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Purpose of eCTD and Study Data Requirements




Purpose of eCTD and Study Data Requirements @

» Reviewing study data in a timely manner is critical for FDA's review process (e.g. Reviewers have DI A
30 days to review an IND application) 2019

GLOBAL ANNUAL MEETING

» When sponsors submit data to the FDA in a reliable and accessible format, it improves efficiency SADRAO | ANE -7
and consistency of review decisions

» CDISC Standards enable FDA to streamline the review process:
* Reduce time for reviewers to locate and identify study data
* Reduce the burden on sponsors and reviewers from IRs (Information Requests)

* Reduce review time by enabling the use of COTS reviewer’s tools such as JReview, JMP
Clinical, etc. to automate review analyses

» Support data driven decisions by applying data mining and data analytic techniques

4 N

“The agreement to assemble all the Quality, Safety and Efficacy information in a common format (called CTD -
Common Technical Document ) has revolutionized the regulatory review processes, led to harmonized
electronic submission that, in turn, enabled implementation of good review practices. For industries, it has
eliminated the need to reformat the information for submission to the different ICH regulatory authorities.”

\ Source: https://www.ich.org/products/ctd.html /



https://www.ich.org/products/ctd.html

US FDA Study Data Requirements

» Study Data Technical Conformance Guide provides technical recommendations for submitting
study data according to CDISC standards

Description (Reference to FDA Study Data Technical Rejection Criteria Jan. 2019 version) Severity Level

1734 Trial Summary (TS) dataset (ts.xpt) with information on study start date must be present for
required sections*

High

1735 Correct STF file-tags must be used for all standardized datasets and corresponding define.xml files

in required sections* High

For SEND data, a DM dataset and define xml must be submitted in required sections*
1736 For SDTM data, a DM dataset and define.xml must be submitted in required sections* High
For ADaM data, an ADSL dataset and define.xml must be submitted in required sections*

1789 Study files must be referenced in a Study Tagging File (STF) High

» Technical Rejection Criteria for Study Data provides the conditions under which FDA will not accept
submissions with study data
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Polling Question 1
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Install the app from Start the presentation
pollev.com/app

Still not working? Get help at pollev.com/app/help
or
Open pollin your web browser



Presenter
Presentation Notes
How familiar is your company with the Technical Rejection Criteria (TRC) for Study Data?
https://www.polleverywhere.com/multiple_choice_polls/FQMsItMSYpv5VuZDg1ZFS

https://www.liveslides.com/download
https://www.polleverywhere.com/multiple_choice_polls/FQMsItMSYpv5VuZDg1ZFS

Study Data Technical Rejection Criteria Conformance Trend




FDA Guidance and Data Standards Catalog @)

» Per FD&C Act Section 745A(a), drug application sponsors must use the standards defined in the DI A
FDA Data Standards Catalog starting 24 months after final guidance for a specific submission type. 2019

GLOBAL ANNUAL MEETING

» FDA issued “Providing Regulatory Submissions in Electronic Format - Standardized Study Data: S DRG] e 2.7
Guidance for Industry” in December 2014.

» Sponsors must conform to standards in the FDA Data Standards Catalog:
— NDA, BLA, ANDA studies that started after December 17th, 2016
— Commercial IND studies started after December 17th, 2017

NDA, BLA, ANDA studies that started after Dec. 17th, 2016
Commercial IND studies that started after Dec. 17t", 2017
must conform to standards in the FDA Data Standard
Catalog

FDA published Study Data
Guidance for Industry

Dec.




Overall Conformance Trend for Validation Errors 1734 & 1736

» Submissions with study data shows overall decreases in Validation Error 1734 and 1736 in all
application types

» NDAs and INDs are showing the greatest improvements in conformance
50

=Om== ANDA
40 == BLA
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20

FAILURE RATE
{% oF SuBMIssION WITH STUDY DaTA)

10

cY2017 cY2018 CY2018 cyY2018 cY2018 CY2019
(AVG) (Q1) (Q2) (Qs) (Q4) (Q1)

Notes:
1) CY2017 analysis average excludes any submissions received in 2018 & 2019 and was conducted according to TRC (Revised May 2018)
2) CY2018 & CY2019 (Q1) analysis are conducted according to the TRC (Revised Jan. 2019)
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Summary of Errors 1734 and 1736 Conformance Trend @)

» The failure rate for Errors 1734 and 1736 for all application types received in CY2018 is 21.6% and DIA
in Q1 CY2019 is 22.3% 2019

» Overall conformance for Errors 1734 and 1736 is improving compared to the previous analysis Do sk e

SAN DIEGO | JUNE 23-27

(previous years’ average of 68.0%, CY2018’s average of 78.4% and Q1 CY2019 average of
77.7%)

» FDA has identified the need to provide additional clarifications on TRC to help Industry meet study
data requirements and continue to improve the conformance trend over time

Technical Rejection Criteria (TRC) Revision Self-Check Worksheet for Study Data Requirement
o Details on Errors 1734 and 1736 » Details on each step of TRC validation process
« Emphasis on Error 1735  Dynamically guidance through study data
e Inclusion of Error 1789 requirements based on study information entered
* Inclusion of Table 1 eCTD Technical Rejection » Guidance for sponsors when they prepare study
Criteria for Study Data Expectation data to submit to the FDA for the first time

* Inclusion of Appendix 1 Examples of Validation
Findings in Study Data
e Inclusion of Appendix 2 Examples of ts.xpt datasets




Revised Technical Rejection Criteria for Study Data




Study Data Technical Rejection Criteria (SDTRC) Revision (Jan. 2019) &

DIA

Technical Rejection Criteria for Study Data (Revised 05/01/2018)

The FDA may refuse to file (RTF) for NDAs and BLASs, or refuse to receive (RTR) for ANDAs, an 20‘| 9
electronic submission that does not have study data in conformance to the required standards specified in e

SAN DIEGO | JUNE 23-27

the FDA Data Standards Catalog

4

Technical Rejection Criteria for Study Data (Revised 01/22/2019)

FDA will not accept an electronic submission that does not have study data in compliance with the required
standards specified in the FDA Data Standards Catalog

FDA published Study Data NDA, BLA, ANDA studies that started after Dec. 17t, 2016 * FDA published revised Technical
Guri) dance for In duﬁtr » Commercial IND studies that started after Dec. 171", 2017 Rejection Criteria for Study Data
Y must conform to standards in the FDA Data Standard Catalog (Revised Jan. 2019)
I *
Dec. 2014 2015 Dec. 2016 Dec. 2017 2018 Jan. 2019

FDA Monitors & Analyzes the Study Data Conformance

References:
FDA Study Data Technical Rejection Criteria (Revised May 2018); FDA Study Data Technical Rejection Criteria (Revised Jan. 2019)




Update to SDTRC List of High Errors (Revised Jan. 2019)

Description (Reference to FDA Study Data Technical Rejection Criteria May 2018 version)

Severity Level

1734 Trial Summary (TS) dataset must be present for each study in eCTD section 4.2 and 5.3 High
Demographic dataset (DM) and the define.xml must be submitted in Module 4 for nonclinical data;

1736 DM dataset, the subject-level analysis dataset (ADSL) and define.xml must be submitted in Module 5 for High
clinical data

¥

Description (Reference to FDA Study Data Technical Rejection Criteria Jan. 2019 version) Severity Level
1734 Trial Summary (TS) dataset (ts.xpt) with information on study start date must be present for required

sections* High

1735 Correct STF file-tags must be used for all standardized datasets and corresponding define.xml files in High
required sections* 9

For SEND data, a DM dataset and define xml must be submitted in required sections*
1736 For SDTM data, a DM dataset and define.xml must be submitted in required sections* High
For ADaM data, an ADSL dataset and define.xml must be submitted in required sections*

1789**  Study files must be referenced in a Study Tagging File (STF) High

* Refer to the latest Technical Rejection Criteria for Study Data

** From Providing Regulatory Submissions in Electronic Format — Certain Human Pharmaceutical Product Applications and Related Submissions
Using the eCTD Specification, Section J: Datasets must only be provided in modules 3, 4, or 5 and not in modules 1 or 2
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eCTD Technical Rejection Criteria for Study Data Expectation

Study Start __ _
Application Type | Data Type Study Sections

Prior to or on
17-Dec-2017

After
17-Dec-2017

Prior to or on
17-Dec-2016

After
17-Dec-2016

Nonclinical

Commercial INDs

Clinical

Nonclinical

Commercial INDs

Clinical

Nonclinical

NDA, BLA, ANDA

Clinical

Nonclinical

NDA, BLA, ANDA
Clinical

42.3.1,4.23.2,4.2.3.4 |

5.3.1.1,5.3.1.2,5.3.3.1, 5.3.3.2,
5.3.3.3,5.3.3.4,5.3.4,5.3.5.1,
5.3.5.2

42.3.1,4.23.2,4.2.3.4

S i B B SR o B e e T L S e
5.3.3.3,5.3.3.4,5.3.4,5.3.5.1,
5.3.5.2

42.31,423.2,423.4

53.1.1,5.3.1.2,5.3.3.1,
5.3.3.2,5.3.3.3,5.3.3.4,5.3.4,
D2 Bod by DeSoDe2

4.2.31,423.2,42.3.4

5.3.1.1,5.3.1.2, 5.3.3.1,
5.3.3.2,5.8.3.3,5.3.3.4,5.3.4,

Expectation by Center

CDER CBER

Rejection criteria will be applied; submit . o
— Rejection criteria
a simplified TS Wwhether or not the study .
. will not be
contains an xpt dataset (other than the .
applied
ts.xpt)

Rejection criteria will not be applied

Rejection criteria
will not be
applied

Rejection criteria will be applied; submit

arnis

Rejection criteria will not be applied

Rejection criteria will be applied;

submifja simplified TS Whether or not Rejection criteria will
the study contains an xpt dataset not be applied

(other than the ts.xpt)

Rejection criteria will be applied; submij a simplified TSIf
the study contains an xpt dataset (other than the ts.xpt)

Rejection criteria will be applied;
submil afull TS
Rejection criteria will be applied; submil aful TS |

Rejection criteria will
not be applied

5.8, 5.8.5.2
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Install the app from Start the presentation
pollev.com/app

Still not working? Get help at pollev.com/app/help
or
Open pollin your web browser



Presenter
Presentation Notes
How familiar is your company with the Self Check Worksheet for study data preparation?
https://www.polleverywhere.com/multiple_choice_polls/7F4uIAoDWbjUwtgKB4RtG

https://www.liveslides.com/download
https://www.polleverywhere.com/multiple_choice_polls/7F4uIAoDWbjUwtgKB4RtG

Technical Rejection Criteria Validation Process and
Demo of the Self-Check Worksheet




Published SDTRC and Self-Check Worksheet

[plY U.S. FOOD & DRUG

ADMINISTRATION

Study Data Standards
Resources

Study Data for Submission to
CDER and CBER

Study Data Research and
Collaborations

Janus Data Repository

Study Design Standard

Study Participation Standard

Subject Data Standard

Study Data for Submission to CDER and CBER

F share in Likegin | 5 Emai

Sign up for email updates. &

Data standards enable FDA to modernize and streamline
the review process. They also enable more consistent use
of analysis tools to better view drug data and highlight
areas of coneern.

Study data standards describe a standard way to
exchange clinical and nonelinical research data between
computer systems. These standards provide a consistent
general framework for organizing study data, including
templates for datasets, standard names for variables, and
standard ways of doing ealeulations with ecommon
variables.

FDA is instituting new requirements for data standards
that will apply to most study data submitted to FDA’s
Center for Drug Evaluation and Research (CDER) and
Center for Biologies Evaluation and Research (CBER).

Beginning after the dates specified below, FDA may

or refuse to receive for Abbre

refuse to file for New Drug —\pplmatmns (IND. -\.s) and Biologies Lieense Applications (BLAs)
anv electronic subm]ss]on whose study

Stay Connected

If you have study data questions for
CDER, please contact the CDER eDATA
Team at cder-edata@fda.hhs.gov.

For electronic submissions, contact the
CDER Electronie Submission (ESUB)
Support Team at esub@fda.hhs.zov.

If you have study data questions for
CBER, please contact CBER-
edata@fda.hhs.gov.

For electronic submissions, contact
CBER ESUB at
esubprep@fda.hhs.gov.

“Technical Rejection Criteria for Study Data
https://www.fda.gov/media/100743/download

“Technical Rejection Criteria Self-Check
Worksheet”
https://www.fda.gov/media/123098/download

“Technical Rejection Criteria Self-Check
Worksheet Instructions”
https://www.fda.gov/media/123099/download

» FDA published Study Data Self-
Check Worksheet & Instruction

FDA published Study Data
Guidance for Industry

NDA, BLA, ANDA studies that started after Dec. 17th, 2016
» Commercial IND studies that started after Dec. 17th, 2017
must conform to standards in the FDA Data Standard Catalog

» FDA published revised Technical
Rejection Criteria for Study Data

Dec. 2014

2015 Dec. 2016

Dec. 2017

(Revised Jan. 2019)

L 4

2018 Jan. 2019

¢
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https://www.fda.gov/media/100743/download
https://www.fda.gov/media/123098/download
https://www.fda.gov/media/123099/download

SDTRC High Level Validation Process (Revised Jan. 2019)

Validation Rule 1735

VERIFY ®
START ALL FILE TAGS
INSTFs
"y
STUDY STAR
DATE FAIL
INCLUDED?
ALL REQUIREE ®
FAIL FAIL END STUDY FILES PASS
V |d t. INCLUDED?
alidation : .
Validation Rule 1734
Rule 1789 e e e =

FAIL

Validation Rule 1736

0
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Self-Check Worksheet

Application & Submission Information ‘\‘
* Provides high level information about the application arret

submission

Study Information
* Provides more detailed information about the specific
study

STF File Information (1789 Validation Error)
3 * Provide information about STF file

Reference:

“Technical Rejection Criteria Self-Check Worksheet”
https://www.fda.gov/media/123098/download

“Technical Rejection Criteria Self-Check Worksheet Instructions
https://www.fda.gov/media/123099/download

e

o iy
_,’Q DEPARTMENT OF HEALTH AND HUMAN SERVICES mA
] Food and Drug Administration
haza

%ff,*_( SELF-CHECK WORKSHEET FOR STUDY DATA PREPARATION

HNote: This self-check Worksheet is not required for submissions of study data and is designed to help
prepare newly submitted study data to FDA, i.e. studies for which no files have been previously submitted.

Section 1: Application & Submission Information

1a. FDA Center” 1b. Application Type®
[Jcoer [JcBER [[JNDA [ ] BLA [ ] ANDA [ | Commercial IND

1c. Application Number®

1d. eCTD Sequence Number ie. eCTD Submission Type 1f. eCTD Submission Sub Type

Section 2: Study Information

2a. Study ID*

(Study ID iz the unigue identifier scrozs applicafion documents. Therefore, the sfudy 1D must be consiztent across all the files
being submitted for the same study, i.e. STF File, ta.xpt, dm.xpf, efc.)

2b._ Is This the First Time Study Data is Being Submitted for This Study as Part of This Application?

[]ves []MNo

If you anawered “Ne”in Field 2b, do not proceed. Thiz seff-check worksheef is deaigned for newly submifted sfudy data.

2c. Title of the Study 2d. Study Secfion - eCTD Heading (Example: m4-2-1-1)°

Ze_ Module™ 2f. Study Dataset Type(s)"
MNonclinical (m4 Clinical (m&5: Tabulaticn Analysis Other

Section 3: Study Information

3a. Are Files Included in a Study Secfion? (Nof Applicable fo Secfions 4.3, 5.2, 5.3.6, and 5.4)"

[]Yes []Me

if you answered “No® in Field 3a, and no files are included in a study secfion, excluding secfions 4.3, 5.2, 5.3.6, and 5.4, then
Validation Ruwesz 1734, 1735, 1736, and 1789 do nof apply. Do not proceed.

3b. Is STF File Included?” 3c. Does STF File Reference all Associated Study Files?"

[ves []MNe []ves []Meo

Error Number 1728

if you answered “No® in Fields 3b or 3¢, Validation Rule 1789 FAILS. Do nof proceed.

3d. Study ID in STF File" 3e. Does the Study ID in the STF File Match Field 2a7

[]ves [Ho

if you answered “No® in Field 3e, enzure the sfudy ID iz conaiztent acroes all the files being submiffed for the zame sfudy.

Fillable Self-Check Worksheet - Coming Soon!
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https://www.fda.gov/media/123098/download
https://www.fda.gov/media/123099/download

Self-Check Worksheet (1734 Validation Error)

Section 4: TS File Information

4a_What Type of TS File is Required?” {Refer fo guidelines in chart below.)

¢

DIA

[] FunTS [] Simplified TS [ Mot Required
1 1 1 1 Required TS File | Required TS File O] 9
TS File Information (1734 Validation Error) study Start Date | Appication Type | Data Type Suay secton | Ty oy Garee | e i G 2
o o o . . GLOBAL ANNUAL MEETING
4 * Provide information about ts.xpt file with study start date Prooran | NDRBAG | il | 420142024204 | SpiedTs | NotReaues SANDIEGO | ANE 2537
] 5311,6312 6331,
F_'I";';; ""I;" Nmmﬁ ar Clinical 5.3.3.2,5.3.33, 5.3.3.4, Simplified TS Simplified TS
o 534, 5351, 5352
Prior to or an - . . . _
17-DecAT ‘Commerdial IND Monclinical 4231,4232 4234 Simplified TS Mot Required
Prior fo or o 5311,5312 5331,
Commersial IND Clinical 5332 56333 5334, Not Required Mot Required
17-Dec-17 534, 5351, 653562
Afier 17-Dec-16 ”D"‘mﬁ ar Manclinical 4231,4232 4234 FullTS Mot Required
5311.5312 5331,
Afer 17-Dec-16 Nmmﬁ or Clinical 5332 5333 5334, Full TS Full TS
534,5351,5352
Afier 17-Dec-17 | Gommersial IND Manclinical 42314232 4234 Full TS Mot Required
531.1,53132 5331,
Afer 17-Dec17 | Commerdial IND Clinical 5332 6333 5334, Mot Required Net Required
534,5351,5352
If you answered “Nof Required” in Field 4a, fhen Validation Rules 1734, 1735, and 1736 do nof apply. Do nof proceed.
4. Is TS File Included?® .
D Yasg I:l Mo Ermor Number 1734
If you anawered “No” in Field 4b, Validation Rufe 1734 FAILS. Do nof proceed.
4c. Study ID in TS File®
4d. Does Study ID in STF (Field 3d) & TS Files Match? Refersnced Validation
[lyes [INo Error Number 1734
If you anawered "No™ in Field 4d, Validafion Rule 1734 FAILS. Do not proceed.
4&. Study Start Date in TS File 4% If Study Start Date Exists, Is it Valid? Referenced Validation
[]ves [1no Error Number 1734

4g. If Study Start Date does not Exist. What is the Stated Exception Code?
Reference:

“Technical Rejection Criteria Self-Check Worksheet”
https://www.fda.gov/media/123098/download
“Technical Rejection Criteria Self-Check Worksheet Instructions” Fillable Self-Check Worksheet - Coming Soon!
https://www.fda.gov/media/123099/download

If you do nof have a Study Sfarf Date in Field 4e and you do not have a sfated Excepfion Code in Field 4g, Validation Rule
1734 FAILS. Do notf proceed.

Or, if you answered “No” in Field 4f Validation Rule 1734 FAILS. Do nof proceed.



https://www.fda.gov/media/123098/download
https://www.fda.gov/media/123099/download

Simplified vs Full ts.xpt (Section 4)

» Full ts.xpt

Sponsors should submit a dataset named ‘ts.xpt’ following published CDISC Standard and FDA

Study Data Technical Conformance Guide
» Simplified ts.xpt

Sponsors should submit a dataset named ‘ts.xpt’ with four variables: STUDYID, TSPARMCD,

TSVAL, AND TSVALNF)
Study with a valid Study Start Date

STUDYID TSPARMCD

Study ID in STF STSTDTC (Nonclinical) | yyyy-mm-dd
or SSTDTC (Clinical)

TSVALNF
Can be left blank when valid study

start date is provided in TSVAL

Study without a valid Study Start Date

STUDYID TSPARMCD

TSVALNF

Study ID in STF STSTDTC (Nonclinical) | Can be left blank when a Exception code as specified in the
or SSTDTC (Clinical) study start date is not ISO 21090
available
References:

FDA Study Data Technical Conformance Guide (Appendices F & G; Version 4.2, October 2018)
FDA Study Data Technical Rejection Criteria (Revised Jan. 2019)

7
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Applicable Study Sections (Section 4a)

-

Rulel734

e

» Technical Rejection Criteria is only applicable to Study Sections as specified in Table 1 eCTD
Technical Rejection Criteria for Study Data Expectation

Example

1. Study Files and/or datasets submitted in m5-3-5-3 (TRC not
applicable study section)
TRC Requirement: No ts.xpt is needed

"*lj 5.3.3. Reports of Human Pharmacokinetic (PK) Studies
E"*LJJ 5.3.5. Reports of Efficacy and Safety Studies [Indication]
£ 5.3 5. Treatment chronic iron overload due to blood transfusion
. --tlj 5.3.5.1. Study Reports of Controlled Clinical Studies Pertinent to the Claimed Indication [Type of Control]
-] 5.3.5.2. Study Reports of Uncontrolled Clinical Studies [Study ID - Study Title]

-{_] 5.3.5.3. Reports of Analyses of Data from Mare than One Study [Study ID - Study Title] I

Pass
No Further Validation Needed

Self-Check Worksheet

Section 4: TS File Information

4a. What Type of TS File is Required?" (Refer to guidelines in chart below.) I

[] FunTs [ ]Simplified TS [ Not Required
Required TS File | Required TS File
Study Start Date | Application Type Data Type Study Section Type (by Center) | Type (by Center)
CDER CBER
Prior to or on NDA, BLA, or - S .
17-Dec-16 ANDA Nonclinical 4231,4232 4234 Simplified TS Not Required
) 53.1.1,5.3.1.2,5.3.3.1,
P;';’f;gc‘f;g" NDP;NBDL:' or Clinical 53325333 5334, Simplified TS | Simplified TS
534,5351,5352
Prior fo or on Commercial IND Nonclinical 4231,4232, 4234 Simplified TS Not Required
17-Dec-17
Prior to or on 5311,531.2,5331,
17-DecAT Commercial IND Clinical 5332,5333,5334, Not Required Not Required
534,5351,5352
After 17-Dec-16 NDP;N%:' or Nonclinical 42314232 4234 Full TS Not Required
53.1.1,53.1.2,5331,
After 17-Dec-16 ND“:’NBDL:' or Clinical 5332 5333 5334, Full TS Full TS
534,5351,5352
After 17-Dec-17 Commercial IND Nonclinical 4231,4232 4234 Full TS Not Required
53.1.1,5.3.1.2,5.3.3.1,
After 17-Dec-17 Commercial IND Clinical 5332,5333,5334, Not Required Not Required
534,5351,5352

¢
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= Rulel734 = —...4.;.'-._-\_;. e

I s
-

Simplified vs Full ts.xpt Examples (Section 4a)

i
I

¢

» Trial Summary (TS) dataset (ts.xpt) with information on study start date must be DI /\
\

2019
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present for required sections

Self-Check Worksheet

2. Study Files and/or datasets submitted in m5-3-5-1 (TRC Section 275 File Inform—r—

4a. What Type of TS File is Required?* (Refer fo guidelines in chart below.)
[] FulTs [<] Simplified TS [ Not Required

Study Start Date: 2010-01-01

equirement: Simplifie IS needed
. ) i i Required TS File | Required TS File
--ﬂl_‘] 5.3.3. Reports of Human Pharmacokinetic (PK) Studies Study Start Date | Application Type Data Type Study Section Type (by Center) | Type (by Center)
-] 5.3.5. Reports of Efficacy and Safety Studies [Indication] CDER CBER
| FelSdS.lisaimentchioniciin.ovedoad.dusioblood ansiusion [
g - . . . — Prior 1o or on NDA, BLA, ar Nonclinical 4231,4232,4234 Simplified TS | Not Required
-2l 5.3.5.1. Study Reports of Controlled Clinical Studies Pertinent to the Claimed Indication [Type of Control] 17-Dec-16 ANDA
T DDy Dludy Reports of ncontroled chnical srudies [oudy 10 - Sy e
e Y pa Y Y ! . Prior to or on NDA, BLA, or - 531.1,5312,53.31, S S
{7l 5.3.5.3. Reports of Analyses of Data from Maore than One Study [Study 1D - Study Title] 17-Dec-16 ANDA Clinical 5.332,5333,5334, Simplified TS Simplified TS
- 534,5351,5352
Prior to or on Commercial IND Nonclinical 4231,4232,4234 Simplified TS Not Reguired
17-Dec-17
Brior 531.1,53.12, 5331,
;'?’Dgcoqgn Commercial IND Clinical 53325333 5334, Not Required Not Required
534 53515352
After 17-Dec-16 ND'}NBDLAA’ or Nonclinical 4231,4232, 4234 Full TS Not Required

531153125331,
NDA, BLA, ar Clinical 5332 5333 5334 Full TS Full TS

After 17-Dec-16
ANDA 534,5351,5352

After 17-Dec-17 Commercial IND Nonclinical 4231,4232, 4234 Full TS Not Required

53.1.1,53.1.2,533.1,
After 17-Dec-17 Commercial IND Clinical 5332,5333,5334, Not Required Not Required
534,5351,5352




= Rulel734 = —...4.;.'-._-\_;. e
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-

Simplified vs Full ts.xpt Examples (Section 4a)

i
I

¢

» Trial Summary (TS) dataset (ts.xpt) with information on study start date must be DI /\
\

2019
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present for required sections

Self-Check Worksheet

3. Study Files and/or datasets submitted in m5-3-5-1 (TRC Section 275 File Inform—r—

4a. What Type of TS File is Required?* (Refer fo guidelines in chart below.)
5 FulTs [ | Simplified TS [ Not Required

Study Start Date: 2018-01-01
equirement: Fu IS needed

Required TS File | Required TS File

--ﬂl_‘] 5.3.3. Reports of Human Pharmacokinetic (PK) Studies Study Start Date | Application Type Data T Study Section Type (by Center) | Type (by Center)
! y PP yp ype Y
-] 5.3.5. Reports of Efficacy and Safety Studies [Indication] CDER CBER
| aledd S Leaiment chionicizon overoad dus to blood fransfision ;
g - . . . — Prior 1o or on NDA, BLA, ar Nonclinical 4231,4232,4234 Simplified TS | Not Required
-2l 5.3.5.1. Study Reports of Controlled Clinical Studies Pertinent to the Claimed Indication [Type of Control] 17-Dec-16 ANDA
T DDy Dludy Reports of ncontroled chnical srudies [oudy 10 - Sy e
e Y pa Y Y ! . Prior to or on NDA, BLA, or - 531.1,5312,53.31, S S
{7l 5.3.5.3. Reports of Analyses of Data from Maore than One Study [Study 1D - Study Title] 17-Dec-16 ANDA Clinical 5.332,5333,5334, Simplified TS Simplified TS
- 534 53515352
Prior to or on Commercial IND Nonclinical 4231,4232,4234 Simplified TS Not Reguired
17-Dec-17
Brior 5311,5312 5331,
;'?’Dgcoqgn Commercial IND Clinical 53325333 5334, Not Required Not Required
534 53515352
After 17-Dec-16 ND'}NBDLAA’ or Nonclinical 4231,4232, 4234 Full TS Not Required

531153125331
NDA, BLA, ar Clinical 5332 5333 5334 Full TS Full TS

After 17-Dec-16
ANDA 53453515352

After 17-Dec-17 Commercial IND Nonclinical 4231,4232, 4234 Full TS Not Required

53.1.1,53.1.2,533.1,
After 17-Dec-17 Commercial IND Clinical 5332,5333,5334, Not Required Not Required
534,5351,5352




Study ID Match Requirements @

» STUDYID in STF.xml and ts.xpt should match

— Based on the FDA Study Data TCG and the ICH STF Specification the Study ID uniquely and
unambiguously identifies a particular study

DIA
2019
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/ ICH M2 EWG: The eCTD Backbone File \
Specification for Study Tagging Files (June 2008)
Il. STUDY-IDENTIFIER ELEMENT

Information describing the study is contained in the study-identifier element of the STF.
There are three elements contained in the study-identifier element: title, study-id, and

/ CDISC Submission Metadata Model \
The following variables are considered core selection variables for use in all CDISC domain

models. These variable roles may also be defined with other roles (such as Key), and roles may
differ from dataset to dataset.

Variable Variable Label Comments Included in:

category.
A. Title Element

document.

The title element provides the full title of the study, not the title of each individual

K.study-id Element

< The study-id is the internal alphanumeric code used by the sponsor to unambiguously

~/

References:

ICH M2 EWG: The eCTD Backbone File Specification for Study Tagging Files (June 2008)

(http://estri.ich.org/STF/STFV2-6-1.pdf)
CDISC Submission Metadata Model

N e

( STUDYID

Study ID

Uniquely identifies a study
within a particular submission.

SITEID

All files ?P
east one of these

INVID Investigator ID instead of or in addition to a variables must be
SITEID. included in all files
USUBJID Unique Subject ID | Must be unique subject identifier | All files

within a submission (previously
defined as PID; should be
consistent with PID references
used elsewhere in the
submission)

(https://www.cdisc.org/system/files/all/reference material category/application/pdf/submissionmetadatamodelv2.pdf)



http://estri.ich.org/STF/STFV2-6-1.pdf
https://www.cdisc.org/system/files/all/reference_material_category/application/pdf/submissionmetadatamodelv2.pdf
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» Trial Summary (TS) dataset (ts.xpt) with information on study start date must be present for DI A
required sections 2019
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Example Self-Check Worksheet

Study Files and/or datasets submitted in m5-3-5-1 (clinical)
Study Start Date: 2018-01-01

TRC Req uirement: Full TS is needed Section 4: TS File Information
--qj 5.3.3. Reports of Human Pharmacokinetic (PK) Studies 4a. What Type of TS File is Required?" (Refer to guidelines in chart below.)
Bﬂj 5.3.5. Reports of Efficacy and Safety Studies [Indication] [ Full TS [ Simplified TS [ ] Not Required
-2l 5.3.5.1. Study Reports of Controlled Clinical Studies Pertinent to the Claimed Indication [Type of Contral] 4b. Is TS File Included?* Referenced Validation
L D852 Bludy Reports of Uncontroned Cinical srudies [oway 10 - otudy 1me] 5 Yes [ No Error Number 1734
&7 5.3.5.3. Reports of Analyses of Data from More than One Study [Study ID - Study Title] l.ff Eu answered “No” in Field 4b, Validation Rule 1734 FAILS. Do not proceed.}

4c. Study ID in TS File*

] ) T 4d. Does Study ID in STF (Field 3d) & TS Files Match? Ee e D
If you answered “No” in Field 4b, Validation Rule 1734 FAILS. Do not proceed. []Yes [INo Error Number 1734
If you answered “No” in Field 4d, Validation Rule 1734 FAILS. Do not proceed.
4e. Study Start Date in TS File 4f. If Study Start Date Exists, Is it Valid? Referenced Validation
[]1¥es [ |No Error Number 1734

4qg. If Study Start Date does not Exist, What is the Stated Exception Code?
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» Trial Summary (TS) dataset (ts.xpt) with information on study start date must be present DI A
for required sections 2019

Self-Check Worksheet

Study Files and/or datasets submitted in m5-3-5-1 (clinical)
Study Start Date: 2018-01-01

GLOBAL ANNUAL MEETING
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. ection 4: ile Information
TRC Requirement: Full TS is needed Section 4: TS File Informat
'-ﬂj 5.3.3. Reports of Human Pharmacokinetic (PK) Studies 4a. What Type of TS File is ‘ . idallaasd
=7 5.3.5. Reports of Efficacy and Safety Studies [Indication [ Full TS []si . .
Ry ey and Safety f S 3d. Study ID in STF File*
- | 5+ 5.35.1. Study Reports of Controlled Clinical Studies Pertinent to the Claimed Indication [Type of Control] 4b. 1s TS File Included?* Study ABC Referenced Validation
E [EAEER - RN bfuay ﬁepﬂﬁ OT UncontToned Linical suaies shay o~ sfuay i e] [ Yes [ No Error Number 1734
{7l 5.3.5.3. Reports of Analyses of Data from Maore than One Study [Study 1D - Study Title] If you answered “No” in FMW
4c. Study ID in TS File*
ABC
[St ud y IDs Match Req uiremen t] 4d. Does Study ID in STF (Field 3d) & TS Files Match? T =
- []Yes [} No Error Number 1734
(St <Litles _tsb-“' e T F e T e o I TP 2T PAILS. Do not proceed.
4e. Study Start Date in TS File 4f. If Study Start Date Exists, Is it Valid? Referenced Validation
[1Yes []No Error Number 1734

4qg. If Study Start Date does not Exist, What is the Stated Exception Code?
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» Trial Summary (TS) dataset (ts.xpt) with information on study start date must be present DI A
for required sections 2019

Example Self-Check Worksheet

Study Files and/or datasets submitted in m5-3-5-1 (clinical)
Study Start Date: 2018-01-01
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TRC Requ irement: Full TS is needed Section 4: TS File Information

'-ﬂj 5.3.3. Reports of Human Pharmacokinetic (PK) Studies 4a. What Type of TS File ':W
=] 5.3.5. Reports of Efficacy and Safety Studies [Indication] [] FulTs [si 3d. St ] _—

L - . . Study ID in STF File

| g o _
i1 5.3.5.1. Study Reports of Controlled Clinical Studies Pertinent to the Claimed Indication [Type of Control] 4b. 1s TS File Included?* Study ABC Referenced Validation

E
[EAEER - RN bfuay ﬁepﬂﬁ OT UncontToned Linical suaies shay ) —sfuay i e] [IYes []No
E

H-i-] 5.3.5.3. Reports of Analyses of Data from More than One Study [Study ID - Study Title] If you answered “No" in FielW

4c. Study ID in TS File*

Study ABC

[Study IDS Match Req UI rement] 4d. Does Study ID in STF (Field 3d) & TS Files Match? Referenced Validation
— E Yes [] No Error Number 1734
<§ <title> You answered "No i Field 4d, valdation Rule AILS. Do not proceed.

4e. Study Start Date in TS File 4f. If Study Start Date Exists, Is it Valid? Referenced Validation
[1Yes []No Error Number 1734

4qg. If Study Start Date does not Exist, What is the Stated Exception Code?

<doc-content

D Pass Rule 1734




) Rulel734 (s om

i

“ v nag gt
< i e
- s

TRC Validation Rule 1734 (Section 4c) Tﬁ<~—— &

» Trial Summary (TS) dataset (ts.xpt) with information on study start date DI A

2019

GLOBAL ANNUAL MEETING
SAN DIEGO | JUNE 23-27

must be present for required sections

Self-Check Worksheet

Study Files and/or datasets submitted in m5-3-5-1 (clinical)
Study Start Date: 2018-01-01
TRC Requirement: Full TS is needed

Section 4: TS File Information

4a. What Type of TS File is Required?” (Refer to guidelines in chart below.)

[StUdy Date Format Requirement] [X] Full TS [ ] simplified TS || Not Required
° _mm_dd 4b. Is TS File Included?* Ref j Validati
yyyy [ Yes [ | No
T S XPT If you answered “No" in Field 4b, Validation Rule 1734 FAILS. Do not proceed.
B B T : 4c. Study 1D in TS File*
SSTDTC Study Start Date 42622 s Study ABC

4d. Does Study ID in STF (Field 3d) & TS Files Match?

T ]Yes []No Error Number 1734
If you answered “No” in Field 4d, Validation Rule 1734 FAILS. Do not proceed.

StUdy Start Date in SAS Date Format |4Z;lgj2y;tartnateinTSFile %ILj;udyjm:oDateExisls_IsitVaIid? I Referenced Validation

Fail Rule 1734
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» Trial Summary (TS) dataset (ts.xpt) with information on study start date
must be present for required sections

Self-Check Worksheet

Study Files and/or datasets submitted in m5-3-5-1 (clinical)
Study Start Date: 2018-01-01
TRC ReqUirement: Full TS is needed Section 4: TS File Information

4a. What Type of TS File is Required?” (Refer to guidelines in chart below.)

[StUdy Date Format Requirement] [X] Full TS [ ] simplified TS || Not Required

° -mm- d d 4b. Is TS File Included?* ;
yyvy X Yes [ No Error Number 1734

If you answered “No" in Field 4b, Validation Rule 1734 FAILS. Do not proceed.

TS.XPT 4c. Study ID in TS File*
- - Study ABC
SSTDTC IStud)- Stat Date | 2018-01-01 ]

4d. Does Study ID in STF (Field 3d) & TS Files Match?
[l Yes [] No Error Number 1734
If you answered “No” in Field 4d, Validation Rule 1734 FAILS. Do not proceed.

—
4e. Study Start Date in TS File 4f. If Study Start Date Exists, Is it Valid? Referenced Validation
2018-01-01 [l Yes [|No Error Number 1734

@ Pass Rule 1734

7
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Self-Check Worksheet (1735 & 1736 Validation Error)

Standardized Dataset Information
(1735 & 1736 Validation Error)

5 °

Reference:

Provide information about SEND or STDM and/or ADaM
dataset and define.xml
Provide information about STF File-tags

“Technical Rejection Criteria Self-Check Worksheet”
https://www.fda.gov/media/123098/download

“Technical Rejection Criteria Self-Check Worksheet Instructions”
https://www.fda.gov/media/123099/download

Section 5: Standardized Datasets {SEND, SDTM, ADaM)

Ba. Are Standardized Datasets Required?”

B ves [ Mo
S Standardized Datasets
Study Start Date Application Type Required?
Prior to or on 17-Dec-18 MDA, BLA, or AMNDA Mot Required
After 17-Dec-16 NDA, BLA, or ANDA Required
Prior to or on 17-Dec-17 Commercial IND Mot Required
After 17-Dec-17 Commercial IND Required

if you anawered “No” in Field 5a, standardized dafasets are not required and Validation Rules 1735 and 1736 do not apply.
Do nof proceed.

Fields 5b-5e are applicable fo nonciinical tabulation dafasets (SEND), Fields 5f-5i are applicable to clinical tabulation datasets
(SDTM), and Fields 5j-5m are applicabile to clinical analyaiz dafaseta (ADaM).

Mate: For clinical dafa in Commercial INDz sfandardized datasefs are required if the study start data iz after the dafe afated,
however, study dats fechnical rejection criferia will nof be licable until further nofice.

Clinical {m5)

Tabulation (SDTM datazets)

5f. Is DM File Included?* fg. Is Define File Included?

[Tves []Me []¥es [ MNo

Referenced Validation
Emor Number 1738

if you answered “No” in Fields 5f or 5g, Validafion Rule 1736 FAILS. Proceed to Fields 5h and 5i for Validation Rule 1735

5h. Are the STF File-Tags for the SDTM Datasets “data-tabulation-dataset-sdim™?"

[l¥es [ ] Mo _
5i. Is the STF File-Tag for the Define File “data-tabulation-data-definition?* Emor Number 1735
[IYes []MNe

If you anawered “‘Wo" in Fields 5h or 5i, Validation Rule 1735 FAILS.

Analysiz (ADaM datasets)

5. Is ADSL File Included?* 5k. Is Define File Included?” o Vet
[]ves []HNo [ ¥es []MNo Error Number 1736

if you answered "Wo" in Fields 5f or 5k, Validation Rule 1736 FAILS. Proceed to Fields 51 and 5m for Validation Rule 1735.

5l. Are the STF File-Tags for the ADaM Datasets “analysis-dataset-adam™?"

[Jv¥es [N
bm. Is the STF File-tag for the Define File “analysis-data-definition™*

DYEE DND

Emror Number 1735

if you anawered “No” in Fields 51 or 5m, Validation Rule 1735 FAILS

Fillable Self-Check Worksheet - Coming Soon!

¢

DIA
2019

GLOBAL ANNUAL MEETING
SAN DIEGO | JUNE 23-27



https://www.fda.gov/media/123098/download
https://www.fda.gov/media/123099/download

Rulel735 & 1736

—
T
e

N G

N
E

S o

¢l

S = Py
o e
o i T
| 2
- -

a0’ i

TRC Validation Rule 1735 and 1736 (Section 5a)
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» Rule 1735: Correct STF file-tags must be used for all standardized datasets and corresponding
define.xml files in required sections

» Rule 1736: For SEND data, a DM dataset and define xml must be submitted in required sections
For SDTM data, a DM dataset and define.xml must be submitted in required sections
For ADaM data, an ADSL dataset and define.xml must be submitted in required sections

Ibmitted in m5-3-5-1 (clinical)

Section 5: Standardized Datasets (SEND, SDTM, ADaM)

D M) Sa. Are Standardized Datasets Required?*
Yes [ | No
A Standardized Datasets

Study Start Date Application Type Required?

Prior to or on 17-Dec-16 NDA, BLA, or ANDA Not Required

—

Prior to or on 17-Dec-17 Commercial IND Not Required

After 17-Dec-17 Commercial IND Required

¢
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TRC Validation Rule 1735 and 1736 (Section 5f-5q)
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» Rule 1735: Correct STF file-tags must be used for all standardized datasets and corresponding DI A
define.xml files in required sections 2019

» Rule 1736: For SEND data, a DM dataset and define xml must be submitted in required sections oy
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For SDTM data, a DM dataset and define.xml must be submitted in required sections
For ADaM data, an ADSL dataset and define.xml must be submitted in required sections

Study Files and/or datasets submitted in m5-3-5-1 (clinical)

Study Start Date: 2015_3'01'01 Section 5: Standardized Datasets (SEND, SDTM, ADaM)
Da't as et Ty p e. Ta'bU|at|0n (SDTM) Sa. Are Standardized Datasets Required?*
Yes [ | No
Files Referenced in stf.xml B oo T StandaRr:Lz:i:ia E?Qtasets
X acrf.pdf | ds.xpt | mh.xpt suppda.xpt suppmh.xpt tv.xpt Prior to or on 17-Dec-16 NDA, BLA, or ANDA Not Required
aexnt dvxpt expt suppdm.xot sv.xot vexnt After 17-Dec-16 NDA, BLA, or ANDA Required
P p pPexp PP P p p Prior to or on 17-Dec-17 Commercial IND Not Required
cm.xpt eg.xpt scxpt suppds.xpt taxpt After 17-Dec-17 Commercial IND Required
coxpt exxpt sexpt suppeqg.xpt texpt ot i iy eeins e Ei:sise: C e E At Lot s o ASfefi A S ki St st e
X csdrg.pdf iexpt t t tixpt Clinical (%)
csara.p 1€.Xp suppae.xp Suppex.xp 1P [abuiation (SDTM datasets)
f. Is DM File Included?* 5g. Is Define File Included?* Referenced Validation
. . .  Yes [ No [[]Yes [ No Error Number 1736
dm.xpt and define.xml are missing - — _ — ==
If you answered “No” in Fields 5f or 5g, Validation Rule 1736 FAILS. Froceed to Fields 5h and Si for Validation Rule 1735.

5Sh. Are the STF File-Tags for the SDTM Datasets “data-tabulation-dataset-sdtm™?*
[ IYes [ |No

| ]
) Referenced Validation
|: al I R l l I e I ; 3 6 5i. Is the STF File-Tag for the Define File “data-tabulation-data-definition?* Error Number 1735
[TYes [ ]No

If you answered “No” In Fields 5h or 5i, Validation Rule 1735 FAILS.
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» Rule 1735: Correct STF file-tags must be used for all standardized datasets and corresponding DI A
define.xml files in required sections 2019

» Rule 1736: For SEND data, a DM dataset and define xml must be submitted in required sections oy
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For SDTM data, a DM dataset and define.xml must be submitted in required sections
For ADaM data, an ADSL dataset and define.xml must be submitted in required sections

Example Self-Check Worksheet

Study Files and/or datasets submitted in m5-3-5-1 (clinical)

Stud y Start Date: 2018-01-01 Section 5: Standardized Datasets (SEND, SDTM, ADaM)
o H Sa. Are Standardized Datasets Required?*
Dataset Type: Tabulation (SDTM) Bve BN
Files Referenced in stf.xml Study Start Date Application Type 5“’“";"35;;’3 Oatasets
D acrf pdf I definexmi I s S A texpt Prior to or on 17-Dec-16 NDA, BLA, or ANDA Not Required
. ] ] After 17-Dec-16 NDA, BLA, or ANDA Required
aexpt 2 -l lexpt suppaexpt suppexxpt tixpt Prior to or on 17-Dec-17 Commercial IND Not Required
cm.xpt dm.xpt Ibxpt suppcm.xpt supplbxpt tsxpt After 17-Dec-17 Commercial IND Required
coxpt dS.x t mh.)( t su da.)( t 51 mh.)( t tvxpt T T i T T T T T T T T £ T et T T T T T e T T T Y T T T e Tt A T Tt
@ p p ppda.xp ppmh.xp p ST
X csdrg.pdf dvxpt pe.xpt suppdm.xpt sv.xpt | ] vsxpt | frabuiation (SDTM datasets)
f. Is DM File Included?* 5g. Is Define File Included?* Referenced Validation
PdYes [ No Kyes []No Error Number 1736
If you answered “No” in Fields 5f or 5g, Validation Rule 1736 FAILS. Froceed to Fields 5h and 5i for Validation Rule 1735.

5Sh. Are the STF File-Tags for the SDTM Datasets “data-tabulation-dataset-sdtm™?*
[ IYes [ |No

5i. Is the STF File-Tag for the Define File “data-tabulation-data-definition?* Error Number 1735
aS S u e |: ves :| No

If you answered “No” In Fields 5h or 5i, Validation Rule 1735 FAILS.
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» Rule 1735: Correct STF file-tags must be used for all standardized datasets and corresponding

define.xml files in required sections

» Rule 1736: For SEND data, a DM dataset and define xml must be submitted in required sections
For SDTM data, a DM dataset and define.xml must be submitted in required sections
For ADaM data, an ADSL dataset and define.xml must be submitted in required sections

Self-Check Worksheet

Study Files and/or datasets submitted in m5-3-5-1 (clinical)
Study Start Date: 2018-01-01
Dataset Type: Tabulation (SDTM)

Files Referenced in stf.xml

"X acrfpdf =] aexpt =] emuxpt
= coxpt “X csdrg.pdf "X define.pdf
—* definexml & define2-0-0.xsl EI] dm.xpt *—
@ ds.xpt ﬂ dv.xpt @ eg.xpt
51 exxpt 51 iexpt E1 lbxpt
stf.xml

Ao ) /0001 index. xml #0003 ><file-tag name=

'data-tabulation-dataset-gdim Prfor—tapmimraia

; =1} o). /0001 /index . xml #0004 ><file-tag name=
"data-tabulation-dataset-gdin"

info-type="us" /></doc-content>

define.xml is tagged as “data-tabulation-dataset-sdtm”

Section 5: Standardized Datasets (SEND, SDTM, ADaM)

Sa. Are Standardized Datasets Required?*

Yes [ | No
A Standardized Datasets
Study Start Date Application Type Required?
Prior to or on 17-Dec-16 NDA, BLA, or ANDA Not Required
After 17-Dec-16 NDA, BLA, or ANDA Required
Prior to or on 17-Dec-17 Commercial IND Not Required
After 17-Dec-17 Commercial IND Required
Clinical (m5)
Tabulation (SDTM datasets)
5f. Is DM File Included?* 5g. Is Define File Included?* Referenced Validation
P Yes [ No X Yes [] No Error Number 1736

If you answered “No” in Fields 5f or 5g, Validation Rule 1736 FAILS. Proceed to Fields §h and 5i for Validation Rule 1735.

5h. Are the STF File-Tags for the SDTM Datasets “data-tabulation-dataset-sdtm™?*

B Yes [ ] No

Referenced Validation
5i. Is the STF File-Tag for the Define File “data-tabulation-data-definition?" Error Number 1735
[1Yes [X] No

If you answered “No” in Fields 5h or 5i, Validation Rule 1735 FAILS.

€ Fail Rule 1735

0
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» Rule 1735: Correct STF file-tags must be used for all standardized datasets and corresponding
define.xml files in required sections

» Rule 1736: For SEND data, a DM dataset and define xml must be submitted in required sections
For SDTM data, a DM dataset and define.xml must be submitted in required sections
For ADaM data, an ADSL dataset and define.xml must be submitted in required sections

Self-Check Worksheet

Study Files and/or datasets submitted in m5-3-5-1 (clinical)
Study Start Date: 2018-01-01
Dataset Type: Tabulation (SDTM)

DIA
2019
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Section 5: Standardized Datasets (SEND, SDTM, ADaM)

Sa. Are Standardized Datasets Required?*

Yes [ | No
Files Referenced in stf.xml Sty Start Dato Aoplication Type S e
"X acrfpdf @ aexpt @ cm.xpt Prior to or on 17-Dec-16 NDA, BLA, or ANDA Not Required
= ’ ’ } After 17-Dec-16 NDA, BLA, or ANDA Required
=] coxpt “X. csdrg.paf “. define.pdf Priar to or on 17-Dec-17 Commercial IND Not Required
define.xml %] define2-0-0.xsl After 17-Dec-17 Commercial IND Required
stf.xml Clinical (m5)
Tabulation (SDTM datasets)
eaacaman ki Ao oo ] 70001/ index. gl #0003 ><file-tag name= &f. Is DM File Included?* 5g. Is Define File Included?* Referenced Validation
'data-tabulation-dataset-sdin'QITToTYDE=TUET TS B Yes []No Kyes []No Error Number 1736

<doc-content xlink:href="../. /.. /../../../../0001/index. xml #0004 "><file-tag name=
data-tabulation-data-definition) info-type="us" /></doc-content>

define.xml is tagged as “data-tabulation-data-definition” |Xve Ot Referenced Validation
5i. Is the STF File-Tag for the Define File “data-tabulation-data-definition?" Error Number 1735
B Yes [ ] No

@ Pass Rule 1736

If you answered “No” in Fields 5f or 5g, Validation Rule 1736 FAILS. Proceed to Fields §h and 5i for Validation Rule 1735.

- |
5h. Are the STF File-Tags for the SDTM Datasets “data-tabulation-dataset-sdtm™?*

If you answered “No” in Fields 5h or 5i, Validation Rule 1735 FAILS.
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Install the app from Start the presentation
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Still not working? Get help at pollev.com/app/help
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Presentation Notes
What is the biggest barrier for your company to comply with Study Data Technical Rejection Criteria?
https://www.polleverywhere.com/multiple_choice_polls/povcDVFVMINmVjyHKXI2E

https://www.liveslides.com/download
https://www.polleverywhere.com/multiple_choice_polls/povcDVFVMINmVjyHKXI2E
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Implementation Timeline

» FDA published Revised Study Data Technical Rejection Criteria (Revised Jan. 2019) and Study
Data Self-Check Worksheet to assist sponsors with the TRC Conformance

» Per FD&C Act Section 745A(a), sponsors must conform
to standards in the FDA Data Standard Catalog
4
NDA, BLA, ANDA studies that started after Dec. 17th, 2016
Commercial IND studies that started after Dec. 17th, 2017

FDA issued “Providing » FDA revised & published Technical

Reaulatory Submissions in Rejection Criteria for Study Data
guiatory (Revised Jan. 2019)
Electronic Format -
Standardized Study Data: » FDA will give the industry 90 days’
Guidance for Industry” e FDA published Study Data Self- » notice on the eCTD website prior
1 Check Worksheet & Instruction to the criteria becoming effective
2 Ded 2016 Y
_ . : - TBD
Dec. 2014 Dec. 2017 Jan. 2019 Mid to Late 2019
Study Data Technical Rejection Criteria are REQUIRED but NOT Study Data Technical Rejection
IMPLEMENTED Criteria are Implemented*

FDA Monitors & Analyzes the Study Data Conformance

* Note: When a submission is technically-rejected, the submission sequence is not transferred into the FDA
electronic document rooms
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2019
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Summary

>

Based on the revised SDTRC, about 22% all submissions were received with non-critical errors for
1734 and 1736

FDA published Study Data Self-Check Worksheet to help sponsors to follow the revised SDTRC

FDA requires the submission of standardized Study Data as defined in the FDA Data Standard
Catalog

FDA has not rejected any submission that contains errors as reflected in this analysis

FDA plans to use technical rejection criteria to identify applications that are not fulfilling this
requirement

r

~

A R A\

To avoid validation errors, it is important for sponsors and applicants to
understand the requirements specified in guidance and recommendations
for submitting study data in the Study Data Technical Conformance Guide.

\_ J

)
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Questions

» For questions about submitting study data please contact: DlA

— CDER - edata@fda.hhs.gov 2019
— CBER - cber.cdisc@fda.hhs.gov SANDIEGO | ONE 7527

» For questions about eCTD, including stf.xml and file-tags, please contact:

— CDER - esub@fda.hhs.gov
— CBER - esubprep@fda.hhs.gov

A
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» “Providing Regulatory Submissions In Electronic Format - Submissions Under Section 745a(a) Of The FD&C Act: Guidance For GLOBAL ANNUAL MEETING
Industry” https://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatorylnformation/Guidances/UCM384686.pdf et il

» “Providing Regulatory Submissions In Electronic Format - Standardized Study Data: Guidance For Industry”
https://www.fda.gov/downloads/Drugs/GuidanceComplianceReqgulatorylnformation/Guidances/UCM292334.pdf

» “Technical Rejection Criteria For Study Data” https://www.fda.gov/media/100743/download

» “Study Data Technical Conformance Guide” https://www.fda.gov/media/88173/download

» “FDA Data Standards Catalog” https://www.fda.gov/Forindustry/DataStandards/StudyDataStandards/default.htm

» “Technical Denunciation Criteria Self-Check Worksheet” https://www.fda.gov/media/123098/download

» “Technical Rejection Criteria SeltCheck Worksheet Instructions”
https://www.fda.gov/downloads/Forindustry/DataStandards/StudyDataStandards/UCM630733.pdf

» For FDA instruction of Study Data submission, see the FDA “Study Data for Submission to CDER and CBER”
https://www.fda.gov/industry/study-data-standards-resources/study-data-submission-cder-and-cber

» For the full list of Study Data standards, see the FDA “Study Data Standards Resources”
http://www.fda.gov/Forindustry/DataStandards/StudyDataStandards
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https://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM292334.pdf
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https://www.fda.gov/media/88173/download
http://www.fda.gov/ForIndustry/DataStandards/StudyDataStandards
https://www.fda.gov/media/123098/download
https://www.fda.gov/downloads/ForIndustry/DataStandards/StudyDataStandards/UCM630733.pdf
https://www.fda.gov/industry/study-data-standards-resources/study-data-submission-cder-and-cber
http://www.fda.gov/ForIndustry/DataStandards/StudyDataStandards
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Thank You

Ethan Chen
Office of Business Informatics
Center for Drug Evaluation and Research

yJoin the conversation #DIA2019
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