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Appendix 1 Clinical Trials > Brief Summary (Clinical Trials.gov & 0 EHFE, 488580 2 HEK)

Descriptive Information

Brief Title SABER Study for Selected Early Stage Breast Cancer

. . Phase I Study to Evaluate the Safety and Feasibility of Preoperative Ablative Breast Radiotherapy (SABER)
Official Title
for Selected Early Stage Breast Cancer

. The purpose of this study is to find the most effective dose of radiation therapy to give to breast tumors in a
Brief Summary
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2 i FodMugece  Aboutdusise  dusitShdscy  Recoumers  Abautdtee  ESALogin
Clinical Trials.gov
v Racord Dt 1 Sanves this =2y
Trial record 3 of 89700 for. _ cancer
3 Provicus Stdy | Beniolst | Nest Study
SABER Study for Selected Early Stage Breast Cancer (SABER)
Crinical Trists gav Mentifier. NCT04380330
Thes safity iy of this =1y i ity of the sxudy spansor and
ivestigers, Listing & siuty doms nal mesn # has been evalusied by the LLS. Federal Gowemment.
A
benefits of dinical sludies and ik 1o your healh cre provider before e
e Bose 0 aruy 35,2023
e for desasls. .
‘Zes Goninots and Loostions
tpentar:
sy o wam
Insarmstin prowians by (Rassoncitn Fart:
Cratane Tauta, el o Mis
‘stugy Detalls Tapuear Viaw Ho Results Posted Discisimer [ How in Reard 2 Stuy Record
Tracking Infermation
Firet Submitied Dafy “WC | o0 ¢ 2020
Farst Posded Dabe “WE | ey 32, 2020
Luct Update Pocted Dee  January 25, 2022
Autnl atucy stort Dats T | uguses 20
Echmaisd Primary Compiation Dels | ..t 2023 (Fin data colincson dais for pAmary culcoms measen)
Curmnt Primary Ouloomn Messuns | Recomended Frase 2 Dose [RP2D) of Pre-Operive SABER | Trma Frame: Up 1o 13 Weeks |
T recormimencesd phose 2 dooe (RP20) of pre-cperative. SABER thergy highes o feal 1 out al € st e o g w {CLT).

Criginal Ssocndary Ousome
Mamcores 1T

Currsrt Ofner Fra-psainisd Cutsoms
Mszzame

Criginal Ofher Pra-spoeifisd
Duteome Mescurs:

Descriptivs Information
[ —
[r——
Brif tummary
IDetaien Dacarigbon
Fr—
Hady Phaca EWE

Sty Decign <

Conditicn WE

Intervanticn E

By drme, T

Fubicatiant

ingy Crilena for Averse Events (NCI CTCAE) version 50

Artyerse Evertts (AEx) inc!

g OLTs wil v Matioril Can

s2m:

Complets Istal e

on Cinica

+ Mumber of Participns Exgeiencing Trestrmen Related Toicity [ Time Frame: U 1o 13 weeks |
Werriser ol
g the NI GTEAE version 5.0

ith Cormy

1 tromirmers et ity by o e e nchcing event {ACs), {SAEs) e dosesfimiting losisiies (DUl Tenicity wil b evaluste)

- Percentage of particpar [ Tirmee Frames: Up 109 weeks |

PCR Wil bes hefine] 5 1 et pritologic specimen for msive crrnome Tor eahuatin will be

gy 1 per tiszretian of resing srysicin

sosllary

+ Cosmesis Evedustion [ Tene Frame: 1, 6 .12 and 24 monis post ey, up 2.5 yeers |
Parfckmnt cosmesis wil be evakialed by physidan.

- Porticpent Reported Heshh Rebled Quaity of Lile {HR. Qo ) [ Time Frame: 1. 6,12 and 24 manihs post-therpy, up o 25 yers |

i 1, 612 aned 24 moris post-SABER therapy and past surgical follow-up, Lsing the Hanard &-point arndiral scale (eacelent, good, fak, and oo,

Thes Bresst Cancer Tretment Ouicome Scuke (BCTOS) guestionrisre wil be used i assess parbopmnt-raported bt reed gudity of [fe (HR-OoL) =t 1, 6 12, 24 monthe post- SABER therpy ard post
surgical follow up

Seme a5 cument

‘SABER Stuy far Selacted Early Stags Breast Canoer

Phaze | Stusy ta Bualatn tha

y and Faacbiity of Prooperstiva Atiatin Braast Radistharapy [SASER) for Sniccted Eary Stage Sraast Cancer

T PR of s Stuzy B 10 100 108 M5! EPSCING 5250 O FACIALN INGTagy 1D G/ 1 NSS! LATArS 1 3 ShOMer arca Of e, prior 10 SANGATY Aarnisl masiaciomyailary surgery.
ot el
S—
Pt Agpicanis
Aocason: R,
Inbereanion Mocel: Secuential Assigrment
Masiing. Non (Open Label)
Primary Purpose: Traatmant
+ Breast Cangar
+ Early siages Brusast Cancar
Fiadialon: Sterachactc Ablutive Breast Rasioberagry

Preaperative SABER: Participerns wil be reated with an assigres dose level of precperative SABER, defivered in once & day, § fraciions given on non-consecuive diys, over a period of 2 weeks. In his phase
1 shuy, siring wit e feve I, 2 s vl of preoperctive: SABER il be assigred per shudy doseesclation design, fesing 2 1o 6 palients per dose level, The: fested doses are the flowig
+ Dz Level | 35 G (5 fractions of 7 Gy}
Doz Leved I (Siarting Dase): 40 Gy {5 factions of 5 Gy)
+ Doase Leve Il 45 Gy (5 fractiors of 3 Gy)
+ Dirse Level IV: 50 Gy (5 fractions of 10Gy)
Cither Herne: SABER:

Experimantat Praoparative SABER

+ Experimental: Precperative Stereataciic Ablative Breast Radiatherapy (SABER). Phase | study iesting up 1o 4 doss levels
+ Nanvexperimental: Porticpents wil Ldergo strdard partil mastectmy and avillry surgery s per discreion of Fecfing physcian 4 ta 6 wesks (+ ot most 1 wesk delay) ofer precperasive SABER is
campleted

Intervention: Radiation: Stereotacic Abisive Breas! Radofergy

ot Froviced

33



Appendix 2 TransCelerate D223 % Clinical Trial Registry of the Future

(https://www.transceleratebiopharmainc.com/videos/clinical-trial-registry-future/) J ¥ Z&3& Hifx

=
— » TransCelerate OuR e NEWS o OuR ENGAGEWITH o MEMBER
BIOPHARMA NG SOLUTIONS CENTER IMPACT us LOBIN

WELCOME TO
eicome 1o
DIGITAL DATA FLOW
ransceierate

S8OURCE SDR
REFERENCE

IMPLEMENTATION

TOGGLE

TransCalerate BioPharma Inc. is & non-profit organization with & mission fo
collaborate across the global biopharmacautical ressarch and development 101N TRANSCELERATE'S
community to identify, prionitize, design and fadilitaio implementation of solufions ]A:;REEMNEE&?_SA%ON

o |
designed to drive the afficient, effective and high-quality delivery of new COMMUNITY
medicines.
DIVERSITY OF

PARTICIPANTS IN

CLINICAL TRIALS
MORE ABOUT TRANSCELERATE

BIOCELERATE
CONTINUES TO HELP
IMPROVE NONCLINICAL
STUDY OPERATIONS
THROUGH PUBLIC
PRIVATE PARTNERSHIP
WITH THE FDA

GCP MUTUAL
RECOGNITION

TRANSLATED
SOLUTIONS

Clinical Trial
Registry of the Future

What is the Clinical Trial
Registry of the Future?

Designed with Patients, for
Patients.

ROTF

Conceptual Example

A Tool to Start Conversation

About Change

Top 6 Pieces of Information Are Often Missing... Designed with Patients, for Patients

0 Potential risks and benefits o Health and treatment record
of the study will be shared after my
participation

9 Medical tests required and/or 9 What lifestyle changes or

other activities involved restrictions are required

e Number and length of visits e Reimbursable costs and
required compensation




TRBSUL Clical (s RSVACES SINEK VO RS

Over 30,000 Clinical Trials
Seeking Participants

— et ———

We have found 22 matching trials : M
Qrd Ve Mag Viww
Condtn Cokovoctl Cavcwr = Owtsoce. 35 mim = Looston Mleteipies, M (19129 = Blatun Secking Paticpents X
FILTER BY Showeg 110 of 22 e Trasomcege % B
° s COmTE T NTTEVENTION  DNSTARCE  COMTIRINT vy AL TYOw
Trials:
Sesking Partcioarts ANy A OnGAICH < e 4 » Soen o =
pationts Wi advarced o AT 7w ":_‘ e P N
Cormplotnd we Ry i wmon r—e +r 7
~
Advenced A sty of Dnug VRC - Mows 4 teanrg =
Paterts Wit advarced  Culom Caowr Pgowine. nw Vike 14 o4 Petcoes s
Otance O o ey 1
B+
A By oF rastmens . ~.
oy L Pceten 3 Mosme 3 - ] -~
:)",M--Q‘ Coborwn bt Carewn _“’ a Ve M = Portopady A o
varced Mok Ao v
Contiton O
Tl Type O A ity of Omug A >
> Mo & » Sad s
PEROE W et Colon Camoer ".\b-qu e Viehe ) o ,*':;‘ . -
Trist Prase O ot Ly y o & U
wharveeson
A sy 4 bt . a
L e £ o Mo d - : ~
Time o AR o SO Cn NS DI e Poneers
-l RN v ] LD Loy o A

ERAGRERD U 2 FZRIRS D

35



A study of Drug ABC in patients with advanced Solid Tumors

Sratn Teial Typo Phase Sox Age Perticipation Wemer of
it D] | M| | 188 | “6a
~ 0 Phased Temabe & Male 18
C— T - . Brooo-
[ — PARTICIPATION LOTANONS HESTRAR 0 TREAL AESLA T E'”T;_ 7
I’ Emer your porsonat notes hern

Potential Participation

el Mrewndoe Nﬂwﬂnomuumdw

Fatertn by proning wiormafion sbout e Beredits snd feka of oty v

Fheryernird D & GO Wl SOOI ST SO0 mOnens. wﬁ“rﬂmwhmdw
st e

Dk o of what & vl I Ea00ct while DIrSCOAENG 1 e YW
Partcpanon Mumtsr o Oftane
Duration Viaits Requrements tecvention
“ Gone 2] x %
s Noow Oral Orug

e e T

A study of Drug ABC in patients with advanced Solid Tumors

Nourrtser of
onanad Trial Type Phase Sex Age Pactcipation —
Phased Tomate & Maie 13
—— Brocox
PAIETNORAT ON L OCATONS HEBROLUMCT N VAL MRS TH iw‘u
| - u B Endar yout poracndl ivios here 1
TRIAL PURPOSE NasrontLoson: it Onmessrn
This s & mulicenter, candomied, pPase ) shady B 5 — ooy Termeeal B
wvakaatn Drug ADC im satonts with WRAS mutent et * ot ’ .
Colorectsl canclr 1lasd Movs » Vi Ll
b e et
ey - CENTER CiTY 8 Nl
. ]
oy e | n...,,‘,(w" [TrTSTep—
Mechanem ASC | ehaaon o 15 1 I o b L )
of Action * 9 N
s ER00m 934 ) .
Modecultr Compoation  WOAS Mutart { =
“ ) s g :

_ TRy _

)~ Oun of Pocsmt Expecae o

Pay 10 Particicen N

Lyy Surrrmary Resutts Ly Samimany T e wil te
DrOvaed 30 Bvery It DarCicant
(vobavimer) LUpon ComgReton of e
e

Visit by Visit

(@

DURING YOUR visiT

VISIT 1 WEEK 1 "’, HArmed Coneert ko Sartspate " Trogrmvy Tent
S m-v:::@‘ B Quetoneare B crowe
VIsIT
1/15 @ I tioos Sercie
8 Houn

Pecpie sao viewsd

A iy of D TRX
1w advenoed Sold

Aty ol L
3. wdvarcea ¥

N patects
Tumon

A 320y of D WWAW 0 gty

) i advenced Sotd

Yummons

36

SRt = R A BE oD Hh [ 3
FREIND

FIEENERRIND



Appendix 3 FrHlavF U A N ARGYEIRRIEIBRRE YA b

(https://www.huhp.hokudai.ac.jp/covid19navi/ L ¥ 235 )

An emmxmn

e

CEAEESERNDEETHNE]

FE 0T I)TIL B RTE
R EABREEY T

]
e L

F A P OMNBBMITRETY 2T,
[E=20 ]

e ma e wQ

08 sEems

I AEEmEosoRBERET +

o EEMEOBEILS

E
MMAEMT, SHCE5ERERR

HHEEVOBNTTR RERSECEALTEIET
SET IERIM<ohZT.

MR E, U 7 F U OEREEEZ AN TN &
ZINTE L W[REMED & HIRBRIE M IR E S D

RRER

PLERTROFEIOF T/ LRBRED
BRCSNTESIEESBY ET.
EMBIOERSFTEVELES

ERORSHESHrOEMLELEIEE L.

=30
A000515
A= L TREERENRETS
WD, WMEFRPERER
EBAXLBRI-—N LV E—~OEHLAEDYE

SHACERET.

F:3 3
BRERRISENEESHRTILOTRSY LA,

S-2176228
S-2176220SARS-CoV-2 BN RE2/IMER

Z2E W,

RBFULEDELEEL,

0120-559-807

A~ > 10:00~18:00

(mEEMR<)
ZoEpLomNESS

BERNE SUSNEsISH

el > e s
FROIOQFTAAREBREETS
BBSOa—AErE—
011-330-8899
(%8 (A~%) 9:00~17:00)

EREHHAAL, DUFVECLRENBY 2T,
27, ARNCCAROANRESS SO Y 2T,

37



Appendix 4 ResearchMatch.org
(https://www.researchmatch.org/ X V) 2535 P FE)

® @ As of right now there are:

i;‘ - research kg Ry k. i TR
d ¥ match.org I ] } : =

Make a positive impact
by volunteering in
research.

Join today

N

Medical discoveries are not possible without volunteers like you.

ResearchMatch is a nonprofit program funded by the National Institutes of Health (NIH). It helps to connect
people interested in research studies with researchers from top medical centers across the U.S.

Research changes lives, but many studies end early because there are not enough volunteers.
Researchers need both healthy people and people with all types of conditions.

Join to learn about the latest research studies on many different health conditions.

N resea rchmatch.org

How does ResearchMatch work? BB INa BH L FgeE o

Sign up for free. ~ v F 7 O

Volunteers Researchers
Register IR8

Telt us about yourself.
approved studies
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A TRIAL
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Considering Clinical Trial Participation?

WHAT TO ASK

« WILL MY PERSONAL INFORMATION BE SHARED WITH ANYONE?
« WHAT IS THE PURPOSE OF THE STUDY?

* WILL | GET THE RESULTS OF THE STUDY?

« WILL | BE COMPENSATED?
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