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Initial/

IRB 37 A 3 XL follow up A REBER
11/12/2021 10/25/2021 follow up2 T
ARREFH At ER, the progressive disease was confirmed by chest CT on 03/NOV/2021, and the

study drug was discontinued permanently. After admission on 11/4, the antibiotic was
given for UTI and infiltration of both lung. Solu-Medrol was given for dyspnea. The
saturation could be 98% under simple mask 8L/min use. Kalimate and fluid
supplement were used due to persistent AKI. The family consulted hospice and signed
DNR (do not resuscitate) permit after discussion.

At 11/5, the subject and her family withdraw the trial procedure after EoT visit was

done. They decided AAD (against advise discharge) and transferring to local hospital
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in Taitung for further care.

After transferring, CXR showed extensive opacity at right lung with right pleural
effusion, widening upper mediastinum. The subject received palliative treatment with
pain control and bipap support. After treatment, patient had unstable hemodynemic
status then bradycardia. The doctor informed family critical condition, they signed
DNR. The subject had hypoxemia thereafter. The subject expired on 2021/11/11.
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This subject suffered from fever with abd pain since 170CT2021. She came to ER on
170CT2021, CT was done and symptoms subsided after medication used. Therefore,
she was discharged on 170CT2021. Unfortunately, worsening of abd pain was noted
on 180CT2021. Then she was sent to ER. In ER, decreased urine amount was noted
and urine routine was collected and showed pyuria on 200CT2021. Lab data showed
grade 3 hypokalemia on 210CT2021. Due to grade 3 UTI and grade 3 hypokalemia,
PI judged as SAE. Due to diagnosis of worsening of abd pain, UTI and hypokalemia,
we arrange admission for further treatment.

After admitted to ward, we changed antibiotics to Cefepime during 220CT2021 to
280CT2021 for treating UTI. Pain control with Ultracet 1tab q6h during 220CT2021
to 260CT2021. Improvement of abd pain was noted therefore we shifted Ultracet
from 1 tab g6h to 1 tab q8h. Grade 1 abd pain without any drug for pain control since
280CT2021 afternoon. Urine routine was collected and showed normal on
290CT2021. Grade 3 hypokalemia recovered on 250CT2021 after potassium supply.
We will follow up lab data on 01NOV2021 for C4D1 clinical trial if feasible. The
subject is in the hospital for symptoms/signs follow-up and preparing for further
therapy on next week.

FEER

11/22/2021

—~ AR R EMR L 2 RE 88019002 0 71 B4tk > 7T 5% # & Tafasitamab(#}
i B #m ), Lenalidomide( %, 7% 3 & # 4%), Cyclophosphamide, Doxorubicin » % 3%
%25 8 277 2021/10/18 abdominal pain /£ [% > 2021/10/20 Urine routine was
collected and showed pyuria ~ 10/20 urine culture: E-coli - 10/17~10/22 : Avelox
10/22~10/28 : Cexime ¢ SAE 3¢ 3R 7% ik €42 (Resolved)
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11/13/2021 11/3/2021 follow up2 B0k AMERR
ARREFH Before cycle 4 treatment, all AEs were recovered lower than grade 2 by PI's
judgement. We arranged cycle 4 therapy with R- mini CHOP(Rituximab 375mg/m?2,
cyclophosphamide 400mg/m2, doxorubicin 25mg/m?2, vincristine 1mg/m?2, and
prednisone 60mg/day*5days) from 0INOV2021 to 06NOV2021. Skipped
Tafasitamab/placebo in C4 and permanently discontinued lenalidomide/placebo
according to protocol 10.4. After the above treatment, there was no toxic signs, fever
or side effects noted, however, oral candidiasis was noted and mycostatin was given.
Due to relatively stable condition and stable vital signs, she was discharged on
03NOV2021 and keep follow up in OPD.
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After being assessed by the doctor, he was hospitalized on 11Nov2021 and is expected
to undergo debridement on 12NOV2021.
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FRREFEH

On 29Sep2021, the investigator reported that the subject had fever up to 38°C in the
afternoon. The subject denied of abdominal tenderness, URI, UTIL, Murphy sign and was
admitted to the hospital for further treatments due to diagnosis of Febrile neutropenia
(Grade 3, Severe) and Urinary tract infection (Grade 3, Severe). On 30Sep2021, study
drugs of Tafasitamab/ Placebo and Lenalidomide/Placebo were withdrawn. The action
taken for study drugs of Tafasitamab/placebo and Lenalidomide/placebo was reported as
Drug Withdrawn, and for study drug of R-CHOP as Not applicable. The outcome of the
events of Febrile neutropenia and Urinary tract infection was reported as Not resolved.
The investigator assessed the UTTI as related to Tafasitamab/placebo,
Lenalidomide/placebo, and R-CHOP, and serious based on hospitalization. The
investigator provided the following rationale for causality assessment: related to
Tafasitamab/Placebo because C4D1 was on 23Sep2021, related to Lenalidomide/Placebo
because C4D1 was on 23Sep2021 and Lenalidomide/Placebo was interrupted since
30Sep2021 (C4D8), related to R-CHOP because the event was related to
Cyclophosphamide and Doxorubicin.
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The investigator clarified the R-CHOP dosing as: for the study drug of Rituximab the start
date was 22-JUL-2021 and last dose prior to onset of SAE was given as 622.5mg IV stat
on 23-SEP-2021; for the study drug of Cyclophosphamide, Doxorubicin, and Vincristine
the start date was 23-JUL-2021 and last dose prior to onset of SAE was given as 922.5mg
1v stat for Cyclophosphamide; Doxorubicin was given 61.5mg iv stat; and Vincristine was
given 2mg iv stat on 24-SEP-2021. Prednisolone 100mg oral was given daily from
24-SEP-2021 to 28-SEP-2021.

On 05-OCT-2021 the subject was discharged the from hospital since vital signs were
stable and the subject had no special discomfort. The outcome for both events was
updated to recovered/resolved. The event end date for febrile neutropenia was
04-OCT-2021. The event end date for urinary tract infection was 05-OCT-2021 and was
downgraded to Grade 2 (moderate) since 05-OCT-2021. The investigator assessed the
Urinary tract infection as related to Tafasitamab/placebo, Lenalidomide/placebo, and
R-CHOP. The Urinary tract infection was assessed as unexpected for Tafasitamab/placebo
as per IB version 14.
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A A 1
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2021 F 12 A2 Bl mE R CEFRERGHE  NEH

#7138 B4y X F A5 &k (Dear Investigator Letter)

1. RE: B7981032- Viral Screen Sampling at Day 1 for Patients rolling into the study
from B7981015, 30-Aug-2021:

) 45 Ai# 4k Study team 34 SR B P oo B H AR 8 B7981015 A £ 2 RE
#4T Dayl 7% & G e 3k k 0 {24848 B7981032 3+ % £ Section 8.2.8.4 P9 K Ff it -
kB R E B7981015 234 87035 B7981015 $k &8 bin s » Al RB AR
B & B7981032 EH W& © W RAZAIMRE R > 45 € & Covance REx ¥ v i
AT45%% > M B7981015 3% & th 488 4% # 4k B2 B7981015 3t £ £ Section 7.5.10 #43%.88
BITG A DAE AR ey e -

2. RE: Participant Retention for Study B7981032: A Phase 3 Open-Label, Multi-
Center, Long-Term Study Investigating the Safety and Efficacy of PF-06651600 in
Adult and Adolescent Participants with Alopecia Areata, 07-Sep-2021:

HBREDRBRTEL s oM URARRBHRERENHEHREE BRAFY
REE AT AR AR T % 8B 2R F > UHIRA B8 7% R F RS R
B BAZ BB o 2R E T ARG B4 0k 3B 0 2ARYE £ £ F AR Section 7.1 » %o
R2REZ L ERARBRE LD FHEE TR D REH - 3 B HNIAT P bR
Bty %R 0 £E 4 CRF P24k LR A -

3. Re: PF-06650833, PF-06651600 and Tofacitinib (CP-690,550) Protocol Deviation
Alert Letter for B7921023: Study participant exposed to investigational product
during pregnancy, 21-Sep-2021:

) EFH AR E B7921023 4 4 K £ 1@ 4012 (16Sep2021) 4y Cover letter »
FaBMATFLT A -

4. Re: B7921023 (PF-06650833, PF-06651600 and Tofacitinib (CP-690,550) Protocol
Deviation Alert Letter for Exposure-During-Pregnancy (EDP), 16-Sep-2021:

B 7 AR £ A B7921023 & £ B4 A 2 % 4 (PF-06651600), B sbré) £ £ A@#R3K
B & B7921023 2 3Btk £ - AL AR 19 BE SRR 3 8 A BRI A 8 T3
TEETER R, B— 095 9% k4 A barriermethod o B gt B 7 4% 5 4% A 85 2
HFEBLEEAN -

5. Re: B7981032 Protocol Deviation Alert Letter Addendum for failure to comply with
protocol-specified contraception requirements, 28-0ct-2021:

sty E# AL B A4 TR AT SRR i@ X £ 45 A2 & (PDAL,12Nov2020 #o
PDAL addendum,15Apr2021)- & i = i 38R 80 8 AT 22 M T B 2 2 38tk £ ©
Ay 48 B e £ B R R R bR AR B A B AR 4 2 /AL, H AR R R
B4, EL48 5] B #7 £ 3t £ £ % £ JR(Section 8.2.11,8.2.12,10.4.3 and10.4.4), 3t #* A7
—REEXREFHLEBE -

P

%

31




I R B &

KMUHIRB-F(I)-20200074

it & %

4% Rozanolixizumab Fi 776 B35 48 M 1% MR 2 % 7% M o AR AR T (ITP) s A
R R RFE 2%~ BoMhaat ey —BE3IH P04 F ~ K E
22 R )RR X B

g % X

R

B

2021 411 A 29 B Bkt e $I§§$éfﬁé NEB -
RER BB B AN 1104 11 A 19 B 3A 2HAR & > RAKRERJE TP 55 345
B2 & B € (IDMC)x # 3% » Rozanolixizumab ITP Trﬁ}uﬂ‘ﬁé AT 2RISR BB

FRo MBI ETZNRRBF IN0OF 2 ARE S EEEXBEIMHN FEF
LBRBZAT > AEFYIFHEN KL -
BATEAEGEPHAERGELRY NHETEHLEE k&@Tﬁ%ﬁﬁ%ﬁ
Jm; #4784 TPO0O3 ~ TPOOO6 F2 TPO004 B ZL 6 3R > F B R-ATEREA &

c ERMEBFARASRFE N TEFZR > BEXREREHE L% ?Jxﬁk‘%

sz‘aﬁ.’i Rt Zeg zﬁfﬂa Bl ey 42 o

¥

%

I R B &

& &

KMUHIRB-F(I)-20200156

it & %

—IAARGHEREHE A ALT IE %6 HBeAg IS M B AT X R FREEH T
346 INJ-73763989 + INJ-56136379 + 4% 3 (B&)$a 4 #2 (BF A &% R HF A Rzt A
FiFa20RBEIGHBRZES - BMEHNE - RN H 2 8 - K
B~ A S £ PR

B

2021 £ 11 A 29 B RZEH CFHEAGHE A2 A ¢

R B 2 % 4 %2 M 5% (Urgent Safety Measure [USM], Date: 17 Nov 2021)
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& 32021 4 11 A 29 MR AL CFREAGHE  NEAH ¢
R B 2 % 4 %2 M 5% (Urgent Safety Measure [USM], Date: 17 Nov 2021)
T ik, 38 7 AR ER 73763989PAHPB2006 % & ° B AR ie ey FATH SR E 22 M
AR BbE A %aEsk (USM) HIBpE4T » ABRE TR0 Tk °
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