Date: 06SEP2019. NE when shown, means Not Estimable.

Program: root/clinical_studies/R07034067/CDPT7916/BP39055/data_analysis/ACE_CSR_part2/prod/program/t_eff mmrm.sas

Output: root/clinical studies/R07034067/CDPT7916/BP39055/data_analysis/ACE_CSR_part2/prod/output/t_eff_mmrm IT_T3_DB_HFMSE.xls

04MAR2021 13:58

Adjusted for randomization stratification factors.







Population: ITT, Type III SMA, Patients aged >= 12 years at Baseline.
Endpoint: Change from Baseline in EQSD5SL Y (Analysis of MMRM) (Placebo Controlled Period) .

Model: Stratified analysis.
Study: BP39055 SUNFISH - Part 2.

ALl n/a Baseline 21 21 0 8 8 0 ITT Adjusted
Week 17 20 20 20 8 8 8 4.43 2.78 -0.35 4.16 4.78 5.00 -5.51 15.07 0.39 -0.41 1.19 ITT Adjusted
Week 35 21 21 21 8 8 8 1.57 3.49 -2.20 5.42 3.77 6.44 -9.47 17.01 0.24 -0.56 1.03 ITT Adjusted
Week 52 21 21 21 8 8 8 4.26 2.81 2.09 4.26 2.17 5.10 -8.33 12.66 0.17 -0.62 0.96 ITT Adjusted

1) Patients with a value at baseline and a post-baseline value at the respective visit
2) LSMeans of change from baseline from MMRM.

3) Contrasts from MMRM.
4) Factors/Covariates: treatment,

visit,

treatment-by-visit interaction, baseline value, baseline-by-visit interaction. Adjusted for randomization stratification factors.

Data as observed (no imputation of missing values).
Covariance matrix: unstructured. Clinical Cutoff Date: 06SEP2019. NE when shown, means Not Estimable.

Program: root/clinical_studies/R07034067/CDPT7916/BP39055/data_analysis/ACE_CSR_part2/prod/program/t_eff mmrm.sas
Output: root/clinical studies/R07034067/CDPT7916/BP39055/data_analysis/ACE_CSR_part2/prod/output/t_eff_mmrm IT_T3_DB_BAGE12_EQY.xls

04MAR2021 14:17




Mean and 95% CI Plot of EQSD5L Y at Each Time Point, Intent-to-Treat Patients, SMA Type lll
Protocol: BP39055 SUNFISH - Part 2
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Baseline Week 17 Week 35 Week 52
Visit
| Treatment Group ~——— Risdiplam - - —- - Placebo |
n (mean)
Risdiplam 21 (74.48) 20 (78.55) 21 (75.67) 21 (78.29)
Placebo 8(72.50) 8(72.50) 8(70.50) 8 (75.00)

Baseline is last measurement prior to patients' first dose of risdiplam or placebo.
patients are grouped by initial freatment received.
Clinical Cutoff Date: 06SEP2019.
Program: root/clinical_studies/RO7034067/CDPT/7916/BP39055/data_analysis/ACE_CSR_part2/prod/program/g_mean_plot.sas
Cutput: root/clinical_studies/RO7034067/CDPT/916/BP39055/data_analysis/ACE_CSE_partZ/prod/output/g_mean_plot_IT_TZ_DE_EQY.pdf
12JUN2020 10:27




Population: Type III SMA, Patients aged >= 12 years at any study visit.
Endpoint: Summary of EQS5D5L Y Total Score at each timepoint up to month 12 (Placebo Controlled Period).
Model: --
Study: BP39055 SUNFISH - Part 2.

Risdiplam (N=22)

Placebo (N=8)

Patients Statistics Patients Statistics
Name Level Visit in study (1) % (2) with value (3) S (4) mean (5) SD in study (1) $ (2) with value (3) (4) mean (5) SD
All All Baseline 21 100 21 100 74.48 20.89 8 100 8 100 72.50 22.20
Week 17 22 100 20 90.9 78.55 19.48 8 100 8 100 72.50 21.04
Week 35 22 100 21 95.5 75.67 22.37 8 100 8 100 70.50 26.63
Week 52 22 100 21 95.5 78.29 17.60 8 100 8 100 75.00 23.15

In study:

o
S

o
el

5) Mean:

Program: root/clinical studies/R0O7034067/CDPT7916/BP39055/data_analysis/ACE CSR part2/prod/program/t eff mean.sas

based on the number of patients with observations at respective visit.

1)

2)

3) With value: number of patients in study and with values at the respective visit - used for the calculation of the mean and SD.
4)

number of patients in study at the respective visit.

based on patients in study at the respective visit.

descriptive statistics - absolute values.
Only patients aged >= 12 years at the respective visit are included. Clinical Cutoff Date:

06SEP2019.

NE when shown,

Output: root/clinical studies/R07034067/CDPT7916/BP39055/data_analysis/ACE_CSR part2/prod/output/t_eff mean IT T3 DB AGE1l2 EQY.xls
10FEB2021 13:56

means Not Estimable.




Population: Type III SMA, Patients aged >= 12 years at any study visit.

Endpoint: Summary of patient reported SMAIS Total Score at each timepoint up to month 12 (Placebo
Model:
Study: BP39055 SUNFISH - Part 2.

Controlled Period).

Risdiplam (N=22)

Placebo (N=8)

Patients Statistics Patients Statistics
Name Level in study (1) (2) with value (3) (4) mean (5) SD in study (1) $ (2) with value (4) mean (5) SD
All All 21 100 21 100 35.86 7.42 8 100 8 100 34.13 10.20
22 100 20 90.9 36.40 7.49 8 100 8 100 36.00 7.52
22 100 20 90.9 36.85 7.90 8 100 8 100 35.25 6.76
22 100 20 90.9 37.10 7.40 8 100 8 100 35.50 6.46
1) In study: number of patients in study at the respective visit.
2) % based on the number of patients with observations at respective visit.
3) With value: number of patients in study and with values at the respective visit - used for the calculation of the mean and SD.
4) % based on patients in study at the respective visit.

5) Mean:
Only patients aged >= 12 years at the respective visit are included. Clinical Cutoff Date:

descriptive statistics - absolute values.

06SEP2019. NE when shown, means Not Estimable.

Program: root/clinical studies/R0O7034067/CDPT7916/BP39055/data_analysis/ACE CSR part2/prod/program/t eff mean.sas

Output: root/clinical studies/R07034067/CDPT7916/BP39055/data_analysis/ACE_CSR part2/prod/output/t_eff mean IT T3 DB AGE1l2 SMAIS.xls
10FEB2021 14:00




Mean and 95% CI Plot of Patient Reported SMAIS at Each Time Point, Intent-to-Treat Patients, Patients aged

>= 12 years at any study visit, SMA Type Il
Protocol: BP39055 SUNFISH - Part 2
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Baseline Week 17 Week 35 Week 52
Visit
Treatment Group Risdiplam —-—-- Placebo
n (mean)
Risdiplam 21 (35.86) 20 (36.40) 20 (36.85) 20 (37.10)
Placebo 8(34.13) 8 (36.00) 8 (35.25) 8 (35.50)

Baseline is last measurement prior to patients' first dose of risdiplam or placebo.
patients are grouped by planned initial treatment.
Clinical Cutoff Date: 06SEP2019.

Program: root/clinical_studies/RO7034067/CDPT7916/BP39055/data_analysis/ACE_CSR_part2/prod/program/g_mean_plot.sas
Output: root/clinical_studies/RO7034067/CDPT7916/BP39055/data_analysis/ACE_CSR_part2/prod/output/g_mean_plot_IT_T3 DB_AGE12_SMAIS.pdf

0SMAR2021 19:13




Population: ITT, Type III SMA, Patients aged >= 12 years at Baseline.
Endpoint: Change from Baseline in patient reported SMAIS Total score (Analysis of MMRM) (Placebo Controlled Period) .

Model: Stratified analysis.
Study: BP39055 SUNFISH - Part 2.

ALl n/a Baseline 21 21 0 8 8 0 ITT Adjusted
Week 17 20 20 20 8 8 8 1.15 1.02 1.58 1.53 -0.43 1.85 -4.23 3.37 -0.09 -0.89 0.70 ITT Adjusted
Week 35 20 20 20 8 8 8 0.94 0.88 0.89 1.31 0.06 1.59 -3.22 3.34 0.01 -0.78 0.81 ITT Adjusted
Week 52 20 20 20 8 8 8 1.47 0.86 1.06 1.28 0.41 1.55 -2.79 3.61 0.11 -0.69 0.90 ITT Adjusted

1) Patients with a value at baseline and a post-baseline value at the respective visit
2) LSMeans of change from baseline from MMRM.

3) Contrasts from MMRM.
4) Factors/Covariates: treatment,

visit,

treatment-by-visit interaction, baseline value, baseline-by-visit interaction. Adjusted for randomization stratification factors.

Data as observed (no imputation of missing values).
Covariance matrix: unstructured. Clinical Cutoff Date: 06SEP2019. NE when shown, means Not Estimable.

Program: root/clinical_studies/R07034067/CDPT7916/BP39055/data_analysis/ACE_CSR_part2/prod/program/t_eff mmrm.sas
Output: root/clinical studies/R07034067/CDPT7916/BP39055/data_analysis/ACE_CSR_part2/prod/output/t_eff mmrm_IT_T3_DB_BAGE12_SMAIS.xls

04MAR2021 14:17




Population: Type ITI SMA.

Endpoint: Patients who Experienced at least One Adverse Event Including Disease Related Adverse Events.
Model: Unstratified analysis.

Study: BP39055 SUNFISH - Part 2.

Algorithm Algorithm Algorithm Algorithm
ALl - 36 | 100 33 91.7 16 | 100 15 93.8 0.73 0.07 8.10 -0.021 -0.174 0.132 0.98 0.83 1.15 0.7847 1.02 0.87 1.21

* when shown, indicates convergence problem. Result is uninterpretable.

Clinical Cutoff Date: 06SEP2019.

When there are no adverse events in either arm, estimates and confidence limits for odds ratio and relative risk are reported as 0 or Infinity as appropriate.
When there are no adverse events in both arms, the estimate for absolute risk difference is set to 0 and all other model estimates are set to 'NR' (Not Reported) .
NE when shown, means Not Estimable.

Disease related events are defined as those under the broad perspective-PT basket. Only AEs of highest severity are counted.

Program: root/clinical studies/ROT034067/CDPT7916/BP39055/data_analysis/ACE_CSR_part2/prod/program/t_saf_ae_raw.sas
Output: root/clinical_studies/RO7034067/CDPT7916/BP39055/data_analysis/ACE_CSR_part2/prod/output/t_saf_ae_raw_SE_T3_DB.xls
09JUN2020 12:29



Population: Type ITI SMA.

Endpoint: Patients who Experienced at least One Adverse Event Excluding Narrow Basket Disease Related Adverse Events.
Model: Unstratified analysis.

Study: BP39055 SUNFISH - Part 2.

Mlgorithm Algorithm Algorithm
a1 - 36 | 100 33 919 16 | 100 14 87,5 1.57 0.2 10.96 0.042 ~0.148 0.232 1.05 0.84 130 0.6657 0.95 0.77 e
[ [ [ 1 [ 1 [ 1 [ [ [ 1 I [

Algorithm

* when shown, indicates convergence problem. Result is uninterpretable.

Clinical Cutoff Date: 06SEP2019.

When there are no adverse events in either arm, estimates and confidence limits for odds ratio and relative risk are reported as 0 or Infinity as appropriate.
When there are no adverse events in both arms, the estimate for absolute risk difference is set to 0 and all other model estimates are set to 'NR' (Not Reported).
NE when shown, means Not Estimable. Disease related events are defined as those under the narrow prospective-LLT basket. Only AEs of highest severity are counted.

Program: root/clinical studies/RO7034067/CDPT7916/BP39055/data_analysis/ACE_CSR_part2/prod/program/t_saf_ae_raw.sas
Output: root/clinical studies/R07034067/CDPTT916/BP39055/data_analysis/ACE_CSR_part2/prod/output/t_saf_ae_raw_SE_T3_DB_EXCLN.xls
150CT2020 10:51



Population: Type ITI SMA.

Endpoint: Patients who Experienced at least One Adverse Event Excluding Disease Related Adverse Events.
Model: Unstratified analysis.

Study: BP39055 SUNFISH - Part 2.

Algorithm Algorithm Algorithm Algorithm
ALl - 36 | 100 33 91.7 16 | 100 14 87.5 1.57 0.23 10.96 0.042 -0.148 0.232 1.05 0.84 1.30 0.6657 0.95 0.77 1.18

* when shown, indicates convergence problem. Result is uninterpretable.

Clinical Cutoff Date: 06SEP2019.

When there are no adverse events in either arm, estimates and confidence limits for odds ratio and relative risk are reported as 0 or Infinity as appropriate.
When there are no adverse events in both arms, the estimate for absolute risk difference is set to 0 and all other model estimates are set to 'NR' (Not Reported) .
NE when shown, means Not Estimable.

Disease related events are defined as those under the broad perspective-PT basket. Only AEs of highest severity are counted.

Program: root/clinical studies/ROT034067/CDPT7916/BP39055/data_analysis/ACE_CSR_part2/prod/program/t_saf_ae_raw.sas
Output: root/clinical studies/RO7034067/CDPT7916/BP39055/data_analysis/ACE_CSR_part2/prod/output/t_saf_ae_raw_SE_T3_DB_EXCL.xls
09JUN2020 12:34



Population: Type ITI SMA.

Endpoint: Patients who Experienced at least One Adverse Event of Grade 1 Including Disease Related Adverse Events.
Model: Unstratified analysis.

Study: BP39055 SUNFISH - Part 2.

Algorithm Algorithm Algorithm Algorithm
ALl - 36 | 100 11 30.6 16 | 100 4 25.0 1.32 0.34 5.19 0.056 -0.211 0.322 1.22 0.45 3.34 0.6902 0.82 0.30 2.24

* when shown, indicates convergence problem. Result is uninterpretable.

Clinical Cutoff Date: 06SEP2019.

When there are no adverse events in either arm, estimates and confidence limits for odds ratio and relative risk are reported as 0 or Infinity as appropriate.
When there are no adverse events in both arms, the estimate for absolute risk difference is set to 0 and all other model estimates are set to 'NR' (Not Reported) .
NE when shown, means Not Estimable.

Disease related events are defined as those under the broad perspective-PT basket. Only AEs of highest severity are counted.

Program: root/clinical studies/ROT034067/CDPT7916/BP39055/data_analysis/ACE_CSR_part2/prod/program/t_saf_ae_raw.sas
Output: root/clinical_studies/RO7034067/CDPT7916/BP39055/data_analysis/ACE_CSR_part2/prod/output/t_saf_ae_raw_SE_T3_DB_GR1.xls
09JUN2020 14:43



Population: Type ITI SMA.

Endpoint: Patients who Experienced at least One Adverse Event of Grade 1 or 2 Including Disease Related Adverse Events.
Model: Unstratified analysis.

Study: BP39055 SUNFISH - Part 2.

Algorithm Algorithm Algorithm Algorithm
ALl - 36 | 100 30 83.3 16 | 100 10 62.5 3.00 0.76 11.83 0.208 -0.065 0.482 1.33 0.88 2.02 0.1718 0.75 0.49 1.14

* when shown, indicates convergence problem. Result is uninterpretable.

Clinical Cutoff Date: 06SEP2019.

When there are no adverse events in either arm, estimates and confidence limits for odds ratio and relative risk are reported as 0 or Infinity as appropriate.
When there are no adverse events in both arms, the estimate for absolute risk difference is set to 0 and all other model estimates are set to 'NR' (Not Reported) .
NE when shown, means Not Estimable.

Disease related events are defined as those under the broad perspective-PT basket. Only AEs of highest severity are counted.

Program: root/clinical studies/ROT034067/CDPT7916/BP39055/data_analysis/ACE_CSR_part2/prod/program/t_saf_ae_raw.sas
Output: root/clinical studies/RO7034067/CDPT7916/BP39055/data_analysis/ACE_CSR_part2/prod/output/t_saf_ae_raw_SE_T3_DB_GR12.xls
09JUN2020 14:43



Population: Type ITI SMA.

Endpoint: Patients who Experienced at least One Adverse Event of Grade 2 Including Disease Related Adverse Events.
Model: Unstratified analysis.

Study: BP39055 SUNFISH - Part 2.

Algorithm Algorithm Algorithm Algorithm
ALl - 36 | 100 19 52.8 16 | 100 6 37.5 1.86 0.54 6.41 0.153 -0.142 0.448 1.1 0.68 2.90 0.3460 0.71 0.35 1.46

* when shown, indicates convergence problem. Result is uninterpretable.

Clinical Cutoff Date: 06SEP2019.

When there are no adverse events in either arm, estimates and confidence limits for odds ratio and relative risk are reported as 0 or Infinity as appropriate.
When there are no adverse events in both arms, the estimate for absolute risk difference is set to 0 and all other model estimates are set to 'NR' (Not Reported) .
NE when shown, means Not Estimable.

Disease related events are defined as those under the broad perspective-PT basket. Only AEs of highest severity are counted.

Program: root/clinical studies/ROT034067/CDPT7916/BP39055/data_analysis/ACE_CSR_part2/prod/program/t_saf_ae_raw.sas
Output: root/clinical_studies/ROT034067/CDPT7916/BP39055/data_analysis/ACE_CSR_part2/prod/output/t_saf_ae_raw_SE_T3_DB_GR2.xls
09JUN2020 14:43



Population: Type ITI SMA.

Endpoint: Patients who Experienced at least One Adverse Event of Grade 3 Including Disease Related Adverse Events.
Model: Unstratified analysis.

Study: BP39055 SUNFISH - Part 2.

Mlgorithm Algorithm Algorithm
a1 - 36 | 100 B 5.3 16 | 100 1 25.0 0.21 0.05 146 ~0.167 -0.403 0.070 0.33 0.0 137 0.1240 3.00 0.73 12.29
[ [ [ 1 [ 1 [ 1 [ [ 1 I [ [ 1 [

Algorithm

* when shown, indicates convergence problem. Result is uninterpretable.

Clinical Cutoff Date: 06SEP2019.

When there are no adverse events in either arm, estimates and confidence limits for odds ratio and relative risk are reported as 0 or Infinity as appropriate.
When there are no adverse events in both arms, the estimate for absolute risk difference is set to 0 and all other model estimates are set to 'NR' (Not Reported) .
NE when shown, means Not Estimable.

Disease related events are defined as those under the broad perspective-PT basket. Only AEs of highest severity are counted.

Program: root/clinical studies/ROT034067/CDPT7916/BP39055/data_analysis/ACE_CSR_part2/prod/program/t_saf_ae_raw.sas
Output: root/clinical_studies/RO7034067/CDPT7916/BP39055/data_analysis/ACE_CSR_part2/prod/output/t_saf_ae_raw_SE_T3_DB_GR3.xls
09JUN2020 14:44



Population: Type IIT SMA.

Endpoint: Patients who Experienced at least One Adverse Event of Grade 3 Excluding Narrow Basket Disease Related Adverse Events.
Model: Unstratified analysis.

Study: BP39055 SUNFISH - Part 2.

Mlgorithm Algorithm
. ~0.132 ~0.342 0.079 0.30 0.05 167 0.1644 3.37 0.60 19.06
[ [ [ 1 [ 1 [ 1 [ [ [

Algorithm Algorithm

* when shown, indicates convergence problem. Result is uninterpretable.
Clinical Cutoff Date: 06SEP2019.

When there are no adverse events in either arm, estimates and confidence limits for odds ratio and relative risk are reported as 0 or Infinity as appropriate.
When there are no adverse events in both arms, the estimate for absolute risk difference is set to 0 and all other model estimates are set to 'NR'

(Not Reported) .
NE when shown, means Not Estimable.

Disease related events are defined as those under the narrow prospective-LLT basket. Only AEs of highest severity are counted.

Program: root/clinical studies/RO7034067/CDPT7916/BP39055/data_analysis/ACE_CSR_part2/prod/program/t_saf_ae_raw.sas
Output: root/clinical studies/R07034067/CDPTT916/BP39055/data_analysis/ACE_CSR_part2/prod/output/t_saf_ae_raw_SE_T3_DB_GR3I_EXCLN.xls
150CT2020 10:47



Population: Type ITI SMA.

Endpoint: Patients who Experienced at least One Adverse Event of Grade 3 Excluding Disease Related Adverse Events.
Model: Unstratified analysis.

Study: BP39055 SUNFISH - Part 2.

Mlgorithm Algorithm Algorithm
a1 - 36 | 100 2 5.6 16 | 100 2 12.5 0.41 0.05 3.3 ~0.069 ~0.252 0.113 0.44 0.07 3.0 0.3993 2.25 0.33 15.28
[ [ [ 1 [ 1 [ 1 [ [ 1 I [ [ 1 [

Algorithm

* when shown, indicates convergence problem. Result is uninterpretable.

Clinical Cutoff Date: 06SEP2019.

When there are no adverse events in either arm, estimates and confidence limits for odds ratio and relative risk are reported as 0 or Infinity as appropriate.
When there are no adverse events in both arms, the estimate for absolute risk difference is set to 0 and all other model estimates are set to 'NR' (Not Reported) .
NE when shown, means Not Estimable.

Disease related events are defined as those under the broad perspective-PT basket. Only AEs of highest severity are counted.

Program: root/clinical studies/ROT034067/CDPT7916/BP39055/data_analysis/ACE_CSR_part2/prod/program/t_saf_ae_raw.sas
Output: root/clinical studies/RO7034067/CDPT7916/8P39055/data_analysis/ACE CSR_part2/prod/output/t_saf_ae_raw_SE_T3_DB_GR3_EXCL.xls
09JUN2020 14:43



Population: Type III SMA.
Patients who

i at least One Adverse Event of Grade 4 Including Disease Related Adverse Events
del: Unstratified analysis.
Study: BP39055 SUNFISH - Part 2.

Algorithm Rlgorithm Algorithm Algorithm
a11 - 36 [100 Jo [ 16 Jioo Jo 0 NR NR NR 0 NR NR NR NR NR NR NR NR
[ [ [T 1 [T 1 [ [ [ 1 [ [ [ 1 [ [ 1 I I I [ 1
* when shown, indicates convergence problem. Result is uninterpretable
Clinical cut-off: 06SEP2019.
When there are no adverse events in

either arm, estimates and confidence limits for odds ratio and relative risk are reported as 0 or Infinity as appropriate
When there are no adverse events in both arms, the estimate for absolute risk difference is set to 0 and all other model estimates are set to
NE when shown, means Not Estimable

'NR' (Not Reported)
Disease related events are defined as those under the broad perspective-PT basket

Program: root/clinical_studies/RO7034067/CDPT7916/BP39055/data_analysis/ACE_Base/work/work_all/program/t_saf_ae_raw.sas
Outpu

root/clinical_studies/R07034067/CDPT7916/BP39055/data_analysis/ACE_Base/work/work_all/output/t_saf_ae_raw_SE_T3_DB_GR4.xls
23APR2020 16:54



Population: Type IIT SMA.
Endpoint: Patients who Experienced at least One Adverse Event of Grade 4 Excluding Narrow Basket Disease Related Adverse Events.

Model: Unstratified analysis.
Study: BP39055 SUNFISH - Part 2.

* when shown, indicates convergence problem. Result is uninterpretable.

Clinical Cutoff Date: 06SEP2019.
When there are no adverse events in either arm, estimates and confidence limits for odds ratio and relative risk are reported as 0 or Infinity as appropriate.

When there are no adverse events in both arms, the estimate for absolute risk difference is set to 0 and all other model estimates are set to 'NR' (Not Reported) .
NE when shown, means Not Estimable. Disease related events are defined as those under the narrow prospective-LLT basket. Only AEs of highest severity are counted.

Program: root/clinical studies/RO7034067/CDPT7916/BP39055/data_analysis/ACE_CSR_part2/prod/program/t_saf_ae_raw.sas
Output: root/clinical studies/R07034067/CDPTT916/BP39055/data_analysis/ACE_CSR_part2/prod/output/t_saf_ae_raw_SE_T3_DB_GR_EXCLN.xls

150CT2020 10:48



Population: Type III SMA.
Patients who

i at least One Adverse Event of Grade 4 Excluding Disease Related Adverse Events
del: Unstratified analysis.
Study: BP39055 SUNFISH - Part 2.

Algorithm Rlgorithm Algorithm Algorithm
a11 - 36 [100 Jo [ 16 Jioo Jo 0 NR NR NR 0 NR NR NR NR NR NR NR NR
[ [ [T 1 [T 1 [ [ [ 1 [ [ [ 1 [ [ 1 I I I [ 1
* when shown, indicates convergence problem. Result is uninterpretable
Clinical cut-off: 06SEP2019.
When there are no adverse events in

either arm, estimates and confidence limits for odds ratio and relative risk are reported as 0 or Infinity as appropriate
When there are no adverse events in both arms, the estimate for absolute risk difference is set to 0 and all other model estimates are set to
NE when shown, means Not Estimable

'NR' (Not Reported)
Disease related events are defined as those under the broad perspective-PT basket

Program: root/clinical_studies/RO7034067/CDPT7916/BP39055/data_analysis/ACE_Base/work/work_all/program/t_saf_ae_raw.sas
Outpu

root/clinical_studies/R07034067/CDPT7916/BP39055/data_analysis/ACE_Base/work/work_all/output/t_saf_ae_raw_SE_T3_DB_GR4_EXCL.xls
23APR2020 16:57



Population: Type III SMA.
Patients who

i at least One Adverse Event of Grade 5 Including Disease Related Adverse Events
del: Unstratified analysis.
Study: BP39055 SUNFISH - Part 2.

Algorithm Rlgorithm Algorithm Algorithm
a11 - 36 [100 Jo [ 16 Jioo Jo 0 NR NR NR 0 NR NR NR NR NR NR NR NR
[ [ [T 1 [T 1 [ [ [ 1 [ [ [ 1 [ [ 1 I I I [ 1
* when shown, indicates convergence problem. Result is uninterpretable
Clinical cut-off: 06SEP2019.
When there are no adverse events in

either arm, estimates and confidence limits for odds ratio and relative risk are reported as 0 or Infinity as appropriate
When there are no adverse events in both arms, the estimate for absolute risk difference is set to 0 and all other model estimates are set to
NE when shown, means Not Estimable

'NR' (Not Reported)
Disease related events are defined as those under the broad perspective-PT basket

Program: root/clinical_studies/RO7034067/CDPT7916/BP39055/data_analysis/ACE_Base/work/work_all/program/t_saf_ae_raw.sas
Outpu

root/clinical_studies/R07034067/CDPT7916/BP39055/data_analysis/ACE_Base/work/work_all/output/t_saf_ae_raw_SE_T3_DB_GRS.xls
23APR2020 17:00



Population: Type IIT SMA.
Endpoint: Patients who Experienced at least One Adverse Event of Grade 5 Excluding Narrow Basket Disease Related Adverse Events.

Model: Unstratified analysis.
Study: BP39055 SUNFISH - Part 2.

* when shown, indicates convergence problem. Result is uninterpretable.

Clinical Cutoff Date: 06SEP2019.
When there are no adverse events in either arm, estimates and confidence limits for odds ratio and relative risk are reported as 0 or Infinity as appropriate.

When there are no adverse events in both arms, the estimate for absolute risk difference is set to 0 and all other model estimates are set to 'NR' (Not Reported) .
NE when shown, means Not Estimable. Disease related events are defined as those under the narrow prospective-LLT basket. Only AEs of highest severity are counted.

Program: root/clinical studies/RO7034067/CDPT7916/BP39055/data_analysis/ACE_CSR_part2/prod/program/t_saf_ae_raw.sas
Output: root/clinical studies/R07034067/CDPTT916/BP39055/data_analysis/ACE_CSR_part2/prod/output/t_saf_ae_raw_SE_T3_DB_GRS_EXCLN.xls

150CT2020 10:49



Population: Type III SMA.
Patients who

i at least One Adverse Event of Grade 5 Excluding Disease Related Adverse Events
del: Unstratified analysis.
Study: BP39055 SUNFISH - Part 2.

Algorithm Rlgorithm Algorithm Algorithm
a11 - 36 [100 Jo [ 16 Jioo Jo 0 NR NR NR 0 NR NR NR NR NR NR NR NR
[ [ [T 1 [T 1 [ [ [ 1 [ [ [ 1 [ [ 1 I I I [ 1
* when shown, indicates convergence problem. Result is uninterpretable
Clinical cut-off: 06SEP2019.
When there are no adverse events in

either arm, estimates and confidence limits for odds ratio and relative risk are reported as 0 or Infinity as appropriate
When there are no adverse events in both arms, the estimate for absolute risk difference is set to 0 and all other model estimates are set to
NE when shown, means Not Estimable

'NR' (Not Reported)
Disease related events are defined as those under the broad perspective-PT basket

Program: root/clinical_studies/RO7034067/CDPT7916/BP39055/data_analysis/ACE_Base/work/work_all/program/t_saf_ae_raw.sas
Outpu

root/clinical_studies/R07034067/CDPT7916/BP39055/data_analysis/ACE_Base/work/work_all/output/t_saf_ae_raw_SE_T3_DB_GRS_EXCL.xls
23APR2020 17:04



Population: Type ITI SMA.

Endpoint: Patients who Experienced at least One Adverse Event of Grade Greater than or Equal to 3 Including Disease Related Adverse Events.
Model: Unstratified analysis.

Study: BP39055 SUNFISH - Part 2.

Algorithm Algorithm Algorithm
ALl - 36 | 100 3 8.3 16 | 100 4 25.0 0.27 0.05 1.46 -0.167 -0.403 0.070 0.33 0.08 1.37

Algorithm
. 0.1240 3.00 0.73 12.29
[ [ 1 [ 1 [ 1 [ [ 1 I [ [ 1 [

* when shown, indicates convergence problem. Result is uninterpretable.

Clinical Cutoff Date: 06SEP2019.

When there are no adverse events in either arm, estimates and confidence limits for odds ratio and relative risk are reported as 0 or Infinity as appropriate.
When there are no adverse events in both arms, the estimate for absolute risk difference is set to 0 and all other model estimates are set to 'NR' (Not Reported) .
NE when shown, means Not Estimable.

Disease related events are defined as those under the broad perspective-PT basket. Only AEs of highest severity are counted.

Program: root/clinical studies/ROT034067/CDPT7916/BP39055/data_analysis/ACE_CSR_part2/prod/program/t_saf_ae_raw.sas
Output: root/clinical studies/RO7034067/CDPT7916/BP39055/data_analysis/ACE_CSR_part2/prod/output/t_saf_ae_raw_SE_T3_DB_GRGE3.xls
09JUN2020 16:20



Population: Type IIT SMA.

Endpoint: Patients who Experienced at least One Adverse Event of Grade Greater than or Equal to 3 Excluding Narrow Basket Disease Related Adverse Events.
Model: Unstratified analysis.
Study: BP39055 SUNFISH - Part 2.

Mlgorithm Algorithm
. ~0.132 ~0.342 0.079 0.30 0.05 167 0.1644 3.37 0.60 19.06
[ [ 1 [ 1 [ 1 [ [ I [

Algorithm Algorithm

* when shown, indicates convergence problem. Result is uninterpretable.
Clinical Cutoff Date: 06SEP2019.

When there are no adverse events in either arm, estimates and confidence limits for odds ratio and relative risk are reported as 0 or Infinity as appropriate.
When there are no adverse events in both arms, the estimate for absolute risk difference is set to 0 and all other model estimates are set to 'NR' (Not Reported).
NE when shown, means Not Estimable. Disease related events are defined as those under the narrow prospective-LLT basket. Only AEs of highest severity are counted.

Program: root/clinical studies/RO7034067/CDPT7916/BP39055/data_analysis/ACE_CSR_part2/prod/program/t_saf_ae_raw.sas
Output: root/clinical_studies/R07034067/CDPTT916/BP39055/data_analysis/ACE_CSR_part2/prod/output/t_saf_ae_raw_SE_T3_DB_GRGE3_EXCLN.xls
150CT2020 10:50



Population: Type ITI SMA.

Endpoint: Patients who Experienced at least One Adverse Event of Grade Greater than or Equal to 3 Excluding Disease Related Adverse Events.
Model: Unstratified analysis.

Study: BP39055 SUNFISH - Part 2.

Algorithm Algorithm Algorithm
ALl - 36 | 100 2 5.6 16 | 100 2 12.5 0.41 0.05 3.39 -0.069 -0.252 0.113 0.44 0.07 3.02

Algorithm
. 0.3993 2.25 0.33 15.28
[ [ 1 [ 1 [ 1 [ [ 1 I [ 1 [

* when shown, indicates convergence problem. Result is uninterpretable.

Clinical Cutoff Date: 06SEP2019.

When there are no adverse events in either arm, estimates and confidence limits for odds ratio and relative risk are reported as 0 or Infinity as appropriate.
When there are no adverse events in both arms, the estimate for absolute risk difference is set to 0 and all other model estimates are set to 'NR' (Not Reported) .
NE when shown, means Not Estimable.

Disease related events are defined as those under the broad perspective-PT basket. Only AEs of highest severity are counted.

Program: root/clinical studies/ROT034067/CDPT7916/BP39055/data_analysis/ACE_CSR_part2/prod/program/t_saf_ae_raw.sas
Output: root/clinical_studies/ROT034067/CDPT7916/BP39055/data_analysis/ACE_CSR_part2/prod/output/t_saf_ae_raw_SE_T3_DB_GRGE3_EXCL.xls
09JUN2020 16:23



Population: SAFETY, Type III SMA.
Endpoint: Patients who Experienced at least One Adverse Event Leading to Treatment Discontinuation Including Disease Related Adverse Events.

Model: Unstratified analysis.
Study: BP39055 SUNFISH - Part 2.

* when shown, indicates convergence problem. Result is uninterpretable.

Clinical Cutoff Date: 06SEP2019.
When there are no adverse events in either arm, estimates and confidence limits for odds ratio and relative risk are reported as 0 or Infinity as appropriate.

When there are no adverse events in both arms, the estimate for absolute risk difference is set to 0 and all other model estimates are set to 'NR' (Not Reported) .

NE when shown, means Not Estimable.

Program: root/clinical studies/RO7034067/CDPT7916/BP39055/data_analysis/ACE_CSR_part2/prod/program/t_saf_ae_raw.sas
Output: root/clinical studies/R07034067/CDPTT916/BP39055/data_analysis/ACE_CSR_part2/prod/output/t_saf_ae_raw_SE_T3_AELDIS_DB.xls

12APR2021 19:09



Population: SAFETY, Type III SMA.
Endpoint: Patients who Experienced at least One Adverse Event Leading to Treatment Discontinuation Including Disease Related Adverse Events.
Model: Unstratified analysis.

Study: BP39055 SUNFISH - Part 2.

* when shown, indicates convergence problem. Result is uninterpretable.
Clinical Cutoff Date: 06SEP2013.

When there are no adverse events in either arm, estimates and confidence limits for odds ratio and relative risk are reported as 0 or Infinity as appropriate.
When there are no adverse events in both arms, the estimate for absolute risk difference is set to 0 and all other model estimates are set to 'NR' (Not Reported).

NE when shown, means Not Estimable.

Program: root/clinical studi 7/CDPT791 _analysis/ACE_CSR_part2/prod/p: t_saf_ae_rau_soc.sas
output: root/clinical studi 7/CDPT791 _analysis/ACE_CSR_part2/prod/output/t_saf_ae_raw_soc_SE_T3_AELDIS_DB.xls
122PR2021 19:07




Population: Type ITI SMA.

Endpoint: Patients who Experienced at least One Serious Adverse Event Including Disease Related Adverse Events.
Model: Unstratified analysis.

Study: BP39055 SUNFISH - Part 2.

Mlgorithm Algorithm Algorithm
a1 - 36 | 100 1 2.6 16 | 100 5 3.3 0.06 0.01 0.63 ~0.285 ~0.524 -0.046 0.09 0.01 0.74 0.0258 11.25 136 93.3¢
[ [ [ 1 [ 1 [ 1 [ [ 1 I [ [ 1 [

Algorithm

* when shown, indicates convergence problem. Result is uninterpretable.

Clinical Cutoff Date: 06SEP2019.

When there are no adverse events in either arm, estimates and confidence limits for odds ratio and relative risk are reported as 0 or Infinity as appropriate.
When there are no adverse events in both arms, the estimate for absolute risk difference is set to 0 and all other model estimates are set to 'NR' (Not Reported) .
NE when shown, means Not Estimable.

Disease related events are defined as those under the broad perspective-PT basket. Only AEs of highest severity are counted.

Program: root/clinical studies/ROT034067/CDPT7916/BP39055/data_analysis/ACE_CSR_part2/prod/program/t_saf_ae_raw.sas
Output: root/clinical studies/ROT034067/CDPT7916/BP39055/data_analysis/ACE_CSR_part2/prod/output/t_saf_ae_raw_SE_T3_SAE_DB.xls
09JUN2020 18:47



Population: Type ITI SMA.

Endpoint: Patients who Experienced at least One Serious Adverse Event Excluding Narrow Basket Disease Related Adverse Events.
Model: Unstratified analysis.

Study: BP39055 SUNFISH - Part 2.

Algorithm Algorithm

Algorithm Algorithm
-0.250 NE NE 0.00 0.00 38E288 0.9676 Infinity 0.00 Infinity
[ [ [ 1 [ 1 [ 1 [ [ 1 [

* when shown, indicates convergence problem. Result is uninterpretable.

Clinical Cutoff Date: 06SEP2019.

When there are no adverse events in either arm, estimates and confidence limits for odds ratio and relative risk are reported as 0 or Infinity as appropriate.
When there are no adverse events in both arms, the estimate for absolute risk difference is set to 0 and all other model estimates are set to 'NR' (Not Reported).
NE when shown, means Not Estimable. Disease related events are defined as those under the narrow prospective-LLT basket. Only AEs of highest severity are counted.

Program: root/clinical studies/RO7034067/CDPT7916/BP39055/data_analysis/ACE_CSR_part2/prod/program/t_saf_ae_raw.sas

output: root/clinical_studies/RO7034067/CDPT7916/BP39055/data_analysis/ACE_CSR_part2/prod/output/t_saf_ae_raw_SE_T3_SAE_DB_EXCLN.xls
150CT2020 11:03



Population: Type ITI SMA.

Endpoint: Patients who Experienced at least One Serious Adverse Event Excluding Disease Related Adverse Events.
Model: Unstratified analysis.

Study: BP39055 SUNFISH - Part 2.

Mlgorithm Algorithm Algorithm
All — 36 100 0 0.0 16 100 3 18.8 0.00 0.00 NE -0.188 NE NE 0.00 0.00 SE289 0.9682 Infinity 0.00 Infinity
[ [ [ 1 [ 1 [ 1 [ [ 1 I [ 1 [ [ I

Algorithm

* when shown, indicates convergence problem. Result is uninterpretable.

Clinical Cutoff Date: 06SEP2019.

When there are no adverse events in either arm, estimates and confidence limits for odds ratio and relative risk are reported as 0 or Infinity as appropriate.
When there are no adverse events in both arms, the estimate for absolute risk difference is set to 0 and all other model estimates are set to 'NR' (Not Reported) .
NE when shown, means Not Estimable.

Disease related events are defined as those under the broad perspective-PT basket. Only AEs of highest severity are counted.

Program: root/clinical studies/ROT034067/CDPT7916/BP39055/data_analysis/ACE_CSR_part2/prod/program/t_saf_ae_raw.sas
Output: root/clinical studies/RO7034067/CDPT7916/BP39055/data_analysis/ACE CSR_part2/prod/output/t_saf_ae_raw_SE_T3_SAE_DB_EXCL.xls
09JUN2020 18:49



Population: Type ITI SMA.
Endpoint: Patients who Experienced at least One Adverse Event of Special Interest Including Disease Related Adverse Events.

Model: Unstratified analysis.
Study: BP39055 SUNFISH - Part 2.

indicates convergence problem. Result is uninterpretable.

* when shown,
Clinical Cutoff Date: 06SEP2019.
When there are no adverse events in either arm, estimates and confidence limits for odds ratio and relative risk are reported as 0 or Infinity as appropriate.
When there are no adverse events in both arms, the estimate for absolute risk difference is set to 0 and all other model estimates are set to 'NR' (Not Reported).
NE when shown, means Not Estimable. Disease related events are defined as those under the broad perspective-PT basket.

(1) cases of an elevated ALT or AST in combination with either an elevated bilirubin or clinical jaundice; (2) ted t ion of an i ious agent by the study drug.

AESTs include the following:

Program: root/clinical_studies/R07034067/CDPT7916/BP39055/data_analysis/ACE_CSR_part2/qa/program/t_saf_ae_raw.sas

Output: root/clinical studies/RO7034067/CDPT7916/BP39055/data analysis/ACE CSR part2/qa/output/t saf ae raw SE T3 SPI DB.xls

255EP2020 13:29



Populatic

Type 11 S

Endpoint: Patients who Experienced at least One Adverse Event Including Disease Related Adverse Events

Model:
study: B

Unstratified snalysis
39055 SUNFISH - 7.

act 2.

Sisdiplan oo Risdiplan vs. Placebo Placebo va. Risdiplam
Fatients | eatiente with pvenr | Pavients | paients with event ads Fati beolute Risk pitference Relative Risk Felative Ais
Subarous [soc b1 Tevel | o [ & o % o ] s n 0y Oads Fatio Converaence Reason | 95% Lower CL | 95% Upper CL | Absolute Risk Converaence Reason | 95% Lower CL | 95% Upper CL | Relative Risk Converaence Reason | 95% Lower CL | 95% Upper CL | o-value (wald) | Relative Risk Converaence Reason | 95% Loer CL | 95 Usper CL
a1 Infections and v - s6 | 100 | o 1.8 16 | 100 5 1.3 0.81 Aloorithn converaed s.60 -0.035 Aloorith conversed.|  -0.275 0.206 0.9 Alaorithn converaed, 011 1.29 01714 108 Alaorithn converaed. 0.1 L4
Uoer respiratorv tract infection 36 | 100 12 3.3 100 s 3 110 Aloorithn converaed 0.30 .02 0.021 Aloorith conversed.|  -0.260 0.302 1.07 Alaorithn converaed, 0.4 2.5 0.8838 0.5 Alaorithn converaed. 0.39 2.21
35 | 100 o 100 2 12.5 1.0 Aloorithn converved 0.21 s 0.042 Aloorithn converved.|  -0.166 0.209 133 Alaorithn converaed, 0.29 613 0.1063 0.1 Alaorithn converaed. 0.16 3.45
& orv tract infection 36 | 100 3 8.3 100 2 12.5 0.66 Aloorithn converved 0.09 .40 -0.042 Aloorithn conversed.|  -0.232 0.138 0.67 Alaorithn converaed, 022 3.7 0.6801 1.50 Alaorithn converaed. 0.2 8.47
36 | 100 2 5.6 100 2 12.5 0.4 Aloorithn converved 0.05 3.3 -0.069 Aloorithn conversed.|  -0.252 0.113 0.4 Alaorithn converaed, 0.07 .02 0.3993 2.25 Alaorithn converaed. o 15.28
Pharvnoitic 36 | 100 5 8.3 100 1 6.3 1.36 Aloorithn conversed 0.2 15.06 0.021 Aloorithn conversed.|  -0.132 0.174 133 Alaorithn converaed, 0.4 12.52 0,197 0.1 Alaorithn converaed. 0.08 04
Eronchitic 36 | 100 ) 2.8 100 2 12.5 0.20 Aloorithn conversed 0.02 2.5 -0.097 Aloorithn conversed.|  -0.272 0.018 0.22 Alaorithn converaed, 0.02 2.4 .2111 .50 Alaorithn converaed. .41 48.86
wizal 35 | 100 2 5.5 16 | 100 o 0.0 Ininite Aloorithn conversed 0.00 Intinite 0.056 Aloorithn conversed e E Ininite Alaorithn converaed, 0.00 Ininity 0.9807 0.00 Alaorithn converaed. 0.00 ne
Hand- foot -and-mouth disease 35 | 100 2 5.5 16 | 100 o 0.0 Intinite Aloorithn conversed 0.00 Intinite 0.056 Aloorithn conversed e E Ininite Alaorithn converaed, 0.00 Ininity 0.9807 0.00 Alaorithn converaed. 0.00 ne
varicella 36 | 100 ) 2.8 100 1 6.3 0.43 Aloorithn conversed 0.02 785 0.035 Aloorithn conversed.|  -0.168 0.099 0.4 Alaorithn converaed, 0.03 713 5600 2.25 Alaorithn converaed. 0.4 36,11
4 36 | 100 o 0.0 100 1 6.3 0.00 Aloorithn conversed 0.00 e -0.063 Aloorithn conversed e 0.00 Alaorithn converaed, 0.00 155269 0.5708 Alaorithn converaed. 0.00 Infinity
36 | 100 o 0.0 100 1 6.3 0.00 Aloorithn conversed 0.00 e -0.063 Aloorithn conversed e 0.00 Alaorithn converaed, 0.00 155269 0.5708 Infinie Alaorithn conversed. 0.00 Infinity
Folliculitic 36 | 100 ) 2.8 100 o 0.0 Intinite Aloorith conversed 0.00 Intinite 0.028 Aloorithn conversed e Ininiey Alaorithn converaed, 0.00 Intinity 0.9818 0.00 Alaorithn converaed. 0.00 e
Funcal skin infection 36 | 100 ) 2.8 100 o 0.0 Intinite Aloorith conversed 0.00 Intinite 0.028 Aloorithn conversed e Ininiey Alaorithn converaed, 0.00 Ininity 0.5818 0.00 Alaorithn converaed. 0.00 ne
Fusuncle 36 | 100 ) 2.8 100 o 0.0 Intinite Aloorith conversed 0.00 Intinite 0.028 Aloorithn conversed e Ininiey Alaorithn converaed, 0.00 Ininity 0.5818 0.00 Alaorithn converaed. 0.00 ne
viral infection 36 | 100 o 0.0 100 1 6.3 0.00 Aloorith conversed 0.00 e -0.063 Aloorithn conversed e 0.00 Alaorithn converaed, 0.00 155269 0.5708 Ininite Alaorithn converaed. 0.00 Infinity
Genital infection funsal 36 | 100 ) 2.8 16 | 100 o 0.0 Intinite Aloorith conversed 0.00 Intinite 0.028 Aloorithn conversed e E Ininite Alaorithn converaed, 0.00 Ininity 0.5818 0.00 Alaorithn converaed. 0.00 ne
Ginsivitic 36 | 100 o 0.0 16 | 100 1 6.3 0.00 Aloorith conversed 0.00 e -0.063 Aloorithn conversed e e 0.00 Alaorithn converaed, 0.00 155269 0.5708 Ininite Alaorithn converaed. 0.00 Infinity
sordsolun 36 | 100 o 0.0 16 | 100 1 6.3 0.00 Aloorithn conversed 0.00 ¥ -0.063 Aloorithn conversed e 0.00 Alaorithn converasd. 0.00 155289 0.5708 Ininicy Aloorithn conversed. 0.00 Infiniey
Influenza 36 | 100 ) 2.8 16 | 100 o 0.0 Aloorithn conversed 0.00 0.028 Aloorithn conversed e Ininicy Alaorithn converasd. 0.00 Infinity 0.5818 0.00 Aloorithn conversed. 0.00 ne
Lomon aland infection 36 | 100 o 0.0 16 | 100 1 6.3 0.00 Aloorithn conversed 0.00 ¥ -0.063 converasd, e 0.00 Alaorithn converasd. 0.00 155289 0.5708 Infinic Aloorithn conversed. 0.00 Infiniey
otitic externs 36 | 100 ) 2.8 16 | 100 o 0.0 Aloorithn conversed 0.00 0.028 converasd, e Ininicy Alaorithn converasd. 0.00 Infinity 0.5818 0.00 Aloorithn conversed. 0.00 ne
otitic meais 36 | 100 o 0.0 16 | 100 1 6.3 0.00 Aloorithn conversed 0.00 ¥ -0.063 converasd, e 0.00 Alaorithn converasd. 0.00 155289 0.5708 Infinic Aleorithn conversed. 0.00 Infiniey
otitic media acute 36 | 100 ) 2.8 16 | 100 o 0.0 Aloorithn conversed 0.00 0.028 Aloorithn conversed e Ininicy Alaorithn converasd. 0.00 Infinity 0.5818 0.00 Aleorithn conversed. 0.00 ne
Pharvnoitis bacterial 36 | 100 ) 2.8 16 | 100 o 0.0 Aloorithn conversed 0.00 0.028 Aloorithn conversed e Ininicy Alaorithn converasd. 0.00 Infinity 0.5818 0.00 Aleorithn conversed. 0.00 ne
Preumonia 36 | 100 o 0.0 16 | 100 1 6.3 Aloorithn conversed 0.00 ¥ -0.063 Aloorithn conversed e e 0.00 Alaorithn converasd. 0.00 155289 0.5708 Aleorithn conversed. 0.00 Infiniey
Sinusivic 36 | 100 ) 2.8 16 | 100 o 0.0 Aloorithn conversed 0.00 Intinity 0.028 Aloorithn conversed e E Ininicy Alaorithn converasd. 0.00 Infinity 0.5818 0.00 Aleorithn conversed. 0.00 ne
Tonsillitis 36 | 100 ) 2.8 16 | 100 o 0.0 Aloorithn conversed 0.00 Intinity 0.028 Aloorithn conversed e Ininicy Alaorithn converasd. 0.00 Infinity 0.5818 0.00 Aleorithn conversed. 0.00 ne
Tracheitic 36 | 100 ) 2.8 16 | 100 o 0.0 Aloorithn conversed 0.00 0.028 Aloorithn conversed e Ininicy Alaorithn converasd. 0.00 Infinity 0.5818 0.00 Aleorithn conversed. 0.00 ne
Unoer respiratore tract infection bacterial 36 | 100 ) 2.8 16 | 100 o 0.0 Aloorithn conversed 0.00 0.028 converasd, e Ininicy Alaorithn converasd. 0.00 Infinity 0.5818 0.00 Aleorithn conversed. 0.00 ne
viral rhinitic 36 | 100 ) 2.8 16 | 100 o 0.0 Aloorithn conversed 0.00 0.028 converasd, e Ininicy Alaorithn converasd. 0.00 Infinity 0.5818 0.00 Aleorithn conversed. 0.00 ne
Virsl uover respirstore tract infection 36 | 100 ) 2.8 16 | 100 o 0.0 Aloorithn conversed 0.00 0.028 converasd, e Ininicy Alaorithn converasd. 0.00 Infinity 0.5818 0.00 Aloorithn conversed. 0.00 ne
aicorders - 36| 0 | a0 16 | 100 i 25.0 3.5 Aloorithn conversed 0.5 10.3 0.306 Aloorithn conversed 0.032 0519 2.2 Alaorithn converasd. 0.89 558 0.0871 0.4 Aloorithn converaed. 0.18 113
Disrrhoes 36 | 100 n 16 | 100 1 6.3 Aloorithn conversed 0.6 2.3 0.215 Aloorithn conversed 0.022 .40 .0 Alaorithn converasd. 0.59 01420 0.23 Aloorithn conversed. 0.03 169
vomiting 36 | 100 13.9 16 | 100 2 25.0 0.4 Algorith conversed 0.1 2.5 Algorith conversed.|  -0.357 o.135 Algoritnn converged. 0.7 Les 03318 1.80 Alaorithn converasd. 0.5¢ 6.00
36 | 100 s 13.9 16 | 100 1 6.3 2.42 Algorith conversed 0.25 2387 0.076 Algorith conversed.|  -0.0s1 0204 2.22 Algoritnn converged. 0.2 18,01 0.4520 0.4 Alaorithn converasd. 0.05 3.73
Sbdonina) pain 36 | 100 1 11 16 | 100 1 63 187 Algorith conversed 0.8 19.31 0.085 Algorith conversed.| -0.112 0.208 178 Algoritnn converged. 0.20 15.5 0.5855 0.56 Alaorithn converasd. 0.08 4.8
Abdoninal pain upper 36 | 100 5 ] 16 | 100 1 63 136 Algorith conversed 15.06 0.021 Algorith conversed.|  -0.132 0ams Algoritnn converged. 0.1 12.52 0.7974 0.1 Alaorithn converasd. 0.08 .08
sonthous ulcer 36 | 100 2 5. 16 | 100 0 0.0 Algorith conversed 0.00 Infinity 0.056 Algorith conversed ne Infinicy Algoritnn converged. 0.00 Infinity 0.9807 0.00 Alaorithn converasd. 0.00 e
Flstulence 36 | 100 2 5. 16 | 100 0 0.0 Algorith conversed 0.00 Infinity 0.056 Algorith conversed ne Infinicy Algoritnn converged. 0.00 Infinity 0.9807 0.00 Alaorithn converasd. 0.00 e
Nauzes 36 | 100 2 5. 16 | 100 0 0.0 Algorith conversed 0.00 Infinity 0.056 Algorith conversed ne Infinicy Algoritnn converged. 0.00 Infinity 0.9807 0.00 Alaorithn converasd. 0.00 e
Abdoninal disconfort 36 | 100 1 2.8 16 | 100 0 0.0 Algorith conversed 0.00 Infinity 0.028 Algorith conversed ne Infinicy Algoritnn converged. 0.00 Infinity 0.s818 0.00 Algorithn converged. 0.00 e
Abdoninal distension 36 | 100 1 2.8 16 | 100 0 0.0 Algorith conversed 0.00 Infinity 0.028 Algorith conversed ne Infinicy Algoritnn converged. 0.00 Infinity 0.s818 0.00 Algorithn converged. 0.00 e
Dental necrosis 36 | 100 1 2.8 16 | 100 0 0.0 Algorith conversed 0.00 Infinity 0.028 Algorith conversed ne e Infinicy Algoritnn converged. 0.00 Infinity 0.s818 0.00 Algorithn converged. 0.00 e
Faccalona 36 | 100 1 2.8 16 | 100 0 0.0 Algorith conversed 0.00 Infinity 0.028 Algorith conversed ne e Infinicy Algoritnn converged. 0.00 Infinity 0.s818 0.00 Algorithn converged. 0.00 e
Fasces sort 36 | 100 1 2.5 16 | 100 0 0.0 Algorith conversed 0.00 Infinity 0.028 Algorith conversed ne Infinicy Algoritnn converged. 0.00 Infinity 0.s818 0.00 Algorithn converged. 0.00 e
bouth wiceration 36 | 100 1 2.5 16 | 100 0 0.0 Algorith conversed 0.00 Infinity 0.028 Algorith conversed ne Infinicy Algoritnn converged. 0.00 Infinity 0.s818 0.00 Algorithn converged. 0.00 e
oot ma1 36 | 100 ) 2.6 16 | 100 0 0.0 Algorith conversed 0.00 Infinity 0.028 Algorith conversed ne Infinicy Algoritnn converged. 0.00 Infinity 0.s818 0.00 Algorithn converged. 0.00 e
Toothache 36 | 100 1 2.8 16 | 100 0 0.0 Algorith conversed 0.00 Infinity 0.028 Algorith conversed ne Infinicy Algoritnn converged. 0.00 Infinity 0.s818 0.00 Algorithn converged. 0.00 e
Nervous system disorders - 36 | 100 12 3.3 16 | 100 2 12.5 350 Agorithn conversed 0.6 18,71 0.208 Algorithn converges.|  -0.021 043 2.67 Algoritnn converged. 0.65 10.53 0.1685 0.3 Alaorithn converasd. 0.08 154
Headache 36 | o 1 0.6 100 2 12.5 308 Algeri 0.57 1658 Algorichn converged.|  -0.046 o.407 2.4 Algorichm converaed, 0.59 10,12 0.2124 .41 Algoritnn 0.10 189
Amnesia 36 | o 0.0 100 1 o3 0.00 Algorichn 0.00 e -0.063 Algorichn converged. ne 0.00 Algorichm converaed, 0.00 158285 0.5708 Algorithm converaed, 0.00 Infiniey
sigraine 36 | o 1 2.5 16 | 100 0 0.0 Algorichn 0.00 Ininity 0.028 Algorichn converged. ne e Ininiey Algorichm converaed, 0.00 Infiniey 0.518 0.00 Algorithm converaed, 0.00 N
Presyncoce 36 | o 1 2.5 16 | 100 0 0.0 Algorichn con 0.00 Ininity 0.028 Algorichn converged. ne e Ininiey Algorichm converaed, 0.00 Infiniey 0.ss18 0.00 Algorithm converaed, 0.00 N
General disorders and administration site
onditions - 36 | o 10 218 100 2 12.5 2.6 Algorichn 0.5 .62 Algorichn converged.|  -0.07m1 0313 2.22 Algorichm converaed, 0.53 5.3 0.2687 0.45 Algorithm converaed, o1 15
Byrexia 36 | o 9.4 100 2 12.5 169 Algeri 5.6 0.069 Algorichn converged. 0.282 156 Algorichm converaed, 0.3 G52 0.5549 0.6t Algoritnn 0.1¢ 280
Fesling abnormal 36 | o 1 2.5 100 0 0.0 Algeri 0.00 Ininity 0.028 Algorichn converged. ne Ininiey Algorichm converaed, 0.00 Infiniey 0.ss18 0.00 Algoritnn 0.00 N
36 | o 1 2.5 100 0 0.0 Algeri 0.00 Ininity 0.028 Algorichn converged. ne Ininiey Algorichm converaed, 0.00 Infiniey 0.518 0.00 Algoritnn 0.00 N
Medical device pain 36 | o 1 2.5 100 0 0.0 Algeri 0.00 Ininity 0.028 Algorichn converged. ne Ininiey Algorichm converaed, 0.00 Infiniey 0.518 0.00 Algoritnn 0.00 N
Bhysical 36 | o 1 2.5 100 0 0.0 Algeri 0.00 Ininity 0.028 Algorichn converged. ne Ininiey Algorichm converaed, 0.00 Infiniey 0.518 0.00 Algoritnn 0.00 N
& thoracic and medisstinal disorders |- 36 | o e 100 s 1.3 044 Alaorichn 10 Algorichn converged.|  -0.410 o118 0.53 Algorichm converaed, 0.1 153 0.2375 1es Algorithm converaed, o.65 5.3
couan 36 1 1 16 2 125 Algorichn 5.5 0018 Algorichn converged.|  -0.210 o.183 0.59 Algorithn converged. 0.17 450 0.5853 13 Algorithm converaed, 0.22 5.7
sain 6 o 0.0 16 | 100 1 25.0 Alaorichn con 0.00 e 0.250 Algorichn converged. ne e 0.00 Algorithn converged. 0.00 amm2ss 0.5678 Infinicy Algorithm converaed, 0.00 Infiniey
Epistaxis 36 1 2.5 16 1 a3 Algorichn 0.02 .85 0.035 Algorichn converged. 0.088 0.4 Algorithn converged. 0.03 LR 0.5600 2.25 Algorithm converaed, 0.1¢ 8.1
Bronchial 36 1 2.5 16 o 0.0 Algeri 0.00 Ininity 0.028 Algorichn converged. ne Algorithn converged. 0.00 Infiniey 0.ss18 0.00 Algoritna 0.00 e
binor rhos - 36 | 100 ) 2.6 100 0 00 Algorithn converaed, 0.00 Infiniey 0.028 Algorithn converaed, ne Algorithm converaed, 0.00 Infinicy 0.5818 0.00 Alaorithm converaed, 0.00 e
Sleeo apnoea svndrone - 36 | o 0.0 100 1 o3 0.00 Algorithn converaed, 0.00 e “0.063 Algorithn converaed, ne 0.00 Algorithm converaed, 0.00 158289 0.9708 Infiniey Alaorithm converaed, 0.00 Infiniey
Injury, poisoning and procedural - - s6 | o e 100 H 158 0.70 Algorithn converaed, 0.1 3.50 o019 Algorithm converged.|  -0.276 0179 0.7 Algorithm converaed, 0.1 2.8 0.6540 138 Alaorithm converaed, 0.3 s
Procedural pain - 36 | o 1 2.5 100 1 o3 0.43 Algorithn converaed, 0.02 785 “0.035 Algorithm conversed.| <0168 0.059 0.4 Algorithm converaed, 0.03 ERE} 0.5600 2.25 Alaorithm converaed, 0.1¢ 6.1
contusion - 36 | o 1 2.5 100 0 00 Algorithn converaed, 0.00 Infiniey 0.028 Algorithn converaed, ne e Infiniey Algorithm converaed, 0.00 Infinicy 0.5818 0.00 Alaorithm converaed, 0.00 e
ran - s6 | o 1 2.5 16| s00 0 00 Algorithn converaed, 0.00 Infiniey 0.028 Algorithn converaed, ne e Infiniey Algorithm converaed, 0.00 Infinicy 0.5818 0.00 Alaorithm converaed, 0.00 e
Ferur fracture - s6 | o o 0.0 16| s00 1 o3 0.00 Algorithn converaed, 0.00 e “0.063 Algorithn converaed, ne e 0.00 Algorithm converaed, 0.00 158289 0.9708 Infiniey Alaorithm converaed, 0.00 Infiniey
Joint dislocation - s6 | 0 1 2.5 100 0 00 Algorithn converaed, 0.00 Infiniey 0.028 Algorithn converaed, ne Infiniey Algorithm converaed, 0.00 Infinicy 0.5818 0.00 Alaorithm converaed, 0.00 e




Lirb iniury - 36 | 100 1 28 s | 100 o 0.0 Alaorichn 0.00 Intintey 0.028 Algorithn converaed. ne ne antiniey Alaorithn converaed. 0.00 Intiniey 0,581 0.00 Alaoriehn cony 0.00 ne
Toot fracture - 36 | 100 o 0.0 s | 100 1 6.3 0.00 Aaorichn 0.00 xe -0.063 Algorithn converaed. ne ne 0.00 Alaorithn converaed. 0.00 158289 0.5708 Alaorienn cony 0.00 Intintey
and connective tissue disordera |-- - 36 | 100 i 19,4 s | 100 1 6.3 362 Algorithn converaed. 0.39 2002 0.3 Alaorithn converqed.|  -0.048 oz ERTS Alaorithn converaed. 0.0 20,03 0.2733 0.32 Alaorithn converaed. 0.04 2.5
Arthralata - 36 | 100 5 8.3 s | 100 o 0.0 Intiniey Aaorichn 0.00 Intintey 0.083 Algorithn converaed. ne ne antiney Alaorithn converaed. 0.00 Intiniey 0.5801 0.00 Alaoriem 0.00 ne
Seoliosts - 36 | 100 2 5.6 16 | 100 1 6.3 0.8 Aaorichn .07 116 -0.007 Alaorithn comverqed.|  -0.151 IRES) 0.89 Alaorithn converaed. 0.08 565 0.5214 102 Alaorienn cony 0.0 12.21
Back pain - 36 | 100 2 5.6 s | 100 o 0.0 Aaorichn 0.00 Intintey 0.05¢ Algorithn converaed. ne ne antiniey Alaorithn converaed. 0.00 Intiniey 0.5807 0.00 Alaorienn cony 0.00 ne
Pain in exerenity - 36 | 100 2 5.6 s | 100 o 0.0 Aaorichn 0.00 Intintey 0.05¢ Algorithn converaed. ne ne antiney Alaorithn converaed. 0.00 Intiniey 0.5807 0.00 Alaorienn cony 0.00 ne
Exostosts - 36 | 100 1 28 s | 100 o 0.0 Algorithn converaed. 0.00 Intintey 0.028 Algorithn converaed. ne ne antiniey Alaorithn converaed. 0.00 Intiniey 0,581 0.00 Alaorithn converaed. 0.00 ne
- 36 | 100 1 28 s | 100 o 0.0 Intiniey Algorithn converaed. 0.00 Intintey 0.028 Algorithn converaed. ne ne antiniey Alaorithn converaed. 0.00 Intiniey 0,581 0.00 Alaoriem 0.00 ne
Jotnt instability - 36 | 100 1 28 16 | 100 o 0.0 Intiniee Algorithn converaed. 0.00 Intiniey 0.028 Algorithn converaed. ne ne antinicy Alaorithn converaed. 0.00 Intiniey 0.9818 0.00 Alaoritm 0.00 ne
ivalaia - 36 | 100 1 28 6 | 100 o 0.0 Intiniee Algorithn converaed. 0.00 Intiniey 0.028 Algorithn converaed. ne ne antinicy Alaorithn converaed. 0.00 Intiniey 0.9818 0.00 Alaoritm 0.00 ne
Skin ang tissue disorders - - 36 | 100 s 2.2 6 | 100 o 0.0 Intiniee Algorithn converaed. 0.00 Intiniey 0.222 Algorithn converaed. ne ne antinicy Alaorithn converaed. 0.00 Intiniey 0.9786 0.00 Alaoritm 0.00 ne
Eczens - 36 | 100 2 5.6 6 | 100 o 0.0 Intiniee Algorithn converaed. 0.00 Intiniey 0.05¢ Algorithn converaed. ne ne antinicy Alaorithn converaed. 0.00 Intiniey 0.9807 0.00 Alaorithn converaed. 0.00 ne
bernatitis acneiform - 36 | 100 1 28 6 | 100 o 0.0 Intiniee Algorithn converaed. 0.00 Intiniey 0.028 Algorithn converaed. ne ne antinicy Alaorithn converaed. 0.00 Intiniey 0.9818 0.00 Alaorithn converaed. 0.00 ne
bernatitis alleraic - 36 | 100 1 28 16 | 100 o 0.0 Intiniee Algorithn converaed. 0.00 Intiniey 0.028 Algorithn converaed. ne ne antinicy Alaorithn converaed. 0.00 Intiniey 0.9818 0.00 Alaoritm 0.00 ne
by skin - 36 | 100 1 28 6 | 100 o 0.0 Intiniee Algorithn converaed. 0.00 Intiniey 0.028 Algorithn converaed. ne ne antinicy Alaorithn converaed. 0.00 Intiniey 0.9818 0.00 Alaoritm 0.00 ne
Ecchymosts - 36 | 100 1 28 6 | 100 o 0.0 Intiniee Algorithn converaed. 0.00 Intiniey 0.028 Algorithn converaed. ne ne antinicy Alaorithn converaed. 0.00 Intiniey 0.9818 0.00 Alaoritm 0.00 ne
Hair texture sbnormal - 36 | 100 1 28 6 | 100 o 0.0 Intiniee Algorithn converaed. 0.00 Intiniey 0.028 Algorithn converaed. ne ne antinicy Alaorithn converaed. 0.00 Intiniey 0.9818 0.00 Alaorithn converaed. 0.00 ne
papute - 36 | 100 1 28 6 | 100 o 0.0 Intiniee Algorithn converaed. 0.00 Intiniey 0.028 Algorithn converaed. ne ne antinicy Alaorithn converaed. 0.00 Intiniey 0.9818 0.00 Alaorithn converaed. 0.00 ne
pityriasis roses - 36 | 100 1 28 16 | 100 o 0.0 Intiniee Algorithn converaed. 0.00 Intiniey 0.028 Algorithn converaed. ne ne antinicy Alaorithn converaed. 0.00 Intiniey 0.9818 0.00 Alaoritm 0.00 ne
Rash maculo-papular - 36 | 100 1 28 6 | 100 o 0.0 Intiniee Algorithn converaed. 0.00 Intiniey 0.028 Algorithn converaed. ne ne antinicy Alaorithn converaed. 0.00 Intiniey 0.9818 0.00 Alaoritm 0.00 ne
Seborrhoes - 36 | 100 1 28 6 | 100 o 0.0 Intiniee Algorithn converaed. 0.00 Intiniey 0.028 Algorithn converaed. ne ne antinicy Alaorithn converaed. 0.00 Intiniey 0.9818 0.00 Alaoritm 0.00 ne
Eve disorders - - 36 | 100 5 8.3 6 | 100 2 125 0.6 Algorithn converaed. 0.0 e -0.002 Aaorichn comveraed.|  -0.232 0.18 .67 Alaorithn converaed. 0.2 3.1 0.6401 150 Alaorithn converaed. 0.27 6,41
Eve pain - 36 | 100 1 28 6 | 100 1 6.3 0.43 Algorithn converaed. 0.02 .85 0035 Aaorichn comveraed.|  -0.168 0.099 o.04 Alaorithn converaed. 0.03 2.3 0.5600 2.25 Alaorithn converaed. 0.4 3601
Contunctival haemorrhage - 36 | 100 o 0.0 16 | 100 1 6.3 0.00 Algorithn converaed. 0.00 xe -0.063 Algorithn converaed. ne ne 0.00 Alaorithn converaed. 0.00 158289 0.9708 antinicy Alaoritm 0.00 Intiniey
Drv eve - 36 | 100 1 2. 100 o 0.0 Infinicy Alaorichn 0.00 Infinicy 0.028 Alaorichn converaed. ne e Infinicy Alaorithn converaed. 0.00 Infinicy 0.5818 0.00 Alaorithn converaed, 0.00 ne
Ocular hvperaemia - 36 | 100 1 2. 6| 100 o 0.0 Infinicy Alaorichn 0.00 Infinicy 0.028 Alaorichn converaed. ne e Infinicy Alaoritnn converaed. 0.00 Infinicy 0.5818 0.00 Alaorithn converaed, 0.00 ne
Blood and lymphatic svsten disorders - - 36 | 100 2 5.6 6| 100 1 63 0.58 Alaorichn c 0.07 116 ~0.007 Alaorichn converaed.|  -0.151 0137 0.59 Alaoritnn converaed. 0.08 5.65 0.5214 102 Alaorithn converaed, 0.10 12.21
Anaenta - 36 | 100 1 2. 6| 100 o 0.0 Infinicy Alaorichn c 0.00 Infinicy 0.028 Alaorichn converaed. ne e Infinicy Alaoritnn converaed. 0.00 Infinicy 0.5818 0.00 Alaorithn converaed, 0.00 ne
Iron deficiency anaenia - 36 | 100 1 2. 16| 100 o 0.0 Infinicy Alaorichn 0.00 Infinicy 0.028 Alaorichn converaed. ne e Infinicy Alaoritnn converaed. 0.00 Infinicy 0.5818 0.00 Alaorithn converaed, 0.00 ne
Leukopenta - 36 | 100 o 0.0 100 1 63 0.00 Alaorichn 0.00 e ~0.063 Alaorichn converaed. ne e 0.00 Alaoritnn converaed. 0.00 155289 0.9708 Infinicy Alaorithn converaed, 0.00 Infinicy
- 36 | 100 o 0.0 6| 100 1 63 0.00 Alaorichn 0.00 e ~0.063 Alaorichn converaed. ne e 0.00 Alaorithn converaed. 0.00 155289 0.9708 Inin Alaorithn converaed, 0.00 Infinicy
- 36 | 100 o 0.0 6| 100 1 63 0.00 Alaorichn converaed. 0.00 e ~0.063 Alaorichn converaed. ne e 0.00 Alaorithn converaed. 0.00 155289 0.9708 Infinicy Alaorithn converad, 0.00 Infinicy
Reproductive svsten and breast disorders - - 36 | 100 5.6 6| 100 1 63 0.58 Alaorichn 0.07 116 ~0.007 Alaorichn converaed.|  -0.151 0137 0.59 Alaorithn converaed. 0.08 5.65 0.5214 102 Alaorithn converad, 0.10 12.21
vetrorrhaaia - 36 | 100 1 2. 16| 100 o 0.0 Infinicy Alaorichn 0.00 Infinicy 0.028 Alaorichn converaed. ne e Infinicy Alaorithn converaed. 0.00 Infinicy 0.5818 0.00 Alaorithn converad, 0.00 ne
ovarian cvet - 36 | 100 1 2. 100 o 0.0 Infinicy Alaorichn 0.00 Infinicy 0.028 Alaorichn converaed. ne e Infinicy Alaorithn converaed. 0.00 Infinicy 0.5818 0.00 Alaorithn converad, 0.00 ne
eolyevstic ovaries - 36 | 100 o 0.0 6| 100 1 63 0.00 Alaorichn 0.00 e ~0.063 Alaorichn converaed. ne e 0.00 Alaorithn converaed. 0.00 155289 0.9708 Alaorithn converad, 0.00 Infinicy
Ear and labyrinth disorders - - 36 | 100 1 2. 6| 100 1 63 0.43 Alaorichn converaed. 0.02 285 ~0.035 Alaorichn converaed.|  -0.168 0.099 0.0 Alaorithn converaed. 0.03 213 0.5600 2.25 Alaorithn converad, 0.1 3611
Ear pain - 36 | 100 1 2. 6| 100 1 63 0.43 Alaorichn 0.02 285 ~0.035 Alaorichn converaed.|  -0.168 0.099 0.0 Alaorithn converaed. 0.03 213 0.5600 2.25 Alaorithn converaed, 0.1
Inmune svstem disorders - - 36 | 100 1 2. 16| 100 1 63 0.43 Alaorichn 0.02 285 ~0.035 Alaorichn converaed.|  -0.168 0.099 0.0 Alaoritnn converaed. 0.03 213 0.5600 2.25 Alaorithn converaed, 0.1 3611
Seasonal alleray - 36 | 100 1 2. 100 1 63 0.43 Alaorichn 0.02 285 ~0.035 Alaorichn converaed.|  -0.168 0.099 0.0 Alaoritnn converaed. 0.03 213 0.5600 2.25 Alaorithn converaed, 0.1
vetabolisn and nutrition disorders - - 36 | 100 2 5.6 6| 100 0 0.0 Infiniey Algorichn 0.00 Ininicy 0.056 Alaorithn converaed. ne e Infinity Alaorithn converaed. 0.00 Infinity 0.9807 0.00 Alaorithn converaed. 0.00 e
Dehvdration - 36 | 100 1 2.8 6| 100 0 0.0 Infiniey Alaorithn converaed. 0.00 Ininicy 0.028 Alaorithn converaed. ne e Infinity Alaorithn converaed. 0.00 Infinity 0.9818 0.00 Alaorithn converaed. 0.00 e
Hvperinsylinisn - 36 | 100 1 2.8 6| 100 0 0.0 Infiniey Alaorithn ¢ 0.00 Ininicy 0.028 Alaorithn converaed. ne e Infinity Alaorithn converaed. 0.00 Infinity 0.00 Alaorithn converaed. 0.00 e
Psveniatric disorders - - 36 | 100 o 0.0 16| 100 2 125 0.00 Algorichn 0.00 e -0.125 Alaorithn converaed. ne e 0.00 Alaorithn converaed. 0.00 258288 0.9692 Alaorithn converaed. 0.00 Infinicy
anwiety - 36 | 100 o 0.0 6| 100 2 125 0.00 Algorichn 0.00 e -0.125 Alaorithn converaed. ne e 0.00 Alaorithn converaed. 0.00 258288 0.9692 Alaorithn converaed. 0.00 Infinicy
cardizc disorders - - 36 | 100 1 2.8 6| 100 0 0.0 Infiniey Algorichn 0.00 Ininicy 0.028 Alaorithn converaed. ne e Infinity Alaorithn converaed. 0.00 Infinity 0.9818 0.00 Alaorithn converaed. 0.00 e
Atrioventricular block first dearee - 36 | 100 1 2.8 6| 100 0 0.0 Infiniey Alaorithn converaed. 0.00 Ininicy 0.028 Alaorithn converaed. ne e Infinity Alaorithn converaed. 0.00 Infinity 0.9818 0.00 Alaorithn converaed. 0.00 e
Endocrine disorders - - 36 | 100 1 2.8 6| 100 0 0.0 Infiniey Algorichn 0.00 Ininicy 0.028 Alaorithn converaed. ne e Infinity Alaorithn converaed. 0.00 Infinity 0.00 Alaorithn converaed. 0.00 e
Hvoopituitarisn - 36 | 100 1 2.8 16| 100 0 0.0 Infiniey Algorichn 0.00 Ininicy 0.028 Alaorithn converaed. ne e Infinity Alaorithn converaed. 0.00 Infinity 0.9818 0.00 Alaorithn converaed. 0.00 e
- - 36 | 100 o 0.0 6| 100 1 6.3 0.00 Algorichn 0.00 e 0.063 Alaorithn converasd. ne e 0.00 Alaorithn converaed. 0.00 155289 0.9708 Alaorithn converaed. 0.00 Infinicy
Activated partisl thromboplastin tine
shortened - 36 | 100 o 0.0 6| 100 1 6.3 0.00 Algorichn 0.00 e 0.063 Alaorithn converasd. ne e 0.00 Alaorithn converaed. 0.00 155289 0.9708 Alaorithn converaed. 0.00 Infinicy
Blood bicarbonate decreased - 36 | 100 o 0.0 6| 100 1 6.3 0.00 Alaorithn converaed. 0.00 e 0.063 Alaorithn converaed. ne e 0.00 Alaorithn converaed. 0.00 155289 0.9708 Infinity Alaorithn converaed. 0.00 Infinicy
Oxvaen saturation decreased - 36 | 100 o 0.0 6| 100 1 6.3 0.00 Alaorithn o 0.00 e 0.063 Alaorithn converaed. ne e 0.00 Alaorithn converaed. 0.00 155289 Alaorithn converaed. 0.00 Infinicy
Suraical and medical procedures - - 36 | 100 o 0.0 16| 100 1 6.3 0.00 Algorichn 0.00 e 0.063 Alaorithn converaed. ne e 0.00 Alaorithn converaed. 0.00 155289 0.9708 Alaorithn converaed. 0.00 Infinicy
Dental implantation - 36 | 100 o 0.0 6| 100 1 6.3 0.00 Algorichn 0.00 e 0.063 Alaorithn converaed. ne e 0.00 Alaorithn converaed. 0.00 155289 0.9708 Alaorithn converaed. 0.00 Infinicy

* when shown, indicates convergence problen. Result is uninterpretable
Clinical Cutoff Date: 0SEP201S)

When there are no adverse events in either arm, estimates and confidence linits for odds ratio and relative risk are reported as 0 or Infinity as appropriate.
When there are no adverse events in both ams, the estimate for sbeolute risk difference is set to 0 and all other modsl estimates are set to 'NR' (Not Reported)
NE when shown, means Not Estinable

Disease related events are defined as those under the broad perspective

T basket. Only AEs of highest severity are counted.

Progran: root/clinical . & r /ace_csr_part2 . saf_se_rav_soc.sas
output: root/clinical st a . CsR_part. Jt_sat_ae_rau_soc_SE_T3_DB.xls
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Grade 1 Tncluding Disease Related Adverse Events.

Sisdiplan oo Risdiplan vs. Placebo Placebo va. Risdiplam
Fatients | eatiente with pvenr | Pavients | paients with event ads Fati beolute Risk pitference Relative Risk Felative Ais
Subarous [soc b1 Tevel | o [ & o % o ] s n 0y Oads Fatio Converaence Reason | 95% Lower CL | 95% Upper CL | Absolute Risk Converaence Reason | 95% Lower CL | 95% Upper CL | Relative Risk Converaence Reason | 95% Lower CL | 95% Upper CL | o-value (wald) | Relative Risk Converaence Reason | 95% Loer CL | 95 Usper CL
a1 Infections and v - s6 | 100 1 38.9 16 | 100 s 513 1.0 Aloorithn converaed 0.39 5.05 0.076 Aloorith conversed.|  -0.208 0.361 1.4 Alaorithn converaed, 0.53 2.03 0.6096 0.80 Alaorithn converaed. 0.3 1.8
Uover respiratore tract infection s6 | 100 o 100 2 1.5 1.0 Aloorithn converaed 0.21 511 0.042 Aloorith conversed.|  -0.166 0.249 133 Alaorithn converaed, 0.29 613 0.1063 0.15 Alaorithn converaed. 0.16 3.5
36 | 100 s 13.9 100 2 12.5 103 Aloorithn converved 0 6.8 0.018 Aloorithn converved.|  -0.169 0.216 111 Alaorithn converaed, 0.23 5.5 0.8932 0.5 Alaorithn converaed. 0.9 .32
Eharvnaitis 35 | 100 2 5.6 100 1 6.3 0.88 Aloorithn converved 0.07 n -0.007 Aloorithn converved.| -0 0.137 0.89 Alaorithn converaed, 0.08 5.5 0.5211 102 Alaorithn converaed. 0.10 12.21
Eronchitic 36 | 100 ) 2.8 100 1 6.3 0.43 Aloorithn converved 0.02 785 0.035 Aloorithn conversed.|  -0.168 0.099 0.4 Alaorithn converaed, 0.03 713 5600 2.25 Alaorithn converaed. 0.4 36,11
36 | 100 ) 2.8 100 1 6.3 0.43 Aloorithn conversed 0.02 785 -0.035 Aloorithn conversed.|  -0.168 0.099 0.4 Alaorithn converaed, 0.03 713 5600 2.25 Alaorithn converaed. 0.4 36,11
Fusuncle 36 | 100 ) 2.8 100 o 0.0 Intinite Aloorithn conversed 0.00 Intinite 0.028 Aloorithn conversed e Ininite Alaorithn converaed, 0.00 Ininity 0.5818 0.00 Alaorithn converaed. 0.00 ne
vizal 36 | 100 ) 2.8 16 | 100 o 0.0 Intinite Aloorithn conversed 0.00 Intinite 0.028 Aloorithn conversed e E Ininite Alaorithn converaed, 0.00 Ininity 0.5818 0.00 Alaorithn converaed. 0.00 ne
viral infection 36 | 100 o 0.0 16 | 100 1 6.3 0.00 Aloorithn conversed 0.00 e -0.063 Aloorithn conversed e e 0.00 Alaorithn converaed, 0.00 155269 0.5708 Ininite Alaorithn converaed. 0.00 Infinity
Genital infection funsal 36 | 100 ) 2.8 100 o 0.0 Intinite Aloorithn conversed 0.00 Intinite 0.028 Aloorithn conversed e Alaorithn converaed, 0.00 Ininity 0.5818 0.00 Alaorithn converaed. 0.00 ne
Ginsivitic 36 | 100 o 0.0 100 1 6.3 0.00 Aloorithn conversed 0.00 e -0.063 Aloorithn conversed e 0.00 Alaorithn converaed, 0.00 155269 0.5708 Alaorithn converaed. 0.00 Infinity
36 | 100 o 0.0 100 1 6.3 0.00 Aloorithn conversed 0.00 e -0.063 Aloorithn conversed e 0.00 Alaorithn converaed, 0.00 155269 0.5708 Infinie Alaorithn conversed. 0.00 Infinity
otitic externs 36 | 100 ) 2.8 100 o 0.0 Intinite Aloorith conversed 0.00 Intinite 0.028 Aloorithn conversed e Ininiey Alaorithn converaed, 0.00 Ininity 0.5818 0.00 Alaorithn conversed. 0.00 ne
otitic media 36 | 100 o 0.0 100 1 6.3 0.00 Aloorith conversed 0.00 e -0.063 Aloorithn conversed e 0.00 Alaorithn converaed, 0.00 155269 0.5708 Infinie Alaorithn converaed. 0.00 Infinity
otitic media acute 36 | 100 ) 2.8 100 o 0.0 Intinite Aloorith conversed 0.00 Intinite 0.028 Aloorithn conversed e Ininiey Alaorithn converaed, 0.00 Ininity 0.5818 0.00 Alaorithn converaed. 0.00 ne
Sinusitic 36 | 100 ) 2.8 100 o 0.0 Intinite Aloorith conversed 0.00 Intinite 0.028 Aloorithn conversed e Ininite Alaorithn converaed, 0.00 Ininity 0.5818 0.00 Alaorithn converaed. 0.00 ne
Tracheitic 36 | 100 ) 2.8 16 | 100 o 0.0 Intinite Aloorith conversed 0.00 Intinite 0.028 Aloorithn conversed e E Ininite Alaorithn converaed, 0.00 Ininity 0.5818 0.00 Alaorithn converaed. 0.00 ne
varicella 36 | 100 o 0.0 16 | 100 1 6.3 0.00 Aloorith conversed 0.00 e -0.063 Aloorithn conversed e e 0.00 Alaorithn converaed, 0.00 155269 0.5708 Ininite Alaorithn converaed. 0.00 Infinity
virsl rhinitic 36 | 100 ) 2.8 16 | 100 o 0.0 Aloorithn conversed 0.00 Intinity 0.028 Aloorithn conversed e Ininicy Alaorithn converasd. 0.00 Infinity 0.5818 0.00 Aloorithn conversed. 0.00 ne
aicorders - 36 | 100 1 ‘ 16 | 100 i 25.0 132 Aloorithn conversed 0.3 5.9 0.056 Aloorithn conversed.|  -0.211 0.2 1.2 Alaorithn converasd. 0.4 3.3 0.6302 0.82 Aloorithn converaed. 2.24
Disrrhoes 36 | 100 7 9.1 16 | 100 1 6.3 3.6 Aloorithn conversed 0.39 30,02 0132 converoed.|  -0.048 0312 s Alooritnn converaed. 0.40 21,43 0.2739 032 Aloorithn conversed. 0.0¢ 2.5
vomiting 36 | 100 1 11 16 | 100 i 25.0 0.38 Aloorithn conversed 0.08 1e1 converoea.|  -0.380 0.103 0.4 Alaorithn converasd. 0.2 Lo 02111 2.25 Aloorithn converaed. 0.62 5.1s
sbdonina) oain 36 | 100 3 8.3 16 | 100 1 6.3 1.3 Aloorithn conversed 0.2 15.06 0.021 converoea.| 0132 0 Alaorithn converasd. 0.4 12.52 0.1973 0.1 Aleorithn conversed. 0.08 .04
sbdonina) oain oner 36 | 100 3 8.3 16 | 100 1 6.3 1.3 Aloorithn conversed 0.2 15.06 0.021 Aloorithn conversed.|  -0.132 0 Alaorithn converasd. 0.4 12.52 0.1973 0.1 Aleorithn conversed. 0.08 .04
36 | 100 3 8.3 16 | 100 1 6.3 1.3 Aloorithn conversed 0.2 15.06 0.021 Aloorithn conversed.|  -0.132 0 Alaorithn converasd. 0.4 12.52 0.1973 0.1 Aleorithn conversed. 0.08 .04
sonthous wlcer 36 | 100 2 5. 16 | 100 o 0.0 Aloorithn conversed 0.00 sinivy 0.056 Aloorithn conversed e E Ininicy Alaorithn converasd. 0.00 Infinity 0.5807 0.00 Aleorithn conversed. 0.00 ne
Nauses 36 | 100 2 5. 16 | 100 o 0.0 Aloorithn conversed 0.00 Intinity 0.056 Aloorithn conversed e E Ininicy Alaorithn converasd. 0.00 Infinity 0.5807 0.00 Aleorithn conversed. 0.00 ne
sbdonina) distension 36 | 100 ) 2.8 16 | 100 o 0.0 Aloorithn conversed 0.00 Intinity 0.028 Aloorithn conversed e Ininicy Alaorithn converasd. 0.00 Infinity 0.5818 0.00 Aleorithn conversed. 0.00 ne
Faces soft 36 | 100 ) 2.8 16 | 100 o 0.0 Aloorithn conversed 0.00 0.028 Aloorithn conversed e Ininicy Alaorithn converasd. 0.00 Infinity 0.5818 0.00 Aleorithn conversed. 0.00 ne
Flstulence 36 | 100 ) 2.8 16 | 100 o 0.0 Aloorithn conversed 0.00 0.028 converasd, e Ininicy Alaorithn converasd. 0.00 Infinity 0.5818 0.00 Aleorithn conversed. 0.00 ne
vouth wiceration 36 | 100 ) 2.8 16 | 100 o 0.0 Aloorithn conversed 0.00 0.028 converasd, e Ininicy Alaorithn converasd. 0.00 Infinity 0.5818 0.00 Aleorithn conversed. 0.00 ne
Tootnache 36 | 100 ) 2.8 16 | 100 o 0.0 Aloorithn conversed 0.00 0.028 converasd, e Ininicy Alaorithn converasd. 0.00 Infinity 0.5818 0.00 Aloorithn conversed. 0.00 ne
& thoracic and medisstinal disorders |- 36 | 100 . 16.7 16 | 100 i 25.0 0.60 Aloorithn conversed 0.2 2.60 0.083 Alsorith conversed.|  -0.33 0a67 .67 Alaorithn converasd. 0.2 2.0 04812 150 Aloorithn converaed. 0.48 .
conan 36 | 100 1 10 16 | 100 2 1.5 0.88 Aloorithn conversed 0.2 5.5 0018 Aloorithn conversed.|  -0.210 0.183 0.89 Alaorithn converasd. 0.1 .50 0.8853 103 Aloorithn converaed. 5.7
sain 36 | 100 o 0.0 16 | 100 2 25.0 0.00 Algorith conversed 0.00 e 0.250 Algorith conversed ne e 0.00 Algoritnn converged. 0.00 asm288 0.5676 Infinicy Algorithn converged. 0.00 Infiniey
Epistaxis 36 | 100 1 2.5 16 | 100 1 63 0.43 Algorith conversed 0.02 .85 0.035 Algorith conversed.|  -0.168 0.088 0.4 Alaorithn converasd. 0.03 ERE} 0.5600 2.25 Alaorithn converasd. 0.1¢ 38,11
Bronchial 36 | 100 1 2.5 16 | 100 ] 0.0 Algorith conversed 0.00 Infinity 0.028 Algorith conversed ne Algoritnn converged. 0.00 Infinity 0.s818 0.00 Algorithn converged. 0.00 e
Rbinorrh 36 | 100 ) 2.6 16 | 100 o 0.0 Algorith conversed 0.00 Infinity 0.028 Algorith conversed ne Algoritnn converged. 0.00 Infinity 0.s818 0.00 Algorithn converged. 0.00 e
General disorders and administration site
conditions - 36 | 100 . 16.7 16 | 100 2 125 1o Algorith conversed 0.2 ERL] 0.082 Algorith conversed.|  -0.166 0.248 Algoritnn converged. 0.25 613 0.1063 0.1 Alaorithn converasd. 0.3 3.5
Byrexia 36 | 100 5 8.3 16 | 100 2 125 0.60 Algorith conversed 0.09 .40 0.0a2 Algorith conversed.|  -0.232 o.148 0.67 Algoritnn converged. 0.12 a7 0.6401 1.50 Alaorithn converasd. 0.27 .07
Fesling abnormal 36 | 100 1 2.8 16 | 100 0 0.0 Algorith conversed 0.00 Infinity 0.028 Algorith conversed ne Infinicy Algoritnn converged. 0.00 Infinity 0.s818 0.00 Algorithn converged. 0.00 e
36 | 100 1 2.8 16 | 100 0 0.0 Algorith conversed 0.00 Infinity 0.028 Algorith conversed ne Infinicy Algoritnn converged. 0.00 Infinity 0.s818 0.00 Algorithn converged. 0.00 e
Ehysical 36 | 100 1 2.8 16 | 100 0 0.0 Algorith conversed 0.00 Infinity 0.028 Algorith conversed ne Infinicy Algoritnn converged. 0.00 Infinity 0.s818 0.00 Algorithn converged. 0.00 e
Nervous system disorders - 36 | 100 7 19.1 16 | 100 1 6.3 3.6 Algorith conversed 0.39 3002 0132 Algorithn conversed.|  -0.04s 0.312 EY Algoritnn converged. 0.40 2143 0.2739 0.32 Alaorithn converasd. 0.0¢ 2.5
Hesdache 36 | 100 7 19.1 16 | 100 1 6.3 3.6 Algorith conversed 0.39 3002 0132 Algorithn conversed.|  -0.04s 0.312 EY Algoritnn converged. 0.40 2143 0.2739 0.32 Alaorithn converasd. 0.0¢ 2.5
smnesia 36 | 100 o 0.0 16 | 100 1 6.3 0.00 Algorith conversed 0.00 e -0.063 Algorith conversed ne 0.00 Algoritnn converged. 0.00 158289 0.5708 Infinicy Algorithn converged. 0.00 Infiniey
migraine 36 | 100 1 2.5 16 | 100 0 0.0 Algorith conversed 0.00 Infinity 0.028 Algorith conversed ne Infinicy Algoritnn converged. 0.00 Infinity 0.s818 0.00 Algorithn converged. 0.00 e
Skin ang tiseus disorders - 36 | 100 7 19.1 16 | 100 0 0.0 Algorith conversed 0.00 Infinity 0.9 Algorith conversed ne Infinicy Algoritnn converged. 0.00 Infinity 0.5788 0.00 Alaorithn converasd. 0.00 e
sezens 36 | 100 2 5. 16 | 100 0 0.0 Algorith conversed 0.00 Infinity 0.056 Algorith conversed ne Infinicy Algoritnn converged. 0.00 Infinity 0.5807 0.00 Alaorithn converasd. 0.00 e
Dermatitis acneiforn 36 | 100 L 2.8 16 | 100 ] 0.0 Agorithn conversed 0.00 Ininity 0.028 Algorithn conversed ne Infinicy Algoritnn converged. 0.00 Infinity 0.s818 0.00 Algorithn converged. 0.00 e
bermatitis alleraic 36 | o 1 2.5 100 0 0.0 Algeri 0.00 Ininity 0.028 Algorichn converged. ne Ininiey Algorichm converaed, 0.00 Infiniey 0.518 0.00 Algoritnn 0.00 N
Dry sxin 36 | o 1 2.5 100 0 0.0 Algorichn 0.00 Ininity 0.028 Algorichn converged. ne Ininiey Algorichm converaed, 0.00 Infiniey 0.518 0.00 Algorithm converaed, 0.00 N
Eechymosis 36 | o 1 2.5 16 | 100 0 0.0 Algorichn 0.00 Ininity 0.028 Algorichn converged. ne e Ininiey Algorichm converaed, 0.00 Infiniey 0.518 0.00 Algorithm converaed, 0.00 N
Hair texture sbnormal 36 | o 1 2.5 16 | 100 0 0.0 Algorichn con 0.00 Ininity 0.028 Algorichn converged. ne e Ininiey Algorichm converaed, 0.00 Infiniey 0.ss18 0.00 Algorithm converaed, 0.00 N
Paule 36 | o 1 2.5 100 0 0.0 Algorichn 0.00 Ininity 0.028 Algorichn converged. ne Ininiey Algorichm converaed, 0.00 Infiniey 0.ss18 0.00 Algorithm converaed, 0.00 N
Rash maculo-papular 36 | o 1 2.5 100 0 0.0 Algeri 0.00 Ininity 0.028 Algorichn converged. ne Ininiey Algorichm converaed, 0.00 Infiniey 0.ss18 0.00 Algoritnn 0.00 N
Seporrhosa 36 | o 1 2.5 100 0 0.0 Algeri 0.00 Ininity 0.028 Algorichn converged. ne Ininiey Algorichm converaed, 0.00 Infiniey 0.ss18 0.00 Algoritnn 0.00 N
Eve disorders - 36 | o 3 8.2 100 2 125 0.66 Algori 0.09 140 0042 Algorichn converged.|  -0.232 o.148 .67 Algorichm converaed, 0.12 3.7 0.6101 1.50 Algoritnn 0.27 .0
Eve pain 36 | o 1 2.5 100 1 o3 0.43 Algeri 0.02 785 0.035 Algorichn converged. 0.088 0.4 Algorichm converaed, 0.03 LR 0.5600 2.25 Algoritnn 0.1¢ 6.1
Confunctival haemorrhage 36 | o 0.0 100 1 o3 0.00 Algeri 0.00 e -0.063 Algorichn converged. ne 0.00 Algorichm converaed, 0.00 158285 0.5708 Algoritnn 0.00 Infiniey
Drv eve 36 | o 1 2.5 100 0 0.0 Algorichn 0.00 Ininity 0.028 Algorichn converged. ne Ininiey Algorichm converaed, 0.00 Infiniey 0.518 0.00 Algorithm converaed, 0.00 N
Ocular hvperaemia 36 1 2.5 16 o Algorichn 0.00 Ininity 0.028 Algorichn converged. ne e Infinicy Algorithn converged. 0.00 Infiniey 0.s818 0.00 Algorithm converaed, 0.00 e
Injury, poisoning and procedural - 36 1 1 16 | 100 1 a3 Algorichn con 0.045 Algorichn converged. 0.208 108 Algorithn converged. 0.20 15.5 0.5855 0.56 Algorithm converaed, 0.08 489
contusion 36 1 2.5 16 o 0.0 Algorichn 0.00 Ininity 0.028 Algorichn converged. ne Infinicy Algorithn converged. 0.00 Infiniey 0.s818 0.00 Algorithm converaed, 0.00 e
Fan 36 1 2.5 16 o 0.0 Algeri 0.00 Ininity 0.028 Algorichn converged. ne Infinicy Algorithn converged. 0.00 Infiniey 0.ss18 0.00 Algoritna 0.00 e
Limb intury - 36 | o 1 2.5 100 0 00 Algorithn converaed, 0.00 Infiniey 0.028 Algorithn converaed, ne Infiniey Algorithm converaed, 0.00 Infinicy 0.5818 0.00 Alaorithm converaed, 0.00 e
Procedural pain - 36 | o 1 2.5 100 0 00 Algorithn converaed, 0.00 Infiniey 0.028 Algorithn converaed, ne Infiniey Algorithm converaed, 0.00 Infinicy 0.5818 0.00 Alaorithm converaed, 0.00 e
Tooth fracture - s6 | o 0.0 100 1 o3 Algorithn converaed, 0.00 e “0.063 Algorithn converaed, ne 0.00 Algorithm converaed, 0.00 158289 0.9708 Infiniey Alaorithm converaed, 0.00 Infiniey
and connective tissue disorders |- - 36 | o 1 1 100 0 00 Algorithn converaed, 0.00 Infiniey oau Algorithn converaed, ne Infiniey Algorithm converaed, 0.00 Infinicy 0.9758 0.00 Alaorithm converaed, 0.00 e
Arthealaia - 36 | o 2 5. 100 0 00 Algorithn converaed, 0.00 Infiniey 0.056 Algorithn converaed, ne e Infiniey Algorithm converaed, 0.00 Infinicy 0.9807 0.00 Alaorithm converaed, 0.00 e
Back pain - s6 | o 2 5. 16| s00 0 00 Algorithn converaed, 0.00 Infiniey 0.056 Algorithn converaed, ne e Infiniey Algorithm converaed, 0.00 Infinicy 0.9807 0.00 Alaorithm converaed, 0.00 e
Pain in extremity - s6 | o 2 5. 16| s00 0 00 Algorithn converaed, 0.00 Infiniey 0.056 Algorithn converaed, ne e Infiniey Algorithm converaed, 0.00 Infinicy 0.9807 0.00 Alaorithm converaed, 0.00 e
Exostosts - s6 | 0 1 2.5 100 0 00 Algorithn converaed, 0.00 Infiniey 0.028 Algorithn converaed, ne Infiniey Algorithm converaed, 0.00 Infinicy 0.5818 0.00 Alaorithm converaed, 0.00 e




s6 | 0 3 2.8 100 0.0 Ininity Algorithn converaed, 0.00 Infiniey 0.028 Algorithn converaed, ne e Infiniey Algorithm converaed, 0.00 Infinicy 0.5818 0.00 Algorithm converaed, 0.00 e
Joint instability 36 | 0 1 2.8 16| s00 00 Ininity Algorithn converaed, 0.00 Infiniey 0.028 Algorithn converaed, ne e Infiniey Algorithm converaed, 0.00 Infinicy 0.5818 0.00 Alaorithm converaed, 0.00 e
iyalaia 36 | 0 1 2.8 16| s00 00 Ininity Algorithn converaed, 0.00 Infiniey 0.028 Algorithn converaed, ne e Infiniey Algorithm converaed, 0.00 Infinicy 0.5818 0.00 Alaorithm converaed, 0.00 e
svsten and breast disorders - s6 | 0 2 5. 100 53 0.5 Algorithn converaed, 0.07 1116 -0.007 Algorithm converged.|  -0.151 137 0.59 Algorithm converaed, 0.08 9.5 o.5214 102 Alaorithm converaed, 0.10 12,21
36 | 0 1 2.8 100 00 Ininity Algorithn converaed, 0.00 Infiniey 0.028 Algorithn converaed, ne e Infiniey Algorithm converaed, 0.00 Infinicy 0.5818 0.00 Alaorithm converaed, 0.00 e
ovarian cyat s6 | 0 1 2.8 100 00 Ininity Algorithn converaed, 0.00 Infiniey 0.028 Algorithn converaed, ne e Infiniey Algorithm converaed, 0.00 Infinicy 0.5818 0.00 Alaorithm converaed, 0.00 e
Polyevstic ovaries s6 | o o 0.0 100 53 0.00 Algorithn converaed, 0.00 e 0.063 Algorithn converaed, ne e 0.00 Algorithm converaed, 0.00 158289 0.9708 Infiniey Alaorithm converaed, 0.00 Infinicy
Ear and labyrinth disorders - s6 | 0 1 2.8 100 53 0.43 Algorithn converaed, 0.02 785 -0.035 Algorithm conversed.| <0168 095 0.4 Algorithm converaed, 0.03 ERE} 0.5600 2.25 Alaorithm converaed, 0.1¢ 6.1
Ear pain 36 | 00 1 2.8 100 53 0.43 Algorithn converaed, 0.02 785 -0.035 Algorichm converged.| w0168 095 0.4 Algorithm converaed, 0.03 ERE} 0.5600 2.25 Alaorithm converaed, 0.1¢ 6.1
Blood and lymphatic svstem disorders - 36 | 100 1 2.0 100 0.0 Ininicy Algorichn converaed, 0.00 Infinicy 0.028 Algorichn converaed, ne N Infinicy Alaorichn converaed, 0.00 Infinicy 05818 0.00 Alaorithn converaed, 0.00 e
Anaemia 36 | 100 1 2.0 100 0.0 Ininicy Algorichn converaed, 0.00 Infinicy 0.028 Algorichn converaed, ne N Infinicy Alaorichn converaed, 0.00 Infinicy 05818 0.00 Alaorithn converaed, 0.00 e
36 | 100 o 0.0 100 53 0.00 Algorichn converaed, 0.00 e -0.063 Algorichn converaed, ne N 0.00 Alaorichn converaed, 0.00 158289 0.9708 Infinicy Alaorithn converaed, 0.00 Infinicy
cardiac disorders - 36 | 100 1 2.0 100 0.0 Ininicy Algorichn converaed, 0.00 Infinicy 0.028 Algorichn converaed, ne ne Infinicy Alaorichn converaed, 0.00 Infinicy 05818 0.00 Alaorithn converaed, 0.00 e
block firat dearee 36 | 100 1 2.0 100 0.0 Ininicy Algorichn converaed, 0.00 Infinicy 0.028 Algorichn converaed, ne ne Infinicy Alaorichn converaed, 0.00 Infinicy 05818 0.00 Alaorithn converaed, 0.00 e
Inmune svstem disorders - 36 | 100 o 0.0 100 53 0.00 Algorichn converaed, 0.00 e -0.063 Algerichn converaed, ne ne 0.00 Alaorichn converaed, 0.00 158289 0.9708 Infinicy Alaorithn converaed, 0.00 Infinicy
Seasonal alleray 36 | 100 o 0.0 53 0.00 Algorichn converaed, 0.00 e -0.063 Algorichn converaed, ne ne 0.00 Alaorichn converaed, 0.00 158289 0.9708 Infinicy Alaorithn converaed, 0.00 Infinicy
Hetabolisn and putrition disorders - 36 | 100 1 2.0 100 0.0 Ininicy Algorichn converaed, 0.00 Infinicy 0.028 Algorichn converaed, ne ne Infinicy Alaorichn converaed, 0.00 Infinicy 05818 0.00 Alaorithn converaed, 0.00 e
Denyaration 36 | 100 1 2.0 100 0.0 Ininicy Algorichn converaed, 0.00 Infinicy 0.028 Algorichn converaed, ne ne Infinicy Alaorichn converaed, 0.00 Infinicy 05818 0.00 Alaorithn converaed, 0.00 e
Psveniatric disorders - 36 | 100 o 0.0 100 53 0.00 Algorichn converaed, 0.00 e -0.063 Algorichn converaed, ne ne 0.00 Alaorichn converaed, 0.00 158289 0.9708 Infinicy Alaorithn converaed, 0.00 Infinicy
Anxiety 36 | 100 o 0.0 100 53 0.00 Algorichn converaed, 0.00 e -0.063 Algorichn converaed, ne ne 0.00 Alaorichn converaed, 0.00 158289 0.9708 Infinicy Alaorithn converaed, 0.00 Infinicy
Suraical and medical procedures - 36 | 100 o 0.0 100 53 0.00 Algorichn converaed, 0.00 e -0.063 Algorichn converaed, ne ne 0.00 Alaorichn converaed, 0.00 158289 0.9708 Infinicy Alaorithn converaed, 0.00 Infinicy
bental 36 | 100 o 0.0 16| s00 5.3 0.00 Algorichn converaed, 0.00 e 0.063 Algorichn converaed, ne ne 0.00 Alaorichn converaed, 0.00 158289 0.9708 Infinicy Alaorithn converaed, 0.00 Infinicy
- 36 | 100 o 0.0 16 | 100 0.0 [y & R e 0,000 & R [y R R R [y [y NR
Activated parcial thromboplastin time
shortened 35 | 100 o 0.0 16 | 100 6.3 0.00 Aloorithn conversed 0.00 e -0.063 Aloorithn conversed e e 0.00 Alaorithn converaed. 0.00 155269 0.5708 Ininity Alaorithn converaed. 0.00 Infinity
Blood bicarbonate decreased 35 | 100 o 0.0 100 6.3 0.00 Aloorithn conversed 0.00 e -0.063 Aloorithn conversed e e 0.00 Alaorithn converaed. 0.00 155269 0.5708 Ininity Alaorithn converaed. 0.00 Infinity

* when shown, indicates convergence problem. Result is uninterpretable
5EP2015.
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Cutoft Date:

When there are no adverse events in either arm,

Wihen there are no adverse events in both arms,
NE when shown, means

Not. Estinable

< and

conidence limits for odds ratic and relative risk
the estimate for absolute risk difference is set to 0 and all other model estima

Disease related events are defined as those under the broad perspective-PT basket. Only AEs of highest severity are counted.
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0 or Infinity as appropriate.
tes are set to 'WR' (Not Reported)

e




Populatic

Endpoint: Patients who Experienced at least Ona Adverse Event of Grade 1 or 2 Including Disease Related Adverse Events
Unstratified snalysis
39055 SUNFISH - 7.

Model:
study: B

Type 11 S

act 2.

Sisdiplan oo Risdiplan vs. Placebo Placebo va. Risdiplam
Fatients | eatiente with pvenr | Pavients | paients with event ads Fati beolute Risk pitference Relative Risk Felative Ais
Subarous [soc b1 Tevel | o [ & o % o ] s n 0y Oads Fatio Converaence Reason | 95% Lower CL | 95% Upper CL | Absolute Risk Converaence Reason | 95% Lower CL | 95% Upper CL | Relative Risk Converaence Reason | 95% Lower CL | 95% Upper CL | o-value (wald) | Relative Risk Converaence Reason | 95% Loer CL | 95 Usper CL
a1 Infections and v - s6 | 100 | o 1.8 16 | 100 2 5.0 17 Aloorithn converaed 0.28 470 0.028 Aloorith conversed.|  -0.230 0.266 108 Alaorithn converaed, 014 1.6 0.8311 0.9 Alaorithn converaed. 0.69 136
Uoer respiratorv tract infection 36 | 100 12 3.3 100 s 3 110 Aloorithn converaed 0.30 .02 0.021 Aloorith conversed.|  -0.260 0.302 1.07 Alaorithn converaed, 0.4 2.5 0.8838 0.5 Alaorithn converaed. 0.39 2.21
35 | 100 o 100 2 12.5 1.0 Aloorithn converved 0.21 s 0.042 Aloorithn converved.|  -0.166 0.209 133 Alaorithn converaed, 0.29 613 0.1063 0.1 Alaorithn converaed. 0.16 3.45
& orv tract infection 36 | 100 3 8.3 100 2 12.5 0.66 Aloorithn converved 0.09 .40 -0.042 Aloorithn conversed.|  -0.232 0.138 0.67 Alaorithn converaed, 022 3.7 0.6801 1.50 Alaorithn converaed. 0.2 8.47
36 | 100 2 5.6 100 2 12.5 0.4 Aloorithn converved 0.05 3.3 -0.069 Aloorithn conversed.|  -0.252 0.113 0.4 Alaorithn converaed, 0.07 .02 0.3993 2.25 Alaorithn converaed. o 15.28
Pharvnoitic 36 | 100 5 8.3 100 1 6.3 1.36 Aloorithn conversed 0.2 15.06 0.021 Aloorithn conversed.|  -0.132 0.174 133 Alaorithn converaed, 0.4 12.52 0,197 0.1 Alaorithn converaed. 0.08 04
Eronchitic 36 | 100 ) 2.8 100 2 12.5 0.20 Aloorithn conversed 0.02 2.5 -0.097 Aloorithn conversed.|  -0.272 0.018 0.22 Alaorithn converaed, 0.02 2.4 .2111 .50 Alaorithn converaed. .41 48.86
wizal 35 | 100 2 5.5 16 | 100 o 0.0 Ininite Aloorithn conversed 0.00 Intinite 0.056 Aloorithn conversed e E Ininite Alaorithn converaed, 0.00 Ininity 0.9807 0.00 Alaorithn converaed. 0.00 ne
Hand- foot -and-mouth disease 35 | 100 2 5.5 16 | 100 o 0.0 Intinite Aloorithn conversed 0.00 Intinite 0.056 Aloorithn conversed e E Ininite Alaorithn converaed, 0.00 Ininity 0.9807 0.00 Alaorithn converaed. 0.00 ne
varicella 36 | 100 ) 2.8 100 1 6.3 0.43 Aloorithn conversed 0.02 785 0.035 Aloorithn conversed.|  -0.168 0.099 0.4 Alaorithn converaed, 0.03 713 5600 2.25 Alaorithn converaed. 0.4 36,11
4 36 | 100 o 0.0 100 1 6.3 0.00 Aloorithn conversed 0.00 e -0.063 Aloorithn conversed e 0.00 Alaorithn converaed, 0.00 155269 0.5708 Alaorithn converaed. 0.00 Infinity
Folliculitic 36 | 100 ) 2.8 100 o 0.0 Intinite Aloorithn conversed 0.00 Intinite 0.028 Aloorithn conversed e Ininiey Alaorithn converaed, 0.00 Intinity 0.9818 0.00 Alaorithn converaed. 0.00 e
Funcal skin infection 36 | 100 ) 2.8 100 o 0.0 Intinite Aloorith conversed 0.00 Intinite 0.028 Aloorithn conversed e Ininiey Alaorithn converaed, 0.00 Ininity 0.5818 0.00 Alaorithn conversed. 0.00 ne
Fusuncle 36 | 100 ) 2.8 100 o 0.0 Intinite Aloorith conversed 0.00 Intinite 0.028 Aloorithn conversed e Ininiey Alaorithn converaed, 0.00 Ininity 0.5818 0.00 Alaorithn converaed. 0.00 ne
viral infection 36 | 100 o 0.0 100 1 6.3 0.00 Aloorith conversed 0.00 e -0.063 Aloorithn conversed e 0.00 Alaorithn converaed, 0.00 155269 0.5708 Infinie Alaorithn converaed. 0.00 Infinity
Genital infection funsal 36 | 100 ) 2.8 100 o 0.0 Intinite Aloorith conversed 0.00 Intinite 0.028 Aloorithn conversed e Ininite Alaorithn converaed, 0.00 Ininity 0.5818 0.00 Alaorithn converaed. 0.00 ne
Ginsivitic 36 | 100 o 0.0 16 | 100 1 6.3 0.00 Aloorith conversed 0.00 e -0.063 Aloorithn conversed e e 0.00 Alaorithn converaed, 0.00 155269 0.5708 Ininite Alaorithn converaed. 0.00 Infinity
sosdeolun 36 | 100 o 0.0 16 | 100 1 6.3 0.00 Aloorith conversed 0.00 e -0.063 Aloorithn conversed e e 0.00 Alaorithn converaed, 0.00 155269 0.5708 Ininite Alaorithn converaed. 0.00 Infinity
Influenza 36 | 100 ) 2.8 16 | 100 o 0.0 Aloorithn conversed 0.00 Intinity 0.028 Aloorithn conversed e Ininicy Alaorithn converasd. 0.00 Infinity 0.5818 0.00 Aloorithn conversed. 0.00 ne
Lomon aland infection 36 | 100 o 0.0 16 | 100 1 6.3 0.00 Aloorithn conversed 0.00 ¥ -0.063 Aloorithn conversed e 0.00 Alaorithn converasd. 0.00 155289 0.5708 Infinic Aloorithn conversed. 0.00 Infiniey
otitic externs 36 | 100 ) 2.8 16 | 100 o 0.0 Aloorithn conversed 0.00 0.028 converasd, e Ininicy Alaorithn converasd. 0.00 Infinity 0.5818 0.00 Aloorithn conversed. 0.00 ne
otitic meais 36 | 100 o 0.0 16 | 100 1 6.3 0.00 Aloorithn conversed 0.00 ¥ -0.063 converasd, e 0.00 Alaorithn converasd. 0.00 155289 0.5708 Infinic Aloorithn conversed. 0.00 Infiniey
otitic media acute 36 | 100 ) 2.8 16 | 100 o 0.0 Aloorithn conversed 0.00 0.028 converasd, e Ininicy Alaorithn converasd. 0.00 Infinity 0.5818 0.00 Aleorithn conversed. 0.00 ne
Pharvnoitis bacterial 36 | 100 ) 2.8 16 | 100 o 0.0 Aloorithn conversed 0.00 0.028 Aloorithn conversed e Ininicy Alaorithn converasd. 0.00 Infinity 0.5818 0.00 Aleorithn conversed. 0.00 ne
Preumonia 36 | 100 o 0.0 16 | 100 1 6.3 Aloorithn conversed 0.00 ¥ -0.063 Aloorithn conversed e 0.00 Alaorithn converasd. 0.00 155289 0.5708 Infinic Aleorithn conversed. 0.00 Infiniey
Sinusivic 36 | 100 ) 2.8 16 | 100 o 0.0 Aloorithn conversed 0.00 0.028 Aloorithn conversed e E Ininicy Alaorithn converasd. 0.00 Infinity 0.5818 0.00 Aleorithn conversed. 0.00 ne
Tonsillitis 36 | 100 ) 2.8 16 | 100 o 0.0 Aloorithn conversed 0.00 Intinity 0.028 Aloorithn conversed e E Ininicy Alaorithn converasd. 0.00 Infinity 0.5818 0.00 Aleorithn conversed. 0.00 ne
Tracheitic 36 | 100 ) 2.8 16 | 100 o 0.0 Aloorithn conversed 0.00 Intinity 0.028 Aloorithn conversed e Ininicy Alaorithn converasd. 0.00 Infinity 0.5818 0.00 Aleorithn conversed. 0.00 ne
Unver respiratore tract infection bacterial 36 | 100 ) 2.8 16 | 100 o 0.0 Aloorithn conversed 0.00 0.028 Aloorithn conversed e Ininicy Alaorithn converasd. 0.00 Infinity 0.5818 0.00 Aleorithn conversed. 0.00 ne
viral rhinitic 36 | 100 ) 2.8 16 | 100 o 0.0 Aloorithn conversed 0.00 0.028 converasd, e Ininicy Alaorithn converasd. 0.00 Infinity 0.5818 0.00 Aleorithn conversed. 0.00 ne
Virsl uover respirstore tract infection 36 |