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Note: 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.  
*Required Field
Section 1: Application & Submission Information 
1a. FDA Center*
CDER
CBER
1b. Application Type*
NDA
BLA
ANDA
Commercial IND
1c. Application Number*
1d. eCTD Sequence Number
1e. eCTD Submission Type
1f. eCTD Submission Sub Type
Note: Repeat Sections 2 through 5 for each study included in the submission.
Section 2: Study Information 
2a. Study ID*
(Study ID is the unique identifier across application documents. Therefore, the study ID should be consistent across all the files being submitted for the same study, i.e. STF File, ts.xpt, dm.xpt, etc.)
2b. Is This the First Time Study Data is Being Submitted for This Study as Part of This Application?*
Yes
No
If you answered “No” in Field 2b, do not proceed. This self-check worksheet is designed for newly submitted study data.
2c. Title of the Study
2d. Study Section - eCTD Heading (Example: m4-2-1-1)*
2e. Module*
Nonclinical (m4)  
Clinical (m5)  
2f. Study Dataset Type(s)*
Tabulation
Analysis
Other
If you are submitting tabulation data select “Tabulation.” If you are submitting analysis data, select “Analysis.” For other types of data, such as Listings datasets, when tabulation or analysis data is not being submitted, select “Other.” Additional details and examples are included in the Study Data Self-Check Worksheet Instructions.
Section 3: STF File Information 
3a. Are Files Included in a Study Section? (Not Applicable to Sections 4.3, 5.2, 5.3.6, and 5.4)*
Yes
No
If you answered “No” in Field 3a, and no files are included in a study section, excluding sections 4.3, 5.2, 5.3.6, and 5.4, then Validation Rules 1734, 1735, 1736, and 1789 do not apply. Do not proceed.
3b. Is STF File Included?*
Yes
No
3c. Does STF File Reference all Associated Study Files?*
Yes
No
If you answered “No” in Fields 3b or 3c, Validation Rule 1789 FAILS. Do not proceed.
Referenced Validation Error Number 1789
3d. Are XPT Datasets (other than the ts.xpt File) Included?*
Yes
No
3e. If the Study is Nonclinical (m4), are any Study Files Tagged as “pre-clinical-study-report,” “legacy-clinical-study-report,” or “study-report-body”?*
Yes
No
Section 4: TS File Information
CDER
4a. If the Study is for a Commercial IND Application, Is the Study Start Date:
Prior to or on 17-Dec-2017
After 17-Dec-2017
4b. If the Study Is for an NDA, BLA, or ANDA Application, Is the Study Start Date:
Prior to or on 17-Dec-2016
After 17-Dec-2016
CBER
4c. If the Study is CLINICAL and for a NDA, BLA, or ANDA Application, Is the Study Start Date:
Prior to or on 17-Dec-2016
After 17-Dec-2016
4d. If the Study is NONCLINICAL and for a Commercial IND Application, NDA, BLA, or ANDA Application, Is the Study Start Date:
Prior to or on 15-Mar-2023
After 15-Mar-2023
Data Type
Modules & Submodules
Center
Application Type
Study Start Date
Requirement
Nonclinical
4.2.3.1, 4.2.3.2, 4.2.3.4
CDER
NDA, BLA, ANDA
On/Prior to December 17, 2016
Submit simplified ts.xpt*
Nonclinical
4.2.3.1, 4.2.3.2, 4.2.3.4
CDER
NDA, BLA, ANDA
After 
December 17, 2016
Comply with CDISC standards
Nonclinical
4.2.3.1, 4.2.3.2, 4.2.3.4
CDER
Commercial IND
On/Prior to December 17, 2017
Submit simplified ts.xpt*
Nonclinical
4.2.3.1, 4.2.3.2, 4.2.3.4
CDER
Commercial IND
After 
December 17, 2017
Comply with CDISC standards
Nonclinical
4.2.3.1, 4.2.3.2, 4.2.3.4
CBER
NDA, BLA, ANDA, Commercial IND
On/Prior to 
March 15, 2023
Submit simplified ts.xpt*
Nonclinical
4.2.3.1, 4.2.3.2, 4.2.3.4
CBER
NDA, BLA, ANDA, Commercial IND
After 
March 15, 2023
Comply with CDISC standards
Clinical
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
CDER & CBER
NDA, BLA, ANDA
On/Prior to December 17, 2016
Submit simplified ts.xpt if study contains an xpt dataset (other than ts.xpt)
Clinical
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
CDER & CBER
NDA, BLA, ANDA
After 
December 17, 2016
Comply with CDISC standards
Clinical
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
CDER & CBER
Commercial IND
Rejection criteria not applied
*Rejection criteria will be applied if a study report with one of the three file tags, ‘pre-clinical-study-report’, ‘legacy-clinical-study-report’, or ‘study-report-body’ is included, and/or an xpt file (other than the ts.xpt) is submitted.
4e. Is TS File Required?*
Yes
No
Refer to guidelines in chart above. If you answered “No” in Field 4e, and no TS file is required, then Validation Rules 1734, 1735, and 1736 do not apply. Do not proceed.
4f. If TS File is Required, Is it Included?
Yes
No
If you answered “No” in Field 4f, Validation Rule 1734 FAILS. Do not proceed.
Referenced Validation Error Number 1734
4g. If TS File is Required, What Type of TS File is Required?
Full TS
Simplified TS 
Refer to guidelines in chart above. See the Study Data Technical Conformance Guide for more information on submitting a Simplified TS for nonclinical data.
Fields 4h-4i are applicable if a Full TS File is submitted, Fields 4j-4m are applicable if a simplified TS file is submitted.
Full TS File
4h. Study Start Date in TS File:
If you do not have a Study Start Date in Field 4h, Validation Rule 1734 FAILS. Do not proceed.
Referenced Validation Error Number 1734
4i. If Study Start Date Exists, Is it in Valid Format (yyyy-mm-dd)?
Yes
No
If you answered “No” in Field 4i, Validation Rule 1734 FAILS. Do not proceed.
Referenced Validation Error Number 1734
The Study Start Date (SSD) should follow the ISO 8601 standard that provides, at a minimum, the year, month, and day for the study start date (yyyy-mm-dd).
Simplified TS File
4j. Is there a Value in TSVALNF?
Yes
No
If you answered “No” in Field 4j, and there is no value in TSVALNF, proceed to Field 4l to enter the Study Start Date (SSD).
4k. Is the Value in TSVALNF “NA”?
Yes
No
If you answered “Yes” in Field 4j and “No” in Field 4k, Validation Rule 1734 FAILS. Do not proceed.
Referenced Validation Error Number 1734
4l. Study Start Date in TS File: 
The Study Start Date (SSD) should follow the ISO 8601 standard that provides, at a minimum, the year, month, and date for the study start date (yyyy-mm-dd).
4m. If Study Start Date Exists, Is it in Valid Format (yyyy-mm-dd)?         
Yes
No
If you answered “No” in Field 4m, Validation Rule 1734 FAILS. Do not proceed.
Referenced Validation Error Number 1734
Section 5: Standardized Datasets (SEND, SDTM, ADaM)
5a. Are Standardized Datasets Required?* 
Yes
No
CDER
Study Start Date
Study Type
Application Type
Standardized Datasets Required?
Prior to or on 17-Dec-16
Prior to or on 17 - Dec - 16.
Nonclinical/Clinical
NDA, BLA, or ANDA
N D A, B L A, or A N D A.
Not Required
After 17-Dec-16
After 17 - Dec - 16.
Nonclinical/Clinical
NDA, BLA, or ANDA
N D A, B L A, or A N D A.
Required
Prior to or on 17-Dec-17
Prior to or on 17-Dec - 17.
Nonclinical
Comm. IND
Commercial I N D.
Not Required
After 17-Dec-17
After 17 - Dec - 17.
Nonclinical
Comm. IND
Commercial I N D.
Required
CBER
Study Start Date
Study Type
Application Type
Standardized Datasets Required?
Prior to or on 17-Dec-16
Prior to or on 17 - Dec - 16.
Clinical
NDA, BLA, or ANDA
N D A, B L A, or A N D A.
Not Required
After 17-Dec-16
After 17 - Dec - 16.
Clinical
NDA, BLA, or ANDA
N D A, B L A, or A N D A.
Required
Prior to or on 15-Mar-23
Prior to or on 17-Dec - 17.
Nonclinical
Comm. IND, NDA, BLA, or ANDA
Commercial I N D.
Not Required
After 15-Mar-23
After 17 - Dec - 17.
Nonclinical
Comm. IND, NDA, BLA, or ANDA
Commercial I N D.
Required
If you answered “No” in Field 3d and “Yes” in Field 3e, standardized datasets are not required in this submission and Validation Rules 1735 and 1736 do not apply. Do not proceed.
If you answered “No” in Field 5a, standardized datasets are not required and Validation Rules 1735 and 1736 do not apply. Do not proceed.
Fields 5b-5e are applicable to nonclinical tabulation datasets (SEND), Fields 5f-5i are applicable to clinical tabulation datasets (SDTM), and Fields 5j-5m are applicable to clinical analysis datasets (ADaM).
Note: For clinical data in Commercial INDs, standardized datasets are required if the study start date is after the date stated, however, study data technical rejection criteria will not be applicable until further notice. 
Nonclinical (m4)
Nonclinical ( M 4)
Tabulation (SEND datasets)
Tabulation (S E N D data sets).
5b. Is DM File Included?*
5 b. Is D M File Included? This is a required field.
Yes
No
5c. Is Define File Included?*
5 c. Is Define File Included? This is a required field.
Yes
No
If you answered “No” in Fields 5b or 5c, Validation Rule 1736 FAILS.
If you answered “No” in Fields 5 b or 5 c, Validation Rule 17 36 FAILS. Proceed to Fields 5 d and 5 e for Validation Rule 17 35.
Referenced Validation Error Number 1736
Referenced Validation Error Number 17 36.
5d. Are the STF File-Tags for the SEND Datasets “data-tabulation-dataset-send”?*
5 d. Are the STF File-Tags for the S E N D Data sets “data - tabulation - data set - send”? This is a required field.
Yes
No
5e. Is the STF File-Tag for the Define File “data-tabulation-data-definition”?*
5 e. Is the STF File - Tag for the Define File “data - tabulation - data - definition”? This is a required field.
Yes
No
If you answered “No” in Fields 5d or 5e, Validation Rule 1735 FAILS.
If you answered “No” in Fields 5 d or 5 e, Validation Rule 17 35 FAILS.
Referenced Validation Error Number 1735
Referenced Validation Error Number 17 35.
Clinical (m5)
Clinical (M 5)
Tabulation (SDTM datasets)
Tabulation (S D T M data sets).
5f. Is DM File Included?*
5 f. Is D M File Included? This is a required field.
Yes
No
5g. Is Define File Included?*
5 c. Is Define File Included? This is a required field.
Yes
No
If you answered “No” in Fields 5f or 5g, Validation Rule 1736 FAILS.
If you answered “No” in Fields 5 f or 5 g, Validation Rule 17 36 FAILS. Proceed to Fields 5 h and 5 i for Validation Rule 17 35.
Referenced Validation Error Number 1736
Referenced Validation Error Number 17 36.
5h. Are the STF File-Tags for the SDTM Datasets “data-tabulation-dataset-sdtm”?*
5 h. Are the STF File - Tags for the S D T M Datasets “data - tabulation - dataset - s d t m”? This is a required field.
Yes
No
5i. Is the STF File-Tag for the Define File “data-tabulation-data-definition?*
5 i. Is the STF File - Tag for the Define File “data - tabulation - data - definition? This is a required field.
Yes
No
If you answered “No” in Fields 5h or 5i, Validation Rule 1735 FAILS.
If you answered “No” in Fields 5 h or 5 i, Validation Rule 17 35 FAILS.
Referenced Validation Error Number 1735
Referenced Validation Error Number 17 35.
Analysis (ADaM datasets)
Analysis (A D A M datasets).
5j. Is ADSL File Included?*
5 j. Is A D S L File Included? This is a required field.
Yes
No
5k. Is Define File Included?*
5 k. Is Define File Included? This is a required field.
Yes
No
If you answered “No” in Fields 5j or 5k, Validation Rule 1736 FAILS.
If you answered “No” in Fields 5 j or 5 k, Validation Rule 17 36 FAILS. Proceed to Fields 5 l and 5 m for Validation Rule 17 35.
Referenced Validation Error Number 1736
Referenced Validation Error Number 17 36.
5l. Are the STF File-Tags for the ADaM Datasets “analysis-dataset-adam”?*
5 l. Are the STF File - Tags for the A D A M Datasets “analysis - dataset - A d A m”? This is a required field.
Yes
No
5m. Is the STF File-tag for the Define File “analysis-data-definition”?*
5 m. Is the STF File - tag for the Define File “analysis - data - definition”? This is a required field.
Yes
No
If you answered “No” in Fields 5l or 5m, Validation Rule 1735 FAILS.
If you answered “No” in Fields 5 l or 5 m, Validation Rule 17 35 FAILS
Referenced Validation Error Number 1735
Referenced Validation Error Number 17 35.
Selecting the button will add another set of Sections 2-5 to the fillable form.
	CurrentPage: 
	PageCount: 
	CDER: 
	CBER: 
	NDA: 
	BLA: 
	ANDA: 
	IND: 
	appnumber: 
	seqnumber: 
	subtype: 
	subsubtype: 
	studyID: 
	yes2b: 
	no2b: 
	title: 
	studysection: 
	nonclinical: 
	clinical: 
	tabulation: 
	analysis: 
	other: 
	yes3a: 
	no3a: 
	yes3b: 
	no3b: 
	yes3c: 
	no3c: 
	yes3d: 
	no3d: 
	yes3e: 
	no3e: 
	prior4a: 
	after4a: 
	prior4b: 
	after4b: 
	prior4c: 
	after4c: 
	prior4d: 
	after4d: 
	yes4e: 
	no4e: 
	yes4f: 
	no4f: 
	fullTS: 
	simpTS: 
	study4h: 
	yes4i: 
	no4i: 
	yes4j: 
	no4j: 
	yes4k: 
	no4k: 
	study4l: 
	yes4m: 
	no4m: 1
	yes5a: 
	no5a: 
	yes5b: 
	no5b: 
	yes5c: 
	no5c: 
	yes5d: 
	no5d: 
	yes5e: 
	no5e: 
	yes5f: 
	no5f: 
	yes5g: 
	no5g: 
	yes5h: 
	no5h: 
	yes5i: 
	no5i: 
	yes5j: 
	no5j: 
	yes5k: 
	no5k: 
	yes5l: 
	no5l: 
	yes5m: 
	no5m: 
	Button1: 



