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6. Duration of study - from IRB approval ~to 2030, 8,31 ,total 76 months
(estimated based on approval date 01 Apr2024)

Duration of Enrollment : from IRB approval -to 2025, 8, 31, total 16  months
(estimated based on approval date 01Apr2024)

Duration of treatment : from IRB approval ~to 2029, 8, 31, total 64 months

Duration of follow-up: from IRB approval ~to 2030, 8 , 31, total 76 months
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6.6. Continued Access to SGN-B6A After the End of the Study

A subject deriving clinical benefit from SGN-B6A at the time the study is completed may be
permitted to continue to receive SGN-B6A, provided the investigator considers it to be the
subject’s best treatment option and the study is not terminated due to safety concerns. Requests
will be discussed on a subject-by-subject basis with the sponsor.
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According to the patient, port wound swelling, redness with pus formation was
noted for 6 days, he came to KMUH ER for help. Blood culture preliminary
report showed G(+) Cocci in clusters growth. Chest Surgeon was consulted and
removal of left venous port and left chest wound debridement was performed
on 2024/1/31. Tip culture and pus culture was collected. Ceftaroline was used
as empirical antibiotics, and Povidone-lodine ointment was used for wound
care. Under the impression of port related skin and soft tissue infection, he is
admitted for further survey and management. The blood culture showed
Staphylococcus aureus, so antibiotic shift Teicoplanin to Oxacillin Sodium 2g
IVD Q4H use. No fever was found under antibiotics treatment. port tip and
abscess culture all showed negative. We consult Thoracic Surgery on 2/13 and
arrange right venous port implantation was done on 2/14. Arrange
chemotherapy with Gemzar 800mg/m2(D1) + Abraxane 75mg/m2(D1) + TS-1
2# + folina 2# BID (twice daily) on D1-D7(2/15-2/21). After above the
treatment, he denied nausea and vomiting, but the left venous port removed
wound mild discharge and collect wound culture. Under stable condition,
discharged and OPD follow up on 02/16/2024.
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This 44 years old male has history with recurred squamous cell carcinoma over
right mandibular gingiva and skin involvement rcT4aNOMO stage IVA. This
time, he was admission for gerenal weakness and drowsy. After admission,
N-Gtube and foley catheter were inserted at emergency room. After discuss
with family,they decides to DNR (do not resuscitate) all refused. So we keep
palliactive care. Empiric antibiotic with Tazocin since 2/1 was prescribed. Right
baccal wound with pus formation was noted. + ] & p% % ! for half month.

We discuss with KMUH (Kaohsiung Medical University Hospital) 2 £ & ¥
g, discontinue INCAGN 2385-203 treatment. So we consult family dmedical
departemtn for hospice co-care. And keep fentanyl for pain control. After
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hospice term visit, has transfer to hospice word for further management on
02/02.
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This 57-year-old man with underlying pancreatic head cancer was just
hospitalized during 2024/02/01-2024/02/16 for port-associated SSTI (skin and
soft tissue infection) with OSSA (oxacillin-susceptible Staphylococcus aureus)
bacteremia. Removal of left venous port and left chest wound debridement was
performed on 2024/01/31 and right infraclavicular port implantation was
finished on 2024/02/14. After discharged, poor healing of the port wound was
noted, thus he was admitted for surgical intervention.

After admission, pre-operation survey was done. Surgery of left infraclavicular
wound debridement was smoothly done on 02/29. Antibiotics of Amsulber
were used according to previous culture results. After the surgery, hematologist
was consulted for taking over the patient. Thus he was transferred to oncology
ward for further care. After transferring, we kept wound care and antibiotics use
with amoxicillin/clavulanate. Blood culture was recollected. We will closely
monitor his condition and consider next chemotherapy course after infection
improved.
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This 57-year-old man with underlying pancreatic head cancer was just
discharged from oncology ward on 2024/02/16 for port-associated SSTI (skin
and soft tissue infection) with OSSA (oxacillin-susceptible Staphylococcus
aureus) bacteremia. After discharged, poor healing of the port wound was
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noted, thus he was admitted for surgical intervention. After admission,
pre-operation survey was done. Surgery of left infraclavicular wound
debridement was smoothly done on 02/29. Antibiotics of Amsulber were used
according to previous culture results. After the surgery, hematologist was
consulted for taking over the patient. Thus he was transferred to oncology ward
for further care. After transferring, we kept wound care and antibiotics use with
amoxicillin/clavulanate. Blood culture was recollected, which showed negative
results on 2024/03/07. After antibiotics treatment completed, C22
chemotherapy with Gemzar (800mg/m2) + Abraxane (75mg/m2) + TS-1 2#
BID was done on 2024/03/07. Under relatively stable condition, the patient was
discharged on 2024/03/08 with oncology Outpatient Department follow up.
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This 66-year-old male patient had past history of

—type 2 diabetes mellitus

-Dyslipidemia

-HBV Hepatitis

-Duodenal ulcer

According to the patient statement,this patient suffered from Low back pain
with Left side radiation pain dor week,he was brought to our OPD for help.At
OPD ,GCS:E4V5M6,Physical examination showed clear breating sound,soft
abdomen ,no pitting edma,Local Instability pain(+),SLRT(+),The MRI showed
Lumbar spondylosis and spondylolisthesis,L4-5,with spinal stenosis and
radiculopathy, Therefore,he was admission for surgical treatment.

After admission,laminotomy and partial fasectomy for L4-5 + posteriorlateral
fusion with bilateral facet joint decortication and bone gradting with autologous
bone graft was performed on 1121222 . Empiric antibiotic cefa 1gm iv
g6h*1day,oral medication for pain relief,wound dressing,wound clear,After
treatment,the condition got improve,discharged on 1121224 and OPD follow

up.
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ON DECEMBER 7, 2023 (C2D1), SUBJECT 1158004005 RECEIVED THE
SECOND DOSE OF BI 907828 AT 30MG. SUBSEQUENTLY, SHE
EXPERIENCED A GRADE 3 DECREASE IN PLATELET COUNT
STARTING FROM DECEMBER 28, 2023, AND DETERIORATION TO
GRADE 4 FROM JANUARY 2, 2024, WHICH PERSISTS. DESPITE
CONTINUOUS BLOOD TRANSFUSIONS AT THE OUTPATIENT
DEPARTMENT DURING THIS PERIOD (FOR MORE DETAILS, PLEASE
REFER TO UNSCHEDULED VISIT PAGES AND CONCOMITANT
PROCEDURES/NON-DRUG THERAPIES PAGES), THERE HAS BEEN NO
IMPROVEMENT. ON FEBRUARY 1, 2024, WE DECIDED TO ARRANGE
HOSPITALIZATION FOR FURTHER TREATMENT, INCLUDING A
BONE MARROW EVALUATION. THE SUBJECT IS SCHEDULED FOR
HOSPITALIZATION ON FEBRUARY 2, 2024. WE ATTRIBUTE THE
GRADE 4 PLATELET COUNT DECREASE TO THE STUDY DRUG, AS
JUDGED BY THE INVESTIGATOR.

AFTER ADMISSION, THE SUBJECT UNDERWENT ASPIRATION BONE
MARROW ON 2024/02/02 BY THE INVESTIGATOR. THE REPORT
RULED OUT MEGAKARYOCYTE APLASIA, SUSPECTING
MEDICATION-RELATED ISSUES. WE CONTINUED TO ADMINISTER
BLOOD TRANSFUSION TREATMENT, AND FORTUNATELY, THE
SUBJECT SHOWED NO SIGNS OF BLEEDING DURING THIS PERIOD.
ALTHOUGH THE PLATELET COUNT DECREASE HASN'T FULLY
RECOVERED TO GRADE 1, BASED ON THE STABLE CONDITION, THE
SUBJECT WAS DISCHARGED ON 2024/02/11.
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