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ONCOLOGY NARRATIVES 

Oncology adverse event narratives are perhaps the most complicated narratives that a 
medical writer must deal with.  The quantity and complexity of the study data associated 
with participants on these trials puts a high burden on the writer to be accurate, 
consistent and discerning as to which information to include for these individuals.  
Fortunately, software now allows the medical writer to choose from a variety of options 
as to which content to present as well as how the grammar for each adverse event is 
written within the paragraphs and tabulated data belonging to each participant.  Once 
the medical writer has selected these options and modified a narrative template, 
software can generate the narratives for each participant in the trial in a matter of 
seconds.  
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REQUIREMENTS 

ICHE3:  Structure and Content of Clinical Study Reports  
 
Clinical Data Interchange Standards Consortium (CDISC) implementation 
guidelines  
 SDTM:  Submission Data Tabulation Model 
 ADAM:  Analysis Data Model 
 
Study Data Technical Conformance Guide from the Food and Drug 
Administration (FDA)  



 
C op yr i g h t  ©  2018 ,  SAS Ins t i t u te  Inc .  A l l  r i g h ts  r eser v ed .  

ICHE3 GUIDELINES 

The nature and intensity of event 
the clinical course leading up to event, with an indication of timing relevant to 
test drug/investigational product administration 
relevant laboratory measurements 
whether the drug was stopped, and when 
countermeasures 
post-mortem findings 
investigator's opinion on causality and sponsor's opinion on causality, if 
appropriate 
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ICHE3 GUIDELINES 

patient identifier 
age and sex of patient; general clinical condition of patient, if appropriate 
disease being treated (if this is the same for all patients, this information is not 
required) with duration (of current episode) of illness 
relevant concomitant/previous illnesses with details of occurrence/duration 
relevant concomitant/previous medication with details of dosage 
test drug administered, including dose, if this varied among patients, and length 
of time administered 
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NARRATIVE 
SECTIONS OF 
THE CLINICAL 
STUDY REPORT 

15.0 Participants with AEs table 
15.1 TEAE with a fatal outcome 
15.2 Serious TEAE 
15.3 TEAE leading to study drug discontinuation 
15.4 TEAE of special interest 
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SUMMARIES 
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NARRATIVE 
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TABLES 

Participant Number 001 
Arm Treatment A 
Diagnosis Prostate cancer 
Age 46 year old 
Sex male 
Race white 

Event Type Preferred Term Toxicity Grade Relative 
Study Day 

Serious TEAE dyspnoea 3 53 
Serious TEAE pleural effusion 2 64 
TEAE with a fatal outcome dyspnoea 4 88 
TEAE with a fatal outcome hypoxia 4 88 
TEAE with a fatal outcome respiratory failure 4 88 

Medical History aortic stenosis, arthritis, solid tumor, and gastrooesophageal reflux disease 

Baseline Disease 
Characteristics 

Histopathology: None  
Current Stage: None  
MYC rearrangement status: None 

Oncology Treatment History Prior systemic therapy: None  
Number of prior regimens: None  
Prior radiotherapy: None  
Prior surgery: None 

Prior Medications None 
Concomitant Medications colecalciferol*, guaifenesin* 
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DEMOGRAPHICS 
TABLE 

Participant Number $SUBJID = 001 

Arm $TRT01A = Treatment A 

Diagnosis $MHTERM when $MHCAT=“CANCER HISTORY” = 
prostate cancer 

Age $AGE = 46 

Sex $SEX = male 

Race $RACE = caucasian 
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EVENTS TABLE 

Event Type Preferred Term Toxicity 
Grade 

Relative 
Study 
Day 

TEAE leading to study 
drug discontinuation  

$AEDECOD = “dyspnea” $AETOXGR 
= “3” 

$AESTDY 
= 2 

Serious TEAE $AEDECOD = “hypoxia” $AETOXGR 
= “3” 

$AESTDY 
= 4 

AE of Special Interest $AEDECOD = “pleural 
effusion” 

$AETOXGR 
= “2” 

$AESTDY 
= 7 

TEAE with a fatal 
outcome 

$AEDECOD = “cardiac 
arrest” 

$AETOXGR 
= “4” 

$AESTDY 
= 10 

TEAE with a fatal 
outcome 

$AEDECOD = “respiratory 
failure” 

$AETOXGR  
= “4” 

$AESTDY 
= 10 
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MEDICAL HISTORY 
TABLES 
 Medical History $MHDECOD when $MHCAT = “GENERAL 

MEDICAL HISTORY” 

Baseline Disease 
Characteristics 

Histopathology:  $FATEST, $FASCAT, $FAORRES  
Current Stage: $FATEST, $FASCAT, $FAORRES  
MYC rearrangement status: $FATEST, $FASCAT, 
$FAORRES 

Oncology Treatment 
History 

Prior systemic therapy: $CMDECOD when 
$CMCAT=“PRIOR THERAPY”  
Number of prior regimens: None  
Prior radiotherapy: $CMDECOD when 
$CMCAT=“PRIOR RADIOTHERAPY”  
Prior surgery: $CMDECOD when 
$CMCAT=“PRIOR SURGERY” 

Prior Medications $CMDECOD when $CMCAT = “PRIOR” 
Concomitant 
Medications 

$CMDECOD when $CMCAT = “CONCOMITANT 
MEDICATION” 
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PARAGRAPHS 

Participant $SUBJID first received $EXDOSE when $EXSTDY = “1” of $TRTXXA on $EXSTDY, as 
participant of the $TRTXXA, and ended dosing with $EXDOSE when $EXSTDY is the last day of 
treatment of $TRT01A on .  
 
On $AESTDY the participant experienced a $AEDECOD ( $AETOXGR ) which was considered a 
$AESER = “Y” (SAE). The event was considered serious for the following reasons: requires or prolongs 
hospitalization. On the day of the event, the participant did not take any drug. The SAE occurred 20 days 
after the first dose of any study medication. Trial medication had an action of $AEACN as a result of the 
event. Other action, unrelated to dose adjustments of study treatment, was not reported. Therapeutic 
measures administered to treat the event included $CMDECOD. No other AEs were recorded within a +/- 
3-day window around the onset of the event. The investigator considered the AE to be $AEREL to study 
medication. The event ended on $AEENDY with a final outcome of $AEOUT.  
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