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What is a Trial Summary Domain?
Ø The Trial Summary (TS) dataset allows the sponsor to submit a summary of the trial in a 

structured format

Ø Each record contains the value of a parameter or characteristic of the trial. 

Ø It is used to record basic information about the study such as trial phase, protocol title, 
and trial objectives. 

Ø It contains both planned and actual aspects of the trial, such as the number of subjects, 
and study start/end dates. 
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Regulatory submission requirements
Ø Trial summary domains are one of the most overlooked datasets for submissions

Ø There are different rules regarding trial summary domains depending on the type of 
application and whether the study is clinical or nonclinical.

Ø Fortunately, the FDA has provided multiple guidelines to aid Sponsors in determining the 
requirements for their specific programs. Among these are a list of technical rejection 
criteria and a self-check worksheet

Ø Trial summary domains must be submitted for all nonclinical studies that fall within the 
required SEND study types, but they are only required for clinical studies if other “.xpt” 
data are submitted.
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Studies and Timelines for Trial Summary Domains
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Trial Summary Specification

Ø Required: STUDYID, DOMAIN, TSSEQ, 
TSPARMCD, TSPARM

Ø Expected: TSVAL, TSVALCD, 
TSVCDREF, TSVCDVER

Ø Permissible: TSGRPID, TSVALNF
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FDA Technical Conformance Guide – TS Parameters

Ø Trial Summary (TS) Parameters for Submission – Clinical
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FDA Technical Conformance Guide – TS Parameters

Ø Trial Summary (TS) Parameters for Submission – Non-Clinical
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FDA Technical Conformance Guide – TS Parameters

Ø The term “Conditional” means a parameter might not be relevant to a trial or study 
design. 

Ø If the TS Parameter is relevant to the study design and is listed as “Conditional” in the 
TCG, it should be included in the dataset submitted to the FDA

Ø For complete list of TS parameters, please visit 
https://www.fda.gov/media/153632/download

https://www.fda.gov/media/153632/download
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Mapping TS Parameters

Ø Create a TS parameter template based on the required, conditionally required 
parameters for a study

Ø Map the parameters for which the parameter values can be mapped from CDISC SDTM 
Controlled Terminology document

Link: https://datascience.cancer.gov/resources/cancer-vocabulary/cdisc-terminology

https://datascience.cancer.gov/resources/cancer-vocabulary/cdisc-terminology
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Mapping TS Parameters

Ø Map the parameters for which the parameter values are based on ISO 8601 reference 
terminology

Ø For this set of parameters, TSVALCD, TSVCDVER will be missing.
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Mapping TS Parameters

Ø Map the parameters for which the parameter values are based on ISO 3166 reference 
terminology

Ø Map the registry identifier parameter value by referencing www.clinicaltrials.gov

Ø Map the Clinical Study Sponsor parameter value by referencing 
https://www.dnb.com/duns-number/lookup.html

http://www.clinicaltrials.gov/
https://www.dnb.com/duns-number/lookup.html
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Mapping TS Parameters

Ø Map the Pharmacologic Class parameter value by referencing 
https://evs.nci.nih.gov/ftp1/MED-RT/MEDRT.txt

Ø Map the Trial Disease/Condition Indication and Diagnosis Group parameter values by 
referencing

https://browser.ihtsdotools.org/?perspective=full&conceptId1=724760003&edition=MAIN/2
022-03-31&release=&languages=en

https://evs.nci.nih.gov/ftp1/MED-RT/MEDRT.txt
https://browser.ihtsdotools.org/?perspective=full&conceptId1=724760003&edition=MAIN/2022-03-31&release=&languages=en
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Mapping TS Parameters

Ø Map the Current Therapy or Treatment and Investigational Therapy or Treatment 
parameter values by referencing https://precision.fda.gov/uniisearch

https://precision.fda.gov/uniisearch
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Some Key Points To Remember

Ø TS domain should be developed closer to database lock or end of a study

Ø TS domain should reference the same version of CDISC SDTM CT used for 
programming of all other domains

Ø Latest available versions of other external dictionaries such as SNOMED, MED-RT, UNII 
etc. should be referenced

Ø TSVALCD is unique for each TSVAL

Ø TSVALNF should be populated only when TSVAL is blank and should follow the ISO 
21090 null flavor terminology
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