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Re-screening and cross-study participation have become more common practices
in clinical studies for rare diseases and therapeutic areas that require more 

invasive diagnostic procedures to determine eligibility for participation.

How to represent instances of subject participation within and across studies in SDTM 
while maintaining traceability, transparency, data friendliness, and staying 

compliant to standard and submission requirements?

Subject X

STUDY12
1041st Screening

STUDY12
1092nd Screening

STUDY12
1263rd Screening

STUDY07
351 1st Screening

STUDY07
367 2nd Screening
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Unique Subject Identifier (USUBJID)

• It is a requirement to use USUBJID to uniquely identify individual subject in all studies within a 
submission 

• There are clear definition in SDTM IG and guidance from FDA and PMDA
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PMDA: Technical Conformance Guide on Electronic Study Data Submissions FDA: Study Data Technical Conformance Guide

SDTM IG 3.3
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Subject Identifier (SUBJID)

• SUBJID is a unique identifier within a study 
• It is unclear how to represent individuals that are screened/enrolled more than once in a study
• FDA requires that SUBJID to be different for each screening or enrolment within a study

Standard Implementation (SI06): Who is Subject XPHUSE EU Connect 2022

FDA: Study Data Technical Conformance Guide

SDTM IG 3.3
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The Hurdles
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SDTM data model does not support representation of multiple instances 
of subject participation within a study

SUBJID is a 
Topic Variable 

and can be 
used only in 
DM domain

USUBJID and 
SUBJID must 

be 1:1

Use of 
POOLDEF 

reduces data 
friendliness

Traceability/ 
Transparency 
not supported
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A Standard End-to-end Solution

• Traceable: Protocol >> CRF >> SDTM >> ADaM >> CSR
• Operational: Support standardized/efficient data collection, processing, analysis and reporting
• Transparent: Clearly depict relationship between screening/enrolment instances of a subject
• Data friendly: Simple to use and easy to understand
• Compliant to standard: Violate as few rules as possible
• Conform to submission requirements: Conform to as many requirements as possible
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NN Standard QNAMs in SDTM

• Expand DM domain with two sets of standard QNAMs
1. For re-screening
• PREVSUB: Subject ID of immediate previous screening instance, Collected on CRF
• IUSUBJID: Individual Unique Subject Identifier, Derived

2. For cross-study participation
• PRVTRLID: ID of previous study, Collected on CRF
• PRVTSUBJ: Subject ID of last screening instance in previous study, Collected on CRF
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Data collection: NN Standard Forms
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Derived IUSUBJID QNAM, 
USUBJID of last screening 
instance, for each subject by 
looping through the chained 
screening instance reported 
in PREVSUBJ QNAM 

Populate QLABEL/QORIG

IUSUBJID QNAM definition

Look up re-screened subjects 
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Expect PREVSUBJ is correct
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EDC CDMS Study Data Analysis Data

Rescreening
 Form

Process
DM

Previous Study 
Participation Form

IWRS

PRVTSUBJ

PRVTRLID 
+

 PRVTSUBJ?
PRVTRLID

PREVSUBJ

PREVSUBJ?

Populate
USUBJID with 

STUDYID/SUBJID

Populate
USUBJID with 

PRVTRLID/
PRVTSUBJ

Yes

Yes No

No

Cascade
USUBJID to all 

domains

Process
DM

%sdtme_dm_iusubjid_v01

IUSUBJID

PREVSUBJ?

Yes No

Identify USUBJID 
of last screening 

instance of 
respective subject

Raw 
SDTM

Enriched
SDTM

ADSL

ADaM

CSR

IUSUBJID
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Scenario 1: Study allowing rescreening of subjects

• Protocol allows rescreening of subjects who failed screening or due to other reasons
• Subject signs inform consent and will be assigned a new Subject No. (SUBJID) for each screening 

instance
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STUDYID USUBJID IUSUBJID PREVSUBJ SUBJID ARMCD

STUDY07 STUDY07/351 STUDY07/367 351 SCRNFAIL

STUDY07 STUDY07/367 STUDY07/367 351 367 B

STUDY07 STUDY07/401 STUDY07/401 401 A

STUDY07 STUDY07/402 STUDY07/402 402 A

STUDY07 STUDY07/403 STUDY07/404 403 SCRNFAIL

STUDY07 STUDY07/404 STUDY07/404 403 404 B

STUDY07 STUDY07/405 STUDY07/406 405 SCRNFAIL

STUDY07 STUDY07/406 STUDY07/406 405 406 B

Scenario 1: Study allowing rescreening of subjects
Standard Implementation (SI06): Who is Subject X

� Subject without rescreening          � Rescreened subject

First screening
Last screening

First/Last screening
First/Last screening

First screening
Last screening
First screening
Last screening

SUBJID of the 
immediate 
previous 

screening 
instance of a 

subject 

Collected/Assigned

USUBJID of the last 
screening instance 

of a subject –
Individual unique 

subject ID

Enrich

STUDYID/SUBJID
– subject identifier 

per screening 
instance

Raw

�

�

�
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QNAM
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Scenario 2: Study including subjects from other NN studies

• Protocol explicitly states the scope of and criteria for inclusion of subjects from other NN studies
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STUDYID USUBJID PRVTRLID PRVTSUBJ SUBJID ARMCD

STUDY11 STUDY10/456 STUDY10 456 101 A

STUDY11 STUDY10/245 STUDY10 245 102 B

STUDY11 STUDY11/103 103 A

STUDY11 STUDY07/121 STUDY07 121 104 B

STUDY11 STUDY07/367 STUDY07 367 109 B

STUDY11 STUDY11/111 111 SCRNFAIL

STUDY11 STUDY07/367 STUDY07 367 126 B

Scenario 2: Study including subjects from other NN studies
Standard Implementation (SI06): Who is Subject X

Trial/Subject ID of 
previous NN study

QNAM

PRVTRLID/PRVTSUBJ 
if present, otherwise 

STUDYID/SUBJID

Collected/AssignedRaw

�
�

�

�
�

� New subject � Subject from another NN study 

PHUSE EU Connect 2022
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Scenario 3 : Study including subjects from other NN studies
and allowing rescreening at the same time
Combination of scenario 1 & 2

• Inclusion of subjects from other NN studies and rescreening of subjects failed screening or due to 
other reasons are explicitly stated in the Protocol

• Subject signs inform consent and will be assigned a new Subject No. (SUBJID) for each screening 
instance

Standard Implementation (SI06): Who is Subject XPHUSE EU Connect 2022
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STUDYID USUBJID PRVTRLID PRVTSUBJ IUSUBJID PREVSUBJ SUBJID ARMCD

STUDY12 STUDY10/456 STUDY10 456 STUDY10/456 101 C

STUDY12 STUDY10/245 STUDY10 245 STUDY10/245 102 C

STUDY12 STUDY12/103 STUDY12/103 103 A

STUDY12 STUDY12/104 STUDY07 367 STUDY07/367 104 SCRNFAIL

STUDY12 STUDY12/109 STUDY07 367 STUDY07/367 104 109 SCRNFAIL

STUDY12 STUDY07/367 STUDY07 367 STUDY07/367 109 126 C

STUDY12 STUDY12/401 STUDY12/430 401 SCRNFAIL

STUDY12 STUDY12/430 STUDY12/430 401 430 B

Scenario 3: Study including subjects from other NN studies
and allowing rescreening at the same time

Standard Implementation (SI06): Who is Subject X

USUBJID of the 
last screening 
instance of a 

subject 

SUBJID of the 
immediate 
previous 

screening instance 
of a subject 

Study ID/Subject No of 
previous NN study

PRVTRLID/PRVTSUBJ 
if present and last 

screening instance, 
otherwise 

STUDYID/SUBJID

First/Last screening
First/Last screening
First/Last screening

First screening
Second screening

Last screening
First screening
Last screening

Collected/AssignedEnrichRaw Collected

�

�

�

� New subject    � Subject from another NN study    � New subject + Rescreening   � Subject from in another NN study + Rescreening

�
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A Standard End-to-end Solution

ü Traceable: Protocol >> CRF >> SDTM >> ADaM >> CSR
ü Operational: Support standardized/efficient data collection, processing, analysis and reporting
ü Transparent: Clearly depict relationship between screening/enrolment instances of a subject
ü Data friendly: Simple to use and easy to understand
ü Compliant to standard: Violate as few rules as possible
ü Conform to submission requirements: Conform to as many requirements as possible

Standard Implementation (SI06): Who is Subject XPHUSE EU Connect 2022
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How does it look from an 
analysis perspective? 

Novo Nordisk®
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Scenario 1: Re-screening of subjects
Analysis perspective

• ADaM: Include IUSUBJID only 
à Use that for counting instead 
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• ADaM: Use USUBJID = IUSUBJID for selection (as scenario 1)
à Counting on USUBJID (or distinct IUSUBJID)
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Scenario 3: Study including subjects from other NN studies
and allowing rescreening at the same time 
Analysis perspective

STUDYID USUBJID IUSUBJID ARMCD

STUDY12 STUDY12/775 STUDY12/775 SCRNFAIL

STUDY12 STUDY10/245 STUDY10/245 C

STUDY12 STUDY12/103 STUDY12/103 A

STUDY12 STUDY12/104 STUDY07/367 SCRNFAIL

STUDY12 STUDY12/109 STUDY07/367 SCRNFAIL

STUDY12 STUDY07/367 STUDY07/367 C

STUDY12 STUDY12/401 STUDY12/430 SCRNFAIL

STUDY12 STUDY12/430 STUDY12/430 B

First/Last screening
First/Last screening
First/Last screening

First screening
Second screening

Last screening
First screening
Last screening

• Screening failure count
• Randomized counts

• One randomized count

• One randomized count

STUDY 12 disposition counts
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Key Take Away Messages
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• A good standard is one that is operational

• Take data consumer’s need into consideration

• Think end-to-end and out-of-the box

• Keep solution simple however still transparent!

• What’s not to like? Seen from Biostatistics perspective…



Thank you for your attention
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