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Patient Profile Graphs

Patient Narrative is a document that describes the clinical experience of a subject in a clinical trial. It is required to be included as part of Clinical Study Report (CSR) for the regulatory agency as per International Conference on Harmonization
(ICH) E3 guidelines. Patient Narrative is triggered by significant events that happened to a subject in a trial such as serious adverse event, death or event of special interest. The process of creating Patient Narrative can be automated to
generate patient-level listings as well as graphs to provide useful insights. The paper integrates listings and graphs in an easy to use HTML dashboard-style layout.

Patient Narrative Table of Contents

The below dashboard in HTML format gives a summary of patients meeting the necessary event 
criteria to be considered for Patient Narrative. Key hyperlinks generated are explained below:

▪ Link #1 creates individual patient-level safety and efficacy graphs
▪ Link #2 creates a Table of Content to be included in Patient Narrative document
▪ Link #3 creates a detailed patient listing in RTF format which can included in CSR 

Patient Narrative RTF Listing
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CONCLUSION:

The paper presented a graphical approach to
Patient Narrative to provide additional insight
which can aid in more robust narrative. Users are
encouraged to use the templates provided here to
develop custom templates meeting their
individual study needs

PROGRAMMING NOTE:

Dynamic hyperlinks can be created from a dataset as:

data out;

set in; 

subjlink= strip(usubjid)||'_Plots.html’;    

* - USUBJID holds Subject ID like ABC-1001; 

link = '<a’  

||compress('href="'||subjlink||'">') 

||strip(usubjid) ||'</a>'; 

run; 

ods html style=default path="&path\" 

(url=none) body='TOC.html’; 

proc report data= out; 

<..... lines of code ..... > 

define link / display 'Subject ID'; 

▪ Contact the author at: asrivastva@exelixis.com
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