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Supplementary Tables

Table S1 Subject Disposition in the OLE Study

Rollover Subjects | Naive Subjects All Subjects
(N=29) (N=23) (N=47)
n (%) n (%) n (%)
Total number of subjects
Completed 7(29.2) 0 7 (14.9)
Discontinued 17 (70.8) 23 (100) 40 (85.1)
Reason for discontinuation
Lost to follow-up 1(4.2) 0 1(2.1)
Study terminated 15 (62.5) 19 (82.6) 34 (72.3)
Withdrawal by subject | 1(4.2) 4(17.4) 5(10.6)

OLE, open-label extension




Table S2 Summary of Severe and Serious Adverse Events

Subject | Rollover/Naive | AE SAE Severity Relationship to B-VEC
01-02 Rollover Cellulitis Yes Severe Unrelated
01-07 Rollover Dehydration Yes Severe Unrelated
01-08 Rollover Pain Yes Severe Unrelated
01-08 Rollover G-tube pain Yes Severe Unrelated
01-09 Rollover Cellulitis Yes Severe Unrelated
02-01 Rollover Skin infection Yes Severe Unrelated
02-03 Rollover COVID-19 Yes Mild Unrelated
03-02 Rollover Bacteremia Yes Severe Unrelated
03-02 Rollover Pancreatitis Yes Severe Unrelated
03-05 Rollover Anemia Yes Severe Unrelated
03-07 Rollover Skin infection Yes Severe Unrelated
03-07 Rollover Staphylococcal | No Severe Unrelated
infection
03-07 Rollover SCC No Severe Unrelated
01-12 Naive Stridor Yes Severe Unrelated
04-02 Naive Hematemesis Yes Mild Unrelated
04-02 Naive Bronchial Yes Moderate Unrelated
hyperactivity
04-04 Naive Dehydration Yes Moderate Unrelated
05-05 Naive Skin infection Yes Mild Unrelated
05-09 Naive Esophggeal Yes Severe Unrelated
stenosis

Relationship to B-VEC was assessed by the Investigator.

AE, adverse event; B-VEC, beremagene geperpavec-svdt; G-tube, gastrostomy tube; SAE, serious adverse event;
SCC, squamous cell carcinoma



Supplementary Figures

Fig. S1 Timeline of OLE subject disposition. The number of subjects remaining at each timepoint
is indicated. Boxes to the right display the number of subjects and their reason for discontinuation
between the two indicated timepoints. Administrative termination = when the study was terminated
by the study sponsor due to FDA approval of B-VEC; subjects were subsequently moved to
commercial product. B-VEC, beremagene geperpavec-svdt; FDA, United States Food and Drug
Administration; OLE, open-label extension.
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Fig. S2 Mean patient-reported outcome scores separately analyzed for rollover or naive subjects.
a,b) Mean Skindex-29 scores over time for (a) rollover and (b) naive subjects. Skin-specific
quality-of-life is indicated at the first OLE visit (baseline) and the specified weeks for the three
domains and the total mean score. A lower score indicates less impairment, thus a decrease from
baseline (OLE Week 1) represents improvement. The mean score and SD are reported for
baseline and Week 104 or Week 78 (due to only a single naive subject at the Week 104
timepoint). The number of subjects is indicated within each bar. c,d) Mean EQ VAS score over
time for (c) rollover and (d) naive subjects. EQ VAS general health status is indicated at baseline
(OLE Week 1) and the indicated timepoints. A higher mean score correlates with better reported
health status. The SD and number of subjects (n) is indicated. EQ VAS, EuroQol visual analogue
scale; n, number of subjects; OLE, open-label extension; SD, standard deviation.
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Fig. S3 Wound closure in a selected DDEB naive subject. Wound closure images taken at the
beginning of the OLE (Baseline), and after 3, 6, and 18 months of B-VEC treatment for one of
the two DDEB patients who were enrolled in the OLE study. B-VEC, beremagene gerperpavec-
svdt; DDEB, dominant dystrophic epidermolysis bullosa; OLE, open-label extension.
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