Narrative
Standard Operating Procedure
	Process Owner
	Narrative Writer / Safety Reviewer

	Cases Observed
	550

	Events Analyzed
	2,211

	Median Cycle Time
	8.7 minutes

	Confidence Band
	100% High / Medium-High



Generated by Pyze Execution Intelligence from a 19-day pilot. Every metric in this document is derived from real production events. See the Case Evidence column on each step for auditable case IDs.
1. Purpose
Draft the structured clinical narrative that summarizes the case for regulatory submission. Requires synthesizing intake, assessment, and supporting documents into ICH-compliant narrative form.
2. Regulatory Context
Narrative content is the primary artifact regulators read when evaluating a case. Governed by ICH E2B(R3) and subject to strict compliance review.
3. Standard Flow
The numbered steps below reflect the most commonly observed sequence. Each step includes the specific DOM elements interacted with, captured by Pyze's in-application JavaScript instrumentation — not screenshot coordinates.
Step 1. Open Narrative Section
Application: None    Frequency: 764 observations    Cases: 319    Analysts: 14    Median duration: 24.0s    Confidence: 100%
Step 2. Select Narrative
Application: None    Frequency: 595 observations    Cases: 318    Analysts: 14    Median duration: 28.0s    Confidence: 100%
Step 3. Open Narrative Document
Application: None    Frequency: 318 observations    Cases: 143    Analysts: 8    Median duration: 96.0s    Confidence: 100%
Step 4. Generate Narrative from Outline
Application: None    Frequency: 63 observations    Cases: 55    Analysts: 9    Median duration: 32.0s    Confidence: 100%
Step 5. View Narrative
Application: None    Frequency: 62 observations    Cases: 56    Analysts: 10    Median duration: 60.0s    Confidence: 100%
4. Observed Path Variants
The following activity transitions were observed. Frequency is the share of all step-to-step transitions in this stage.
	Rank
	Transition
	Cases
	Share

	1
	Open Narrative Section → Open Narrative Section
	101
	28.0%

	2
	Open Narrative Section → Open Narrative Document
	94
	24.5%

	3
	Select Narrative → Select Narrative
	103
	23.4%

	4
	Open Narrative Document → Open Narrative Section
	82
	18.7%

	5
	Select Narrative → Open Narrative Document
	45
	5.5%


5. Applications Footprint
Distribution of work across applications during this stage.
	Application
	Events
	Cases
	Avg dwell
	Total minutes

	Veeva Safety
	2,211
	550
	0.56s
	20.6




Revision & Approval
	Version
	Date
	Author
	Description

	1.0
	Auto-generated
	Pyze Execution Intelligence
	Initial generation from pilot data



This document is a living SOP. It is regenerated from production observation and the Pyze platform flags drift when observed behavior diverges from the published procedure. Connect to Veeva QualityDocs or Confluence from the web interface to keep the published version in sync.




