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CDISC RELREC Introduction



RELREC Dataset
The Related Records (RELREC) special purpose dataset
• Used to describe relationships between records for a subject within or across 

domains, and relationships of records between datasets
• Collected relationships either by

• Explicit references
• Information that necessitates using multiple datasets
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STUDYID
Study Identifier

RDOMAIN
Related Domain Abbreviation

USUBJID
Unique Subject Identifier

IDVAR
Identifying Variable

IDVARVAL
Identifying Variable Value

RELTYPE
Relationship Type

RELID
Relationship Identifier

STUDY123 AE STUDY123/SUBJ01 AESEQ 5 AECM1

STUDY123 CM STUDY123/SUBJ01 CMSEQ 11 AECM1

STUDY123 CM STUDY123/SUBJ01 CMSEQ 12 AECM1

STUDY123 AE STUDY123/SUBJ01 AESEQ 4 AEEC1

STUDY123 EC STUDY123/SUBJ01 ECSEQ 3 AEEC1

STUDY123 CE CELNKID [ONE/MANY] CEFA

STUDY123 FA FALNKID [ONE/MANY] CEFA

STUDY123 AE AESPID [ONE/MANY] AECE

STUDY123 CE CELNKGRP [ONE/MANY] AECE
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RELREC Dataset
Dataset Relationships – Linking Variables

SDTM Variable Purpose Scope of values

--CAT/SCAT For grouping records within one or more domains/CRFs. --SCAT requires --CAT Values have a meaning across subjects and domains

--GRPID For grouping records within a subject within a domain Values have a meaning within the domain and subject

--SPID Sponsor defined identifier Value can be defined during collection to capture 
relationships across domains

--REFID Optional internal or external identifier, for grouping records within a domain Values can group multiple results of a test in the same 
domain or link procedures to results

--LNKID Identifier used to link related records within or across domain in a one-to-one or 
one-to-many relationship

Values have a meaning within subjects across domains 
if used in RELREC

--LNKGRP Identifier used for grouping records within or across domains, usually in a many-
to-one relationship

Values have a meaning within subjects across domains 
if used in RELREC
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STUDYID
Study Identifier

RDOMAIN
Related Domain 
Abbreviation

USUBJID
Unique Subject 
Identifier

IDVAR
Identifying Variable

IDVARVAL
Identifying 
Variable Value

RELTYPE
Relationship Type

RELID
Relationship Identifier

STUDY123 CE CELNKID [ONE/MANY] CEFA

STUDY123 FA FALNKID [ONE/MANY] CEFA

STUDY123 AE AESPID [ONE/MANY] AECE

STUDY123 CE CELNKGRP [ONE/MANY] AECE

RELREC Dataset
Dataset Relationships – Linking Variables
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RDOMAIN1 RDOMAIN2

STUDYID STUDYID

USUBJID USUBJID

AND

IDVAR1 IDVAR2

AND

STUDYID
Study Identifier

RDOMAIN
Related Domain 
Abbreviation

USUBJID
Unique Subject 
Identifier

IDVAR
Identifying Variable

IDVARVAL
Identifying Variable 
Value

RELTYPE
Relationship Type

RELID
Relationship 
Identifier

STUDY123 CE CELNKID [ONE/MANY] CEFA

STUDY123 FA FALNKID [ONE/MANY] CEFA

CE FA

STUDYID STUDYID

USUBJID USUBJID

AND

CELNKID FALNKID

AND

RELREC Dataset
Dataset Relationships – Linking Variables
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AstraZeneca Data Standards
RELREC Standardization

Simple rule, but complex requirements and implications:
• The same variable needs to be selected for linking for all raw datasets utilizing a dataset 

relationship
• Regardless of the source raw datasets, the linking variable chosen as IDVAR needs to link the 

correct related records across the SDTM datasets

• Assigning new relationships, and adding to existing ones, needs to consider the’full picture’

Complexities & Considerations

Standardizing the linking variables (RELREC.IDVAR) for each dataset relationship

Assigning values to linking variables ensuring uniqueness



Sponsor (AstraZeneca) Data Standards
RELREC standardization 



AstraZeneca Data Standards
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CORPORATE

TA1

TA2

TA3

TA4

TA1 – P1

TA1 – P2

TA2 – P1  

TA2 – P3

TA2 – P2

TA3 – P1

TA3 – P2

TA4 – P1

TAx – Therapeutic Area x             Pn – Project n



AstraZeneca Data Standards
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TA2 – P1  

TA2 – P3

TA2 – P2

TA3 – P1

TA3 – P2

TA4 – P1

RDOMAIN IDVAR RELID

CE CESPID CEFA

FA FALNKGRP CEFA

RDOMAIN IDVAR RELID

CE CELNKID CEFA

FA FALNKID CEFA

RDOMAIN IDVAR RELID

CE CEREFID CEFA

FA FALNKID CEFA

RDOMAIN IDVAR RELID

CE CELNKID CEFA

FA FALNKGRP CEFA

TAx – Therapeutic Area x             Pn – Project n

RDOMAIN IDVAR RELID

CE CELNKID CEFA

FA FALNKID CEFA

RDOMAIN IDVAR RELID

CE CELNKID CEFA

FA FALNKID CEFA

RDOMAIN IDVAR RELID

CE CELNKID CEFA

FA FALNKID CEFA

Cerebrovascular Event

Heart Failure Event

Hypoglycemic Event



AstraZeneca Data Standards
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RELREC Dataset
Dataset Relationships – Linking Variables

Simple rule, but complex requirements and implications:
• The same variable needs to be selected for linking for all raw datasets utilizing a dataset 

relationship
• Regardless of the source raw datasets, the linking variable chosen as IDVAR needs to link the 

correct related records across the SDTM datasets

• Assigning new relationships, and adding to existing ones, needs to consider the’full picture’

What values are appropriate to ensure unique links?

What are the shortcomings of designing linking variables based on each RAW dataset as a 
standalone entity?

How can a sponsor define and maintain relationships that function across studies?



RELREC Linking Variables Approach
Standardizing linking variables (RELREC.IDVAR)



• RELREC IDVAR is defined as part 
of the SDTM standard

• For each dataset relationship – the 
raw dataset(s) utilizing a linking 
relationship (RELID) is specified

• Layer of complexity: 
Changing the linking variable for a 
relationship require an update to all 
raw data standards utilizing that 
relationship

20#ClearDataClearImpact

Standardizing Linking Variables

Raw dataset
(AZ standard) RDOMAIN IDVAR RELID

CEREVENT
HFEVT
HYPOGLYC

CE CELNKID CEFA

CEREVENT
HFEVT
HYPOGLYC

FA FALNKID CEFA

AE
CEREVENT
HFEVT
HYPOGLYC

AE AESPID AECE

AE
CEREVENT
HFEVT
HYPOGLYC

CE CELNKGRP AECE

CLAB
LBAESI LB LBGRPID LBLC

CLAB
LBAESI LC LCGRPID LBLC



RELREC Linking Variables Approach
Standardizing linking variable values



Standardizing Linking Variable Values
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CETERM

CESTDTC

FASTRESC where FATESTCD=”NWSYMP” 

FASTRESC where FATESTCD=”NWSYMP” 
FASTRESC where FATESTCD=”ILLPF” 

CETERM

CESTDTC

CESTDTC

FASTRESC where FATESTCD=”DSDVPF” 

CE = Clinical Events

FA = Findings About Events or Interventions

SUBJECT MODULE AENO CETERM DYSPNEA FATIGUE

SUBJ01 HFEVT 1 Urgent heart failure visit Y

SUBJ01 HFEVT 2 Heart failure hospitalization Y Y

SUBJECT MODULE AENO CETERM DSDVPF ILLPF

SUBJ01 HYPOGLYC 4 Hypoglycemia Y

SUBJ02 HYPOGLYC 1 Hypoglycemia Y



Standardizing Linking Variable Values
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Standardizing Linking Variable Values
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Module

Separator

MODULE-x-y
Identifier(s)

Module: Ensure uniquness of a raw dataset 

(raw dataset name)

Identifier(s): Ensure identification of the record 
within the dataset (AE number, line number, 
form occurrence)

Separator: Differentiates components of the 
value

SUBJECT MODULE AENO CETERM DYSPNEA FATIGUE

SUBJ01 HFEVT 1 Urgent heart failure visit Y

SUBJ01 HFEVT 2 Heart failure hospitalization Y Y

SUBJECT MODULE AENO CETERM DSDVPF ILLPF

SUBJ01 HYPOGLYC 4 Hypoglycemia Y

SUBJ02 HYPOGLYC 1 Hypoglycemia Y



Standardizing Linking Variable Values
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USUBJID CELNKID CETERM

STUDY123/SUBJ01 HFEVT-1 Urgent heart failure visit

STUDY123/SUBJ01 HFEVT-2 Heart failure hospitalization

STUDY123/SUBJ01 HYPOGLYC-4 Hypoglycemia

STUDY123/SUBJ02 HYPOGLYC-1 Hypoglycemia

USUBJID FALNKID FATESTCD FASTRESC

STUDY123/SUBJ01 HFEVT-1 NWSYMP DYSPNEA

STUDY123/SUBJ01 HFEVT-2 NWSYMP DYSPNEA

STUDY123/SUBJ01 HFEVT-2 NWSYMP FATIGUE

STUDY123/SUBJ01 HYPOGLYC-4 ILLPF Y

STUDY123/SUBJ02 HYPOGLYC-1 DSDVPF Y

Module

Separator

MODULE-x-y
Identifier(s)

Module: Ensure uniquness of a raw dataset 

(raw dataset name)

Identifier(s): Ensure identification of the record 
within the dataset (AE number, line number, 
form occurrence)

Separator: Differentiates components of the 
value RDOMAIN IDVAR RELTYPE RELID

CE CELNKID ONE CEFA

FA FALNKID MANY CEFA

SUBJECT MODULE AENO CETERM DYSPNEA FATIGUE

SUBJ01 HFEVT 1 Urgent heart failure visit Y

SUBJ01 HFEVT 2 Heart failure hospitalization Y Y

SUBJECT MODULE AENO CETERM DSDVPF ILLPF

SUBJ01 HYPOGLYC 4 Hypoglycemia Y

SUBJ02 HYPOGLYC 1 Hypoglycemia Y

ce.xpt

fa.xpt

relrec.xpt



Automation and Testing Strategy
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Automation and Testing Strategy
Tracking: RELREC lookup template
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File content

Benefits

Next steps

• Single source for existing defined relationships at Corporate and TA level 

• Study or project specific needs for linking built onto the lookup template

• Existing defined relationships provide steer on what variables cannot be used

• Control ensured to not impact existing relationship while defining new relationships

• Include cardinality of relationships in the template

• Provide drill down to the values of IDVARs, when derived

• Layer on raw values feeding into the IDVARs



Automation and Testing Strategy
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Input
• Traverses RELREC and picks 

record relationships
• Counts links per subject, 

RELID, domain and IDVAR and 
summarizes values

• Draft SDTM datasets
• RELREC Lookup template

• Checks if records defined in 
RELREC exist in the source 
SDTM domain

• Transposed dataset by 
USUBJID and RELID of all 
related records and the 
datasets/variables related

Functionality Benefits & Output
Record 

Level

Dataset 
Level

• Draft SDTM datasets
• RELREC Lookup template

• Traverses RELREC and picks 
dataset relationships and 
cardinality

• Executes linking and creates a 
summary report

• Checks existence of IDVAR 
variable in datasets

• Uses cardinality in RELTYPE 
to test if the merge outcome 
is as expected

• Excel report with flagged 
issues



Automation and Testing Strategy
Macro: Future plans
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For potential 
new 
relationships, 
provide a way 
to test inputs 
to the lookup 
template

Consume 
and translate 
the record 
level 
relationships 
output 
dataset to a 
summary 
report

Create a 
summary 
tab for high 
level 
results 
from testing 
the RELREC 
dataset

Add a pre-
cursor module 
to consume 
the lookup 
table and 
SDTM RELREC 
specifications 
to create 
RELREC 
dataset

Implement a 
driver program 
to switch-
on/off various 
functionalities 
in the RELREC 
automation 
and validation 
package
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