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• The views and opinions expressed in this presentation are those of the 
author(s) and do not necessarily reflect the official policy or position of 
CDISC.
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1. Associated Persons Definition and Application Scenarios
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3. Use cases of associated persons dataset



Module 1
Associated Persons Definition and Application Scenarios
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Associated persons
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Application scenarios:
• Family history
• Donor information
• Caretakers
• Sexual partners
• Environmental exposure
• Diagnostic samples
• Accidental study treatment exposure
• Operator accidents

Definition: Associated Persons are not subjects in a clinical study but someone who are associated 
with the study itself, a particular study subject, or a device used in the study. 



Module 2
Associated Persons Data VS Subjects Data
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Associated person dataset structure
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Associated Persons (AP) domain VS Subjects domain
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It is necessary to distinguish associated person’s data and keep AP data separate from subject data in submission or 
in data warehouse.

• An AP domain can be created based on traditional SDTM 
domain.

• Most of the general assumptions about SDTM domains 
and variables apply to AP data. The structure of AP 
domains is the same as those for study subject domains.

• AP data is distinguished by the prefix of AP-- in both the 
domain code and the dataset names.

• Domains SE, SV, DS which describe the progress of a 
subject through a study are not applicable to Associated 
persons. 

• Supplemental qualifiers for an AP dataset start with a 
prefix of “SQAP” rather than “SUPP”.

SE: Subject Elements  SV: Subject Visits   DS: Disposition
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Associated Persons dataset VS Subjects dataset
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• In AP dataset, most of the variable prefixes include only the base domain code

• Associated person datasets include

o APID (Associated person identifier, rather than USUBJID, a unique subject identifier.) 

o SREL (Describes the relationship of the associated person to the study subject. )

o RSUBJID (The USUBJID of the study subject with whom they are associated.) 

• The following exposure related variables would not generally be used in AP dataset 

RFSTDTC, RFENDTC, RFXSTDTC, RFXENDTC, RFICDTC, RFPENDTC, ARMCD, ARM, ACTARMCD, ACTARM,SITEID
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Associated Persons Identifier (APID) 
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APID  --Identifier for a single associated person, a group of associated persons, or a pool of associated person

• APID needs to be unique within a study. The same APID should always identify the same associated person.

• When there is no relationship, or the relationship is unknown, distinct APIDs should be used.

• APID is identifier variable except in APDM (It is a Topic variable in APDM).

ABC001
(RSUBJID)

AP-01
(APID)

AP-02
(APID)

ABC001
(RSUBJID)

AP-01
(APID)

AP-02
(APID)

ABC001
(RSUBJID)

AP-01
(APID)

ABC002
(RSUBJID)

ABC002
(RSUBJID)

Subject and AP have 1 to 1 relationship 1 subject has two APs. 1 AP is related to 2 subjects.
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RSUBJID and RDEVID
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RSUBJID: Populated with the USUBJID of the related subject or the POOLID of the related pool.

• If AP has relationships with multiple subjects, RSUBJID is populated with ‘MULTIPLE’.

• If AP is related to study, but not to any study subjects, RSUBJID is populated with NULL. 

RDEVID: Populated with SPDEVID of the related device when devices are study subjects. 

e.g., Technician is exposed to radiation when operating study device.

e.g., A hospital patient, not study subject, is exposed to study treatment due to a clerical error.  



Proprietary

Subject, Device, or Study Relationship (SREL)
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SREL  --describes the relationship of the associated person(s) to the subjects, devices or whole study

• CDISC codelist Relationship to Subject (RELSUB). 

• If an associated person has relationship to multiple subjects or devices and/or multiple relationships to a single subject or

device, In those cases, the value ‘MULTIPLE’ should appear in SREL. 

• If value ‘MULTIPLE’ appear in SREL then APRELSUB dataset is required to save more details. 

MOTHER, BIOLOGICAL

101
(RSUBJID)

101M
(APID)

102
(RSUBJID) MOTHER, BIOLOGICAL

apce.xpt

In this example, twins with study identifier 101, 102 are study subjects. Their mother is the associated 
person, identifier is assigned by appending ‘M’ to one of the twins’ identifier. The mother’s pregnancy 
events are represented in APCE domain.



Module 3 
Use cases of associated persons dataset
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Use Case#1
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A Subject gave birth to twins during study treatment and the sponsor assigned associated person identifiers 
(APIDs) to infants by appending a letter (“A” and “B”) to the mother’s ID.  

The twins’ data was collected from two different eCRFs. How to ensure APID is consistent between them?
o Directly collect APID from each eCRFs, specify the APID for each infant.
o Collect full APID in one of the eCRFs and indicate associated sequence number in the other and then use the relationship to pull

the APID from initial eCRF.
o The same identifier ( A, B, et.al.) could be collected from eCRFs to indicate data belongs to which infant, then sponsor

use the identifier to derive APID.

Infant Apgar Score
Identifier: 
Apgar Score - 1 min:  

Infant Demographics
Identifier: 
Date of birth:  
Sex:  ⭕Female   ⭕Male
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USE CASE#2

16CDISC 2023 China Interchange

Family Pompe Disease History is collected about a study subject with the unique identifier of “2011-02-02-031”. 

1. APID can represent an individual or a group of people – even if these people are not considered a “POOL”.
2. SREL value is singular, the number of people in the group is defined in the SQAPMH as it is collected. 



Proprietary

USE CASE#3
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A family member of a study subject (USUBJID=ABC_123) was exposed to Drug X by accident and 
rash appeared shortly. 

1. APID should be same for a particular associated person across different SDTM dataset.
2. RELREC dataset structure for AP data is the same as subject data.  
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USE CASE#4
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A mother had a gemellary pregnancy. One of the fetus was stillborn, the other was born alive. 

Ø If fetus was the subject and mother was associated person. The event would be saved at APCE dataset. 

o If the mother was study subject. Above pregnancy event would be represented in CE dataset. 

Why the two records in green box above don’t present in the APCE dataset? 
The two records were about the stillborn infant, who didn’t enter the study due to screen failure. Data 
on screen failures were not submitted, only data related with live-born infant were submitted.



Summary

1. Associated person is someone who associated with the study itself, a
particular study subject, or a device used in the study.

2. Most of the SDTM assumptions for subject data are applicable to associated
person data.

3. When associated persons’ data will be collected from multiple eCRFs, it is
critical to ensure APID is same for a particular associated person across
different eCRFs.



Thank You!


