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Disclaimer and Disclosures

» The views and opinions expressed in this presentation are those of the
author(s) and do not necessatrily reflect the official policy or position of
CDISC.
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.= (cSDRG: Clinical Study Data Reviewer’s Guide)
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1. Clinical Study Data Reviewer's Guide Purpose

é The Clinical Study Data Reviewer's Guide (cSDRG) provides FDA Reviewers with additional

; context for SDTM datasets received as part of a regulatory submission. The cSDRG is
intended to describe SDTM data submitted for an individual study in the Module 5 clinical
section of the eCTD. The cSDRG purposefully duplicates information found in other
submission documentation (e.g. the protocol, clinical study report, define.xml, etc.) in order
to provide FDA Reviewers with a single point of orientation to the SDTM datasets.

Package: https://advance.hub.phuse.global/wiki/x/SAeZAQ
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: BRI SHERREE (FEWER, EXHEITFRMEBR) .

4 If the inclusionfexclusion criteria cannot be fully documented in the Trial

: Inclusion/Exclusion Criteria (TI) dataset due to SAS v5 limitations, the criteria can either be
provided in Appendix I, or as a hyperlink to the full criteria in an annotated CRF. All
significant conformance findings should be documented in the Data Conformance Summary;
however, a detailed record-level description of conformance issues may be included in
Appendix Il. Sponsors are strongly discouraged from including Appendix I due to its
limited usefulness for FDA Reviewers.
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1.1 Purpose

s This docurment provides context for tabulation datasets and terminology that benefit from additional
booseoe explanation beyond the Data Definitions document (define.xml). In addition, this document
i provides a summary of SDTM conformance findings.
3 e
i 1.2 Acronyms
Acronym Translation
alCRF Annotated Case Report Form
cCRF Electronic Case Repon Form
DT Electronic Data Transfer (e.g. central lab data, ECG vendor data, PK data,
el )
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« REIBRAETNFHRA: define

1.3 Study Data Standards and Dictionary Inventory

sDTM

Versions Used

SDTM v1.2/58DTM 1G v3.1.2 including SDTM Amendment |

Controlled Terminology

2011-407-22

Added *“WASHOUT PERIOD 1" *“WASHOUT PERIOD 27 to
EPOCH extensible codelist as the study design includes two
washout periods.

Data [Definttions

define,xml v1.0

Medications Dictionary

Proprietary medication dictionary

Medical Events Dictionary

MedDRA v14.1

cdisc
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FRESERE: FR. sdtm#tEsE
s EREIT: AR (FREITRIEED
2.1 Protocol Number and Title

Protocol Mimber: SDRG-001 A

Protocol Title: A Phase Il, Randomized Double-Blind Placeho-Controlled Dose Ranging
Study to Evaluate SDRG-999 in Adulis with Asthma

Protocal Viersions: SDRG-001 A
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A RiE
MRS : R, sdtm#IEE
2.3 Trial Design Datasets
Are Tnal Design datasets included in the submission” Yes

231, TI=Trial Inclusion/Exclusion Criteria

The trial inclusion/exclusion criteria are not fully described in the T1 domain, Please refer to

Appendix | for the full text of the critena.
2.3.2. TS = Trial Summary

The TS doman includes the deprecated parameter Adverse Events Dhictuonary (AEDICT) to support
internal processes,
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o WA sdtm#BIESE

3.1 Overview
Are the submitted data taken from an ongoing study? No
Were the SDTM datasets used as sources for the analysis datasets? Yes
D the submission datasets include screen failures? Mo
Were any domains planned, but not submitied because no data were collected? Mo
Are the submutted data a subset of collected data™ No

Is adjudication data present? No
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« BRRIEE: FRIECSDRG completion-guidelines-v1.4 745l

Example:

e

eCRF | — - ] .

Data C b ' g p——

et * S == i | s
enT |
pata |

End of Example
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« SERRGIREZR: aCRF

1.3 Annotated CRFs

Collected fields that have not been tabulated have been annotated as “Not Mapped™. SDRG Inc,
collects certain data elements to facilitale cerlain operaticnal processes including data cleaning and
dynamically creating additional forms in the electronic data capture system. All fields that have been
annotated as “Not Mapped™ meet these eniteria.

Explanation of data elds | Not Submitted|

alRF page

Number(s) Data Collection Field Explanation of why |[NOT SUBMITTED|
5 Were there any product comglaints? | For intemal wuse only.

L] Pl Signature Dage Nt needed for analysis

LL
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« SDTM&iR # 15 -

34 SDTM Subject Domains

sdtm##EE . define

AE - Adverse Evonts

L o o A
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fed
eoe o —EIMERYHIN : define
. »
§eied 4.1 Conformance Inputs
e v Was o valsdator used to evalunte conformance” Yes
. ;8 If wes, specify the versions of OpenCINSC and the OpenCDISC walidateon rubes:
e Pinnacle 21 Enterprise 3.4 (FDA), SDTM v3.1.3 rules
L IR
o Were sponsor-defined validation rules used to evaluate conformanceT Yes
g If wes, describe any significand sponsor-de fined validation nales:
. . SDRG Inc. execules o sponsor-defined conformance rule o confirm vanable values that are 200 characters have not been truncated.,
’ $ Were the SOTM datasets evaluated in relation to define.xml? Yes

Was define.xml evaluated? Yes
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« [OREEL: sdtm#IBEE (P21 ELHERBER)

Example:

LB Missing Units on Value Error 22 Not an error: Lab
results for pH and
Specific Gravity have no
units

End of Example

LI
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- A FER—HMHERE: BENX, SEmMBERE

4.3. Additional Conformance Details

This section documents summary findings from validation rules other than the ones
previously reported, which in the sponsor’s opinion merit explanation. Fill in the table in
this section as you would the one in section 4.2. Leave columns blank where not applicable.

This section is not intended to contain the full validator details report. Sponsors are
discouraged from submitting the full report, but if the sponsor considers it necessary, the
full report may be submitted as cSDRG Appendix IL

If there are no additional conformance details to be documented, do not delete the section.

Add verbiage such as “There are no additional details to be documented.”
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« Xxlsx

B P21SHAIEXCHE (BIFEaNdefineE RAIP213RE) « FrBsdtmBUEESE K
P21k . define B HIspec

B 15 Hsdtm spec3 4

« sas7bdat

B sdtm#IEE
B I Hsdtm specEH KsasHiizE
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APythoniRBxIsx##E

« ixHlexcelXffikFpandaskE, RElIAELZAIEMEIIDataFrame

ST

o« B REPHITIRENAIE, K¥EiBDataFrame T RALIE A

FH, MREFERETENTBESLLE, FEREY
R —EI\.

IS EUET— N sheet®f R —DataFrameXf N — N8, FHE—is
BVZ 1 sheet, FH{EEHEAMAIE.
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- FpyreadstatZEIread_sas7bdatef # 7] 3k Elsas##E & T 1R,
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« Fisas7bdatFERISAS7BDAT R EIEN RIS L B i ElsasiiELE,
i DataFrameZt &Y,
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FrEHHTENE XL F5% B cSDRG completion-guidelines-v1.4E
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sdtm.ts
sdtm.ts
sdtm.ts
sdtm.ta
sdtm.te

sdtm.ts

BRI HHR RSN
I BHIESE

FRB%EE

MtfE: “SDTM #i#&
PR RYRRE R XX, 7

BN define4d B EIP21
wE

cdisc

TSPARMCD='TITLE'A}, BXSTUDYID

TSPARMCD='TITLE'R}, BYTSVAL

TSPARMCD='SPONSOR'E, EXTSVAL

HARMEREEERE

EXELEMENTFrB{EELE

TSPARMCD='DCUTDESC'EITSVAL in [ #EESE" BIEESE" S,
PSS

FI BT BT B HHRE UM -

MRFERBEINE A0, REAR"ZR", EEGHEXNAFRFBERIES
MRAFERBEINHH0, REA"S"

FIMET B RIEE R R EFE-EVALE S

1. RFAEELRAZ, WHER"R", FERHL R ABESERNX R
SHM-EVALTEXEFNE

2. MRAEFEE, WHER"S"

UmRD B B ThE AR

H¢sheet "Validation Summary"dif “Pinnacle 21 Validator Report”f
“Standard:” Jgsdtm ighi 24~

EYsheet "Validation Summary"dif “Pinnacle 21 Validator Report”f
“Software Version:” 5P21 bz
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<@HARFS@>
<@fRBR@>
<@HENE@>
<@ TEH@>
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<@QREBBFIRYFEFEQ>

<@EMXIENAET@>

<@EREFACDISC SDTME
IERN@>

at_studyid
at_study_name
at_sponser
at_ta_txt

at_te txt
at_ongoing_yn

at_null_obs_yn

at_judgment_yn

at_oth

at_sdtm_version
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ds_judgment keys
ds_judgment_wvalue = []
for i in list_sdtm_df_name:
var_eval = i.split("_")[1].upper(}+ EVAL'

if var _eval eval(i).columns:
list_temp = [j for j in list{eval(i)[var_ewval]) if j]
u list temp = pd.unique(list_temp).tolist()
u str_temp = ', ".join{u_list temp)

if len{u_list temp)>8:
ds_judgment_keys.append(i.replace( 'df_°",
ds_judgment value.append{u str temp)

if len{ds_judgment_keys)==8:
at_judgment yn = &

2.

at_judgment yn = ':, '+'; '.join{[': '.join(list(i)) for i in zip(ds_judgment keys,ds judgment value)])
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sdtm.ta
sdtm.te
sdtm.tv
sdtm.ts

FrEsdtm ¥ e i
HIP214k&

sdtm.ti

1. i gsdtm#iEE
2. define & pk AYspec

1. R EHIRE
2. define*E Rl Aspec
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EYARMCD, ARM#*E <@T_iRESHE@>
EYETCD, ELEMENTXE <@T_R¥TE@>
HWVISITNUM, VISITEE <@T_IXEmHN@>
EXTSPARMCD, TSPARM, TSVALXE <@T_AE#HEQ>

HEisheet "Issue Summary"#1g4"Source","Message","Found","Explanation”
5, SRR "HIEE" ZEER" " R

1. FEAEXMNP21R & E & FIFHEIESZ 45 A Explanation”, IIRFZA3 <@T_[ofERE@>
M tEF S AT

2. IR AMP21R B ™ EEE" ", &8AKRME
EXTIVERS,IECAT,IETESTCD,IETESTXE, S3IXN"HFRRA""49%
" "IETESTCD"," \i%&/HEBR R4 Y SERE Fiid "

IRARMEETIVERS, MIEEREHL"5 2" "IETESTCD"," \i&/HEBRFRAE
KITERE A " 1X 35

"BiRSE — BURSERRE","SUPP-" "W 2K 5"/T BEIFIETE R, HithIIFE
FHEE, BAEITE S sEEE

defineh A& Mz RISUPPHIIESE, ERLAULLALSE & FRr B EiEE Fdefined ak
HIspecEE I R E FESUPPHIES:

HTEAESUPPHIIESE, MIBELN RZSUPP##ESER"QNAM"F1"QLABEL" 5 A& —

<@T_N\itHBiRE@>

<@T_SDTMZitEiH@>

<@T_SUPP_SDTM&ix &3
NUMO01@>
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