
REGULATORY INTELLIGENCE DATA SHEET

THE COST OF THE STATUS QUO

Disconnected impact assessments and ownership

Manual trackers and fragmented follow-up

Weak audit trail and inspection readiness gaps

Missed or delayed local regulatory updates

WHY HALOPV

beyond passive monitoring change connects to impact assessment, ownership, workflow execution,
health authority tracking and inspection-ready evidence in one governed platform.

Global regulatory requirements
repository

Single source of truth for country-
specific PV requirements and

guidance.

Local variation and market-level
tracking

See how each health authority's
rules diverge, market by market.

Impact assessment workflows

Assess and route the effect of
every change on SOPs, timelines

and products.

Core HaloPV Regulatory Intelligence capabilities

Submission & HA communication
tracking

Track submission volumes and
health authority correspondence

in one place.

Ownership, tasks & decision
traceability

Assign clear owners and preserve
a complete decision trail.

Compliance dashboards & audit
readiness

Configurable compliance visibility
across obligations, ownership,

status and progress.

Faster response to regulatory change

Stronger inspection readiness

Clearer accountability across global and local teams

Turn regulatory complexity into operational confidence
A governed platform that turns global regulatory change into audit-ready action for PV,
Regulatory Affairs and Compliance teams.

Regulatory intelligence is not just about monitoring change, it is about converting change into governed action. Health
authorities worldwide continuously revise reporting rules, timelines and expectations, and every market interprets them
differently.

HaloPV Regulatory Intelligence connects each change to impact assessment, ownership, workflow and audit-ready evidence,
replacing fragmented tools and manual tracking with a single governed system of record.
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BUSINESS OUTCOMES

Improved visibility of obligations, status and risk

Reduced manual tracking effort

Better governance of safety-related regulatory decisions



Stay informed Understand impact Drive action Demonstrate compliance

Signal detection &
management

Risk Management Plans
PSMF & governance

requirements

Country-specific reporting
rules

Local QPPV / Safety
Responsible Person

Market-level obligation
tracking

Submission tracking
HA correspondence &

response management
Timelines & deliverables

Transparency requirement
tracking

Full audit trail of 
changes & actions

Inspection-ready
documentation

Risk management & 
signal governance

Local market variations

HA communication & submissions

Transparency, compliance & 
audit evidence

ICSR requirements Medical device reporting Local reporting obligations

PSUR/DUR requirements Renewal documentation Periodic device reporting

Safety Reporting Requirements

Aggregate Reporting Requirements
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Stop Managing Regulatory Change. 
Start Governing It.

HaloPV Regulatory Intelligence moves pharmaceutical and life-sciences organizations beyond fragmented tools and
disconnected workflows to a centralized, integrated, and inspection-ready approach.

Transforming regulatory complexity into operational confidence.

COVERAGE & SCALE

Built for the Reality of Global Pharmacovigilance

Industry-aligned, pre-configured coverage across the regulatory domains that matter most, organized for fast reference, not
buried in detail.

Built for the Reality of Global Pharmacovigilance

PV Operations

QPPV Office

Regulatory Affairs

Compliance

Safety Systems

Local Safety Teams
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