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Our Mission
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At SOJAR, we provide comprehensive pharmacovigilance services to help pharma, 
biopharma and CROs to support and streamline their challenges, strengthen work 
efficiency and improve quality with on time delivery. We support to achieve 100% 
regulatory compliance, process efficiency with our cost-effective PV solutions.

We also have flexible and customized operational model utilizing experience, 
knowledgeable and well-trained global PV associates allows us to deliver even on 
the toughest challenges.

We have strong QMS (Quality Management System) and business continuity plan to 
deliver the uninterrupted quality services to all our clients.



Our service offerings
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PV System and 
SOP’s 

implementation

Pharmacovigilance 
System Master File 

(PSMF)

ICSR end to end 
case processing

ICSR Collection 
services 24/7

Aggregate 
Reporting

Local Literature 
search

Global Literature 
search

Regulatory 
Intelligence in PV SDEA Services

Medical 
information and 

call center (MICC)

Medical Device 
Service Support

Regulatory 
Intelligence Signal Detection



Technology & ToolsI @
 2025 Sojar
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SAFETY DATABASES: 
ARGUS, ARISG, PV.APP, 

CLINEVO

LITERATURE DATABASES: 
EMBASE, PUBMED

WORKFLOW & QUALITY 
TOOLS: MICROSOFT 365, 

ONEQMS, HRMS

COMPLIANT WITH GLOBAL 
PV REGULATIONS: EMA, 

FDA, MHRA, PMDA



Medical Writing
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Medical Device 
Report (MDR) 

Procedure

PSUR (Periodic 
Update Safety 

Report)

PBRER (Periodic 
Benefit Risk 

Evaluation Report)

PADER (Periodic 
Adverse Drug 

Experience 
Report)

DSUR 
(Development 
Safety Update 

Report)

ADCO (Addendum 
of clinical 
overview)

RMP (Risk 
Management 

Plan)

SSR (Safety 
summary report)

Product quality 
complaint reports

Post marketing 
surveillance 

reports

HHE (Health 
Hazard 

Evaluations) 
reports



Other Pharmacovigilance Services at Sojar..
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Qualified 
Person for PV 

(QPPV)

Local Person for 
PV (LPPV)

Reconciliation 
of partner 

cases

XEVMPD 
management

Regulatory 
letter/queries 

responses

Signal 
Management

Audit and 
inspection 
readiness 
support



Compliance & Standards

I @ 2025 Sojar 7

- ICH E2E 
Guidelines

- Good 
Pharmacovigilance 

Practices (GVP)

- GDPR, HIPAA for 
data privacy

- 21 CFR Part 11 
compliance

- Adherence to 
local and 

international 
regulations



Why 
Choose 

Sojar?

Deep expertise in 
Pharmacovigilance

Flexible and scalable service 
delivery

Robust quality control systems

Experienced team with global 
exposure

Commitment to innovation and 
patient safety



Let’s Make Something 
Awesome Together!!
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