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Y Not part
Y @2 ofthe CTD

EHE'] [module]

EI{EH datasets
= [study]

El{ﬁ analysis

~{C listings
~{3) profiles

: Ry )
:
i The CTD
g Nonclinical |
3 summary L
i

The CTD triangle. The Common Technical Document is organized into five modules. Module 1is
region specific and modules 2, 3, 4 and 5 are intended to be common for all regions.
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SEND & A2 &7 & 248

FDA Data Standards Catalog v10.2

Full description of column headings in Instr.& Column Descriptions tab. Rows with data models are in bold with biue fill. Dependant properties (i.e., IG, technical document) for each model are listed beneath. Sorting may obscure these de,

Use Standard Exchange SDO Property Related Properties FDA Center{s) Date Support Begins Date Support Ends Date Requirement Begins
B Format -] - | [10] [11]
031512019 [1112] 121712016 [1]
MNonclinical study datasets | SEND KPT CDIsC SENDIGV3.0 CDER 06-13-2011 031512020 [21[12] 121712017 [2]
Nonclinical study 03/15/2019 [1]
datasets SEND XPT CDISC SDTMV1.5 CDER 08-21-2017 03/15/2020 [2]
Nonclinical study
datasets SEND XPT CDISC SDTMv1.5 CBER 03-15-2021 03-15-2023
031512019 [1]
MNonclinical study datasets | SEND XPT CcDIsC SENDIGV3.1 CDER 08-21-2017 03/15i2020 [2]
Nonclinical study datasets | SEND XPT CDISC SENDIGV3.1 CBER 07-14-2020 03-15-2023
nclinical study datasets [SEND FL CDISC ENDIGYE 11 CDER CHER 02-15-2022 03-15-202
Nonclinical study datasets | SEND XPT CDISC SENDIG-Genetoxv1.0 CDER, CBER 12/13/2023 [12] 03-15-2025 |
I:immmm 3T
datasets SEND XPT CDISC SDTMv1.6 CDER 03-05-2021 03/15/2024 [2]
031512023 [1]
MNonclinical study datasets | SEND XPT ChisC SEMDIG-DARTV1.1 CDER 03-05-2021 03/15i2024 [2]
1 For NDAs, ANDAs, and certain BLAs. See section ILA of the Providing Requlatory Submissions In Electronic Format — Standardized Study Data guidance document
121 For certain INDs. See section I1.A of the Providing Regulatory Submissions In Electronic Format - Standardized Studv Data
131 Providing Requlatery Submissions in Electronic Format - Content of Labeling
[4] The requirements of the electronic 1abeling rule can be found in § 314.50(1) for NDAs, § 314.94(d) for ANDAs, § 601.14(b) for BLAs, and § 314.81(b) for annual reports to marketing applications. The effective date of the rule was June 8, 2004
[5] For NDAs, ANDAs, and BLAs. See section B of the Providing Requlatory Submissions in Electronic Format - Certain Human Pharmaceutical Product Applications and Related Submission Using the eCTD Specifications guidance document
[6] For Commercial INDs and Master Files. See section B of the Providing Requlatory Submissions in Electronic Format - Certain Human Pharmaceutical Product Applications and Related Submission Using the eCTD Specifications guidance document
71 The pillimage is optional, butitis highly recommended to address numerous potential patient safety issues. Also see Federal Register Volume 76, Mumber 99, and Federal Register Volume 79, Number 182 as background
[8] “Ongoing” - Prior to the posting of an FDA Data Standards Catalog in 2011, FDA supported a number of data standards and there was no specific date when support began for some of these standards. As a result, the support status of “Cngoing” was entered for “De
[9] The simplified T3.xptis a specificimplementation of the CDISC SDTM standard being utilized by FDA (CDER and CBER) to establish the study start date or indicate that the study is exempted for evaluation by the Study Data Technical Rejection Criteria (TRC). For spt
[10] Please see the Study Data Technical Conformance Guide for clarification regarding when electronic standardized study data are required as part of a submission to address a public health emergency declared by the Secretary of Health and Human Senvices in accol
[11] Please see the Study Data Technical Conformance Guide for clarification regarding when electronic standardized study data are required for particular types of studies, such as pilot studies and failed studies submitted to ANDAS
|[12] If a study started before 1_‘19 support ends date. the study can continue to use this specified version of the standard. If a study starts after the support ends date, the study can NO longer use this specified version of the standard. Sponsors cannot use
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2016 2017 2018 2019 2020 2021 2022 2023 2024 2025

Zing—dose Toxicology, Repeat—dose
Toxicology, Carcinogenicity

"y

- CDER: SENDIG v3.0
- MNDasaMDABLS  1T-DEC-2016

MDD 17-DEC-2017F

Sing—dose Toxicology, Repeat—dose Toxicologw, Carcinogenicitw
Cardiowvascular, Respiratory Safety Fhamacology

CDER: SENDIG w31
- MDASEMDABLS @ 15-MAR-2019
~IMD  15-RAR-2020

CDER/CBER: SENDIG ¥3.1.1

- IMDASMDASSMDASELA ¢ 15-MAR-2023

Embryo-Fetal Development (EFD)

CDER: SENDIG DART 1.1
- MDASANDASBLA ¢ 15-MMAR-Z023
-IMD  15-MAR-2024

Ficronucleus. Comet Assay (n wiva)
CDER/CBER: GT. ¥1.0
MDD ASANDASBLA ¢ 15-MAR-2025
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Standard for Exchange of Nonclinical Data

Implementation Guide:
Nonclinical Studies
Version 3.1

Prepared by the
CDISC Standard for Exchange of Nonclinical Data Team

Notes to Readers
s This iv the Inplementtion quide for nomclinical smdies based upon Verion 15 of the CDISC Smdy Cam |
Talrulation Modal (SDTM].
»  Thiz Implepsattion Guids & Vardon 3.1 of the CDISC Stenderd for Exchargn of Nonckzical Taia

Eevision History
Version
3l
11Tkl H
_ TTThll
N30 10
Mowz: Please see Apperdic F by Represerrarions ard Worrannes, Limitanions of Liabiliey, and [irclaimers

cdisc
Standard for Exchange of Nonclinical Data

Implementation Guide: Developmental and
Reproductive Toxicology

WVersion 1.2 (Final)

Prepared by the CDISC SEND Reproductive Toxicology Subteam

Notes to Readers

® This is the implementation guide for nonclinical developmentsl and reproductive toxicology study data and
is based upon Version 1.6 of the CDISC Smdy Data Tabulation Model (SDTM).

# This document should be used in conjunction with Version 3.1.1 of the CDISC Standard for Exchange of
Monclinical Data (SEMD) and domain models. This document inchides proposed enhancemsnts for
developmental and reproductive toxicology (DAR.T) data submission The information here will remain s a
separate document and will not be integrated into 3 later version of the SEND Implementation Guide
(SENDIG).

Revision History

Date Version Summary of Changes

2023-06-28 1.2 Final Inchision of juvenile animal smdies
2017-12-11 1.1 Final Reflects changes based on SDTM v1.6
2016-08-01 1.0 Provisional

See Appendix H for Representations and Warranties, Limitations of Liability. and Dizclaimers.
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Seed Data  Protocol Services  Data Adapters  Published Terminology  Terms  Translations  Licenses  Roles  SDTM Viewer  Credentials  Service Controller  Help
[ Data Systems
[ Services CT Version for Mapping CT Version for Comparison:
Eg :ubhshed Terminclogy Target Tems - SEND 3.1
l erms
=3 Translations 03 sEND 31 ogy cl
SEND Terminology 2023-03-23 —
-1 Flat Fileto SEND 2.1 SEND Teminology 2023-06-30
~[ Provantis SEND Terminalogy 2023-03-31
-~ Provantis to DART 1.1 ggmg ¥ermln010gy gﬁ_&ﬂg
- to SEN enminology
. g SEND Terminology 2022-06-24
SEND Terminology 2022-03-25
[3 Roles SEND Terminology 2021-12-17
'SEND Terminology 2021-05-24
SEND Terminology 2021-03-26
SEND Terminology 2020-12-18
'SEND Terminology 2020-05-25
SEND Terminology 2020-06-26
SEND Terminology 2020-03-27
SEND Terminology 2019-12-20
SEND Terminology 2019-03-27
SEND Terminology 2019-06-28
SEND Terminology 2019-03-25
SEND Terminology 2018-12-21
Codelist| _Codelist
Code Code Extensible Codelist Name CDISC Submission Value CDISC Synonymis) CDISC Definition NCI Preferred Term
- ~| (Yes/No)'. - ~ -
C158118 Yes Age Estimation Method Response AGESMETH Age Estimation Method Response Terminology related to the method by which the age of an individual is CDISC SEND Age Estimation Method
determined through estimation. Response Terminology
C158324 |C158118 Age Estimation Method Response AMIMAL RECORDS Information obtained from medical records, acquisition records, or other Animal Record Information
official documentation associated with the animal.
C158323 |C158118 Age Estimation Method Response DENTAL EXAM A systematic evaluation of the mouth, face, and neck. which may include Dental Examination
tooth counting, cleaning and visual assessment.
C20989 |C158118 Age Estimation Method Response PHYSICAL EXAMINATION Physical Exam A systemic evaluation of the body and its functions using visual inspection,  |Physical Examination
palpation, percussion and auscultation.
C128940 |C188118 Age Estimation Method Response RADIOGRAPHY Radiographic Exam A radiographic procedure using the emission of penetrating energy waves to  |Radiographic Examination
form an image of the structure.
C17998 |C158118 Age Estimation Method Response UNKNOWN U; UNK; Unknown Not known, not observed, not recorded, or refused. (NCI) Unknown
C66781 No Age Unit AGEU Age Unit Those units of time that are routinely used to express the age of a subject.  |CDISC SDTM Age Unit Terminology
C25301 |Cee71 Age Unit DAYS A unit of measurement of time equal to 24 hours. Day
C25529 |CB6TE1 Age Unit HOURS h; Hours; hr A unit of measurement of time equal to 60 minutes. Hour
C29846 |C66781 Age Unit MONTHS Manth One of the 12 divisions of a year as determined by a calendar. It corresponds | Month
to the unit of time of approximately to one cycle of the moon's phases, about
30 days or 4 weeks. (NCI)
C29844 |C66T81 Age Unit WEEKS Week Any period of seven consecutive days. (NCI) Week
C29848 |C667E1 Age Unit YEARS Year The period of time that it takes for Earth to make a complete revolution Year
around the sun, approximately 365 days; a specific one year period. (NCI)

cdisc
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SeedData  Protocol Services  Data Adapters  Published Terminology  Terms  Tramslations  Licenses  Roles  SDTMViewer  Credentials  Service Controller  Help
-7 Data Systems
|3 Services CT Version for Mapping: | SEND Teminology 2024-03-25 ~ CT Version for Comparison: | <Nong> ™
- Published Terminclogy Target Tems - SEND 3.1
3 Tems 50 SEND 31 3
£+ Translations ey I Target Terms Source Terms
[ FletFile to SEND 3.1 R AcheRi Body Weight : Bodyweight
D Provantis % ACPARNCD C124477 Gravid Uterus Adjusted Body \Weight Corrected Bodyweight (rodent)
D Provantis to DART 1.1 @ AGESHETH Corrected Bodyweight (non-rodent)
;1] Provanti to SEND 31| B AR ‘ Het Bedy Vieight Net Bl
[ Provantis-NEVW/ 90464 erminal Body \teight Terminal Bodyweight
/1 Roles | Terminal Bodyweight S
! Terminal Body Weight{Non-Rodent)_S
-3 BIRRMRS
Codelit %M
Code Cod Extensible Codelist Name CDISC Submission Value CDISC Synonym(s) CDISC Definition NCI Preferred Term
3 ] Mol g g g
| C31328 |CB9%62 Body Weight Test Code B | Body Weight The weight of a subject. (NCI) Body Weight
C81328 |CB99%61 Body Weight Test Name Body Weight Body Weight The weight of a subject. (NCI) Body Weight
(90464 |CBI962 Body Weight Test Code TERMBW Terminal Body Weight The weight of a subject at a specified end paint. (NCI) Terminal Bady Weight
(90464 69361 Body Weight Test Name Terminal Body Weight Terminal Body Weight The weight of a subject at a specified end paint. (NCI) Terminal Bady Weight
T USUBID 4 5F BWSE W BWTEST 7 BWTEST ¥ BEWORRE 7 BWORRES =7 |
22-MR-0855-1 1 Body Weight 2255 g
22-MR-0955-1 4| TERMEBW | Terminal Body Weight 2237 4]

12
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No. [Domain(s) No. |Domain(s)

1 |BG Body Weight Gain 19 |Ph Falpable Masses

2 |BW  |Body Weight 20 |TF Tumaor Findings

3 |CL Clinical Obzeryation 21 |RE Fezpiratory Test Besults

4 |CO  [Comments 22 |POOLDEF  |Pool Definition

H |CY  |Cardiovascular Test Results 23 |RELREC Felated Records

6 |EG ECG Test Rezults 24 |SUPP Supplemental Qualifiers (—-CL, ——MA, —MI, —TF)
7S Vital Signs 2 |TA Trial Arms

g |Dhd Demographics 26 [TE Trial Elements

9 |DS Disposition 20 |TX Trial Sets

10 |5E Subject Elements 28 (TS Trial Summary

11 |EX Exposure 29 TP Trial Repro Paths

12 |FW  |Food And Water 30 |TT Trial Repro Stages

153 |LB Laboratory Test Resulls 31 |5 Subject Repro Stages

14 IMA  [Macroscopic Findings 372 |DP Developmental Milestones

15 | ticroscopic Findings 33 |PY MNonclinical Preanancy Besults
16 (O [Organ Measurements 34 (IC Implantation Classification

17 |PC Fharmacokinetics Concentrations | 38 |FX Fetal Pathology Findings

18 |PP Fharmacokinetics Parameters 36 |Fh Fetal Meazurements

cdisc
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S}

o
Variable | Variable Label &m%ﬁ Rale CDISC Notes core| USAD VESE VEVED VONET VRS VORI VRGHEC VOOREN VESREl TOMR VRS VEOC VRO Y
STUDVID | Stady ldentifier Char Tdentifer | Unique identihier for a shudy. Feq | - - o— . - : - - 1
DOMAN [ Domain Char | BW TdenuFer | Two-character abbreviation for the domain Req | LAHEA L et 0 1 i1 1%8g 1| (S ]
T |FSUBTD | Umique Subject | Char Tdentifer ﬂf:;"‘m‘”mg sy - biectacmsallsudss Realiamlicatonser|RBea | g 280 Wbt BB g b Ty FiliA i
BWSEQ Sequence Number | Num Identifer | Sequence number to ensure uniquensss of subject records within a domam. May | Req
- * e s vt e LT W Wk B g ] W i 1
: |BWTESTCD |Test ShomName | Char [ (EWTESTCD) Topic gmo{-—- = test, or ﬁ‘:zlﬂdm:msrkmbe Req
: m:%mmgfqg‘;mmmh“h;mhs@m";m,mﬁh DA I kg BB g ) Wy i %) 5
mmwher (g.z.. “1TEST ™ is not valsd). cannot
. lettess, u : DAL W ik w0 g 150 g | 00 1
% BWTEST Test Nams Char | (BWTEST) Syml_nfm Lonz name for BWTESTCD. The value in BWTEST cannot be longer than 40 Req
B o e e P o g oy et o ol =—n IRCIC T T by 12 a
- - @ [BWORRESD g:l.;:;me ) Char | (UMIT) Varible mmhﬂmmmﬁummmmmﬂu. == I N Bt ] E] B AR 1
s Resul | synonymous unit on the Controlled Terminology Est.
H e - Qualiier | stamdaed forsnat ar sandard vmits BWSTRESC shoutd sore all e or mmdimgen. | - | U040 BB mbghept BT g B BBy ! 143 §
Character Format character forma; if results are mumeric, they shonld also be submitted in mmeric format
:: BWSTRESN |Stndardizad Hum Besult mllsalﬁimmlstﬁﬂmpmmmmﬁ!mhd Exp
gzsuhinNnmxil: Cualifier | BWSTRESC. BWSTRESH should store all numeric test results or findings.
BWSTRESU |Unit of the Char | (UNIT) Varable Standarded unitused for BWSTRESC and BWSTEESN. Exp
- e Core
pd Easult
. [BWSTAT Completion Status | Char | (WD) Record Usad to indicate when a test is not done ar result is missinz. Should be null if a result Perm
- exists in
* |BWEEASND |FeasonMot Done | Char Becord Dezcribes why BWSTAT is WOT DONE, such as BROEEN EQUIPMENT ar Perm R
BWELFL Baszeline Flaz Char | (MY Record Ahﬂhem_jbeumdum&ﬂ!_:sudmﬁﬁmbuelm Exp
Cualifier | Walue should be ¥ or oull. The baseline flag is sponsor defined . tS
O |BWFAST Fasting Status Char | (MY B;eqmi Indicator used to identify fasting statuz. The value should by ¥ or mall. Perm R
; o |BWEXCLFL [ExclusionFlag Char | (2T mﬂw Y if the result should be exchaded from all caloalations, otherwise mull Perm eqUIremen
BWEEASEX |Reason for Char Fecord The reason the result should be excluded from all calculations. Used only when Perm . Expected
Exclusi i BWEMCLFLis ¥,
BWUSCHFL Unsmdﬂag Char | ¥ Eecord Indmnh;aﬂmlfam or observation was unscheduled Ifa | Perm
Cualfier | test or observation was performed based upen a schedule defined in the protocol. this l—“ S F o __,,_\:L vﬁ\:I'L ‘l
should be mall vahses are ¥ or pull w £ = w ) L -
VISITDY Dhmmed Srady | Wmm Timnz Mmmnﬁmmﬁu:m. T - ‘F)‘;}?pr] . ‘l')émpr]‘ @’ﬁ - \;’J
Day of Collecti
BWDTC D:ll.l:"z-?l"i.'l'lraoeEﬂmIl Char | IS0 2601 Timinz Date/Time of body weight collection mn IS0 8601 format. Exp
E Animal Weirhad
BWDY Study Dy Anmal | Fum Timing Shﬂglqofh.dfi!@tml]m I integer days. Perm
Weighad The algorithm for calculations mmst be relaive to the sponsor-defined RESTDTC
variable in the D M) domain.
_ [BWHOMDY |[Nominal Study Hum Timing ‘Nominal study day used for groupms records for observations that may ecour on. Exp
< Day for different days info a single reported srady day. Should be an infeger.
Tabulatons
BWHNOMLEL |Label for Wominal | Char Timing A label for a given value of BWNOMDY as 1in thy gy Teport. Perm
Study Day “Week 4.” “Day 28,” “Tenminal Sac”.
L
Cd ISC CDISC 2024 Korea Interchange | #ClearDataClearlmpact 14
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“® BTESTCD 7 LBTEST T LESCAT 7 LBORRES 7 LBORRESU 7 LESTRESC ¥ LESTRESN 7 LBSTRESU ¥ LBNAM TUBPEC T LEMETHOD 7 LBFAST ¥ LBDTC ¥ LEDY ¥
mmumm EL\VERFUNC[ION 3325 égmL 5325 315§gmL gmoncnnica\ Research Insttute, CORESTEMCHENON Inc. ESERUM ESERUMBIOCHEMISTR\’AM&LYZER v gzuzma.zag 15
Chloride EECTROLTES 10128 mmoll 10128 10128 mmall  Nonclinical Research Institute, CORESTEMCHEMON Inc.  SERUM SERUM BIOCHEMISTRY ANALYZER ¥ mBE B
Creatiine KIDNEY FUNCTION 043 myd 043 043 mofdl  Nonclnical Research Institute, CORESTEMCHEMON Ine. ~ SERUM SERUM BIOCHEMISTRY ANALYZER ¥ MmBE B
Potassium EECTROLVTES 4% mmoll 45 456 mmoll  Noncinical Research Institute, CORESTEMCHEMON Inc. ~ SERUM SERUM BIOCHEMISTRY ANALYZER ¥ MmBE B
Sagium EECTROLVTES 14228 mmoll 14228 14228 mmall  Noncliical Research Institute, CORESTEMCHEMON Inc.  SERUM SERUM BIOCHEMISTRY ANALYZER ¥ MmBE B
Protein UVERFUNCTION 5% gl 53 59 o/dl  Nonclnical Research Institute, CORESTEMCHEMON Inc. ~ SERUM SERUM BIOCHEMISTRY ANALYZER ¥ MmBE B
Alanine Aminotransferase UVERFUNCTION 3810 1UL 310 381 UL Nonclinical Research Institute CORESTEMCHEMON Inc,  SERUM SERUM BICCHEMISTRY ANALYZER Y BB B
Alkaline Phosphatase UVERFUNCTION 22750 IUL 20730 075 UL Nonclinical Research Insttute CORESTEMCHEMON Inc  SERUM SERUM BICCHEMISTRY ANALYZER Y s X SRR
Aspartate Aminotransierzse UVERFUNCTION 11610 1UL 11610 1161 UL Nonclinical Research Institute CORESTEMCHEMON Inc,  SERUM SERUM BICCHEMISTRY ANALYZER Y BB B
Caldum KONEVFUNCTION 1015 mgidl 1045 1035 mg/dl  Noncinical Research nsttute, CORESTEMCHEMON Inc. ~ SERUM SERUM BIOCHEMISTRY ANALYZER ¥ MmBE B
EC Glucose 74 mgdl 12740 1274 mg/dL  Noncinical Research nsttute, CORESTEMCHEMON Inc. ~ SERUM SERUM BIOCHEMISTRY ANALYZER ¥ MmBE B
K Creatine Kinase HEARTFUNCTION 47200 UL 7200 2 L Nonclinical Research Institute CORESTEMCHEMON Inc,  SERUM SERUM BICCHEMISTRY ANALYZER Y BB B
Bl Biinin UVERFUNCTION 03 mgdl  0M 03 mg/dl  Nondlinical Research nsttute, CORESTEMCHEMON Inc. ~ SERUM SERUM BIOCHEMISTRY ANALYZER ¥ mus B
(HOL  Cholesterol HEARTFUNCTION 8800  mg/dl 8300 8% mgidl  Nonclrical Research Institute, CORESTEMCHEMON Inc.  SERUM SERUM BIOCHEMISTRY ANALYZER ¥ MmBE B
TRIG Triglycerides HEARTFUNCTION 3500 mg/dl 3500 3% mg/dl  Nonclinical Research Insttute, CORESTEMCHEMON Inc. ~ SERUM SERUM BIOCHEMISTRY ANALYZER Y BB B
UREAN  Urea Nitragen 810 mgdl 1810 161 mo/dl  Nonclnical Research Institute, CORESTEMCHEMON Ine. ~ SERUM SERUM BIOCHEMISTRY ANALYZER ¥ MmBE B
PHOS  Phasphete 389 mgdl  8® 889 mo/dl  Nonclnical Research Institute, CORESTEMCHEMON Ine. ~ SERUM SERUM BIOCHEMISTRY ANALYZER ¥ MmBE B
ABGLOE  Albumin/Glabuln LVER FUNCTION 121 RATO 121 121 RATIO Nonclnical Research Institute, CORESTEMCHEMON Inc. ~ SERUM SERUM BIOCHEMISTRY ANALYZER ¥ MmBE B

eoe
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TSPARMCD = TSPARIM | TswaAL = TSWALME
AGE Age 6
AGEU Age Unit WEEKS

$ SPECIES Species RAT

A B Y STRAIM Strain/Substrain SPRAGUE-DAWLEY

L £ ® SPLRMAM Test Subject Supplier

s s = SPLRLOC Test Subject Supplier Site

et '.~ = EMNWTEMP Ervironmental Temperature 20.6-24.7

A ey EMWTEMPU Erwvironmental Temperature Units c

° . HUMIDT Housing Humidity 33.7-55.1

b = 3 HUMIDTU Housing Humidity Units %

v s LIGHT Light Cycle 12712

o < HOUSEGRP Housing Group Less than 3 animals / cage

| HOUSETYP Housing Type Polysulfone cage
. IDMETH Method of Identification Tail by permanent marker
i IDMETH Method of Identification Ear punch
. DIET Basal Diet Standard

FEEDREG Feeding Regimen ad libitum
WATER Drinking Water Tap water
WTRDLVRY Water Delivery Polycarbonate water bottle, ad libitum
GLPFL GLF Flag W
GLPTYFP Good Laboratory Practice Type MFDS
GLPTYP Good Laboratory Practice Type CECD
GLPTYP Good Laboratory Practice Type Us FDA
SDESIGM Study Design PARALLEL
SSTYP Study Type REPEAT DOSE TOXICITY
STCAT Study Category ToX
SEXPOP Sex of Participants BOTH
SPLAMSUE Planned Mumber of Subjects 208
SRANMDOM Study Is Randomized ¥
TRT Investigational Therapy or Treatment X213
TRTV Treatment Vehicle Mormal Saline injection
ROUTE Route of Administration INTRAVEMOUS
PDOSFRO Flanned Dose Frequency Once a day for 14 days
DOSDUR Dosing Duration P14D
TRTCAS Primary Treatment CAS Registry Mumber 2844332-55-2
TRTUNII Primary Treatment Unigue Ingredient ID A
PCLASS Pharmacologic Class A
STITLE Study Title . __________________________|
DOSSTDTC Start Date/Time of Dose Interval 2023-08-30
DOSSTDTC Start Date/Time of Dose Interval 2023-08-31
DOSEMDTC End Date/Time of Dose Interval 2023-09-12
DOSEMDTC End Date/Time of Dose Interval 2023-09-13

eoe
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All Domains « Markers STUDYID | DOMAIN USUBJD  BWSEQ BWTESTCD BWTEST BWORRES BWORRESU BWSTRESC BWSTRESN BWSTRESU BWELFL BWFAST BWDTC  BWDY BWNOMDY BWNOMLEL
A Booy Weight Gais 1 b [22RR11931BW | 22RR119310  1iEW | Body Weight imes2 g 0862 | 20882g v | w29 1 1 Day 1
2 22RR-1133 BW 22-RR-1183-1 2 BW Body Weight B0 g 25870 2587 g 0530 7 7 DayT
AL 3 22RR-1193 BW 22-RR-1183-1 3 W Body Weight W% g 31726 31726 g 2230111 14 14 Day14
A Clinical Oosenations 4 22.RR-1193 BW 22.RR-119341 4 BW Body Weight [/ g 35959 35959 g 0530118 2 21 Day21
B Demograptic 3 22RR-1183 BW 22RR-1183-1 5 BW Body Weight WO g 38520 3852 g 030125 B 25 Day28
A Disposon g 22RR-1133 BW 22-AR-1183-1 & TERMEW  Terminal Body Weight 36324 g 35,24 3524 g ¥ 053012 2 29 Day29
7 22RR-1193 BW 22-RR-11932 1 BW Body Weight 108 g 19085 19095 g ¥ w2129 1 1 Day1
lb Exposure T 22-RR-1193 BW 22-RR-11932 2 BW Body Weight H48 g 23049 23048 g 20230104 7 7 Day7
[ Food and Water Consumption |9 22RR-1183 BW 22RR-11832 3 BW Body Weight mi g 27971 M g W30 14 14 Day14
[ Laborston Test Ress . 22RR-1193 BW 22-RR-1193-2 4 BW Body Weight E g 31670 367 g w3018 2 21 Day21
11 22RR-1193 BW 22-RR-11932 5 BW Body Weight WG g U6 M6 g 0230125 % 25 Day28
A Macroscopic indings e 22RR-1193 BW  22-RR-1193:2 & TERMBW  Terminal Body Weight 31755 g 31755 31755 g ¥ 0230126 29 29 Day29
M Organ Measurements E— 21RR-1183 BW 22RR-11833 ] Body Weight Ma4E g 21948 21948 g ¥ 021228 A 1 Day1
A Pramacokinetcs Concentatons e 22RR-1183 BW 22-AR-11333 2 W Body Weight ME g 2M246 246 g w300 7 7 DayT
15 22RR-1133 BW 22-RR-11933 3 BW Body Weight [ g 33154 3134 g 253011 14 14 Day14
Mo Pramacokinetic Parameters 6 22RR-1193 BW 22-RR-11933 4 BW Body Weight EEEE I 38333 333 g w3018 2 21 Day 21
M Pol Deinition A 22.RR-1193 BW 22.8R-1193-3 5 BW Bady Weight 41886 g 41856 41886 g 023015 28 28 Day28
R Related Records . 22RR-1183 BW 22RR-11333 § TERMBW  Terminal Body Weight 38516 g 356,16 38616 g ¥ 030126 B 29 Day29
2 bt merts 19 22RR-1133 BW 22-RR-11934 1 BW Body Weight e g 20453 0493 g ¥ w2129 1 1 Day1
20 22RR-1193 BW 22-RR-11934 2 BW Body Weight BIEE g 25168 25168 g 2301 7 7 Day7
A suerc I 22.RR-1193 BW 22.RR-11934 3B Body Weight 043 g 30343 30343 g 030011 14 14 Day 14
B suppnia z 22RR-1183 BW 22RR-11834 4 BW Body Weight M3ET g 547 567 g w3013 A 21 Dy 1
fo 7ol aems EO 22RR-1133 BW 22-RR-11934 5 BW Body Weight M g 37730 T3 g 053015 % 25 Day28
24 22RR-1193 BW 22-RR-11934 § TERMBW  Terminal Bocy Weight 35068 ¢ 35068 35068 g ¥ 023012 29 29 Day29
A i Elements 5 22RR-1183 BW  22-RR-11935 1 BW Body Weight WER2 g 20692 20692 g ¥ 0221229 1 1 Day1
M Trial Sets I 22RR-1183 BW 22RR-11335 2 BW Body Weight BIE g 116 35116 g B0 T 7 Day7
M Trial summary E— 22RR-1193 BW 22-AR-11835 3 BW Body Weight W7 g 28572 29571 g 230111 14 14 Day14
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Study Data Reviewer's Guide.

Nonclinical.

Study Title -
<Study ID>.

Sponsor Name.

Sponsor Address-

Confidentiality Statement

Confidential — FOIA Exemptions Apply in U.S.

CONTENTS-
Study Title =<Study ID> A
1. nSDRG Introduction
1.1 Study Title, Number, and Report Version ....
1.2 Summary of SEND Dataset Creation Process...
13 SEND Dataset Verification .3
2. Study Design .3
21 Study Design Summary .3
2.2 Trnal Design Domain Overview .3
3. Standards, Formats, and Terminologies and their Versions ... 4
31 Standards Used ... .4
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63 Study Measurements not included in the Dataset
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[CJMenechrome () single Row Per Finding Include Chronicity [[] Exclude Unremarkable Tissues (] Use Original Resulis
-4 - 2/ » (33 Export to CSV Export fo PNG Copy to clipboard
! - 2 U/ LOE i [C] Order by Disposition Study Day Tissues of Interest Cnly Include Distribuion [T Hide Subjects
UNREMARKABLE MINIMAL MILD MODERATE MARKED SEVERE NOT DONE OTHER
Test article_1, Male, Killed Terminal Treatment 7 Test article_1
Dose/Disposition T 100000 mo/kg/Killed Terminal 1000000 mg/kg/Killed Terminal 10000000 mg/kg/Killed Terminal
DeathDayY2233322233333 24 B30 R4 1 2 2 S 0 Rl 0 ) S ) s 2 Rl b2 B S B3I 1N 13 R i [ ] 2 I ) Y Y e
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HEART UNREMARKABLE il | W Em i sl Al B B 0B ENDEEEE 0 §DEEE B8 [ 19
HEART INFILTRATE/FIBROSIS NON-NEOPLASTIC MINIMAL 12 1 11 3 11 1 1 115 1 1 1 4
HEART INJECTED CELL MASS/DISSEMINATION  NON-NEOPLASTIC 5 .. . . 4 . 1 0
HEART NECROSIS/INFILTRATE NON-NEOPLASTIC MINIMAL 4 1 1 0 111 4
HEART Examined: (8588 1|1 (4 (1 (1 (1|11 A2 (1111 a2 (a4 (A (A Aia124
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