


Digital Quality & Compliance Services 

Astrix’s Digital Quality and Compliance service offerings cover key strategic, technical, and 
operaƟonal areas of your organizaƟon to opƟmize efficiencies and reduce regulatory and 
compliance risk. In partnership with you, our group of industry experts provide a nimble 
approach to overcoming your quality challenges. We bring our insights, best pracƟces, and 
soluƟon delivery across product and process lifecycle to ensure your compliance needs are met.

Digital Quality & Compliance Services - Overview

 QMS Managed Services
 QMS Outsourcing
 ValidaƟon as a Service

 Strategy & Roadmap
 Framework & OperaƟng Model
 Assessment & Technology TransformaƟon
 QMS ImplementaƟon
 AnalyƟcs

 Supplier / Vendor Quality Management
 Systems Periodic Reviews / Audits
 Audit Planning & ExecuƟon
 Regulatory Response & RemediaƟon
 TransacƟon Services

 Product / ApplicaƟon ValidaƟon
 Product QualificaƟon
 Digital ValidaƟon

Audit, Transaction & Remediation Enterprise Digital Quality Services

Shared Services Validation & Assurance
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Enterprise Digital Quality Services 

OrganizaƟons are pushing the boundaries of science and innovaƟon in order to develop new 
products. Technology within the organizaƟon, including Quality, needs to transiƟon from a 
digital transformaƟon being a strategic iniƟaƟve to a strategic imperaƟve. 

Quality organizaƟons recognize the need to transform, however, their evoluƟon has been 
encumbered by:
• a lack of willingness to embrace new capabiliƟes
• disparate and fragmented tradiƟonal quality systems
•• deficient data and governance methodologies and frameworks
• a lack of alignment across highly siloed organizaƟonal constructs 

OOrganizaƟons will need to evaluate their current quality systems strategy and take bold steps to 
align with digital quality for a future that will make them mature and robust. Our EDQS services 
help your Quality and compliance organizaƟon with an end-to-end digital quality strategy. We 
help you realize your digital quality strategy by implemenƟng “fit for purpose” and pracƟcal 
quality management ecosystems. This assists you in meeƟng your objecƟves relaƟve to 
customer saƟsfacƟon, providing conƟnuous improvement, and influencing a posiƟve “culture of 
quality”. Our industry experts can help modernize your quality systems and unlock their value 
and poand potenƟal by defining a strategy and through implementaƟon support. We aim to deliver a 
digital, data driven, and fully seamless experience to our clients.

Benefit

Strategy & Roadmap
• Quality Vision &              
 Strategy

• IdenƟfy key business    
 levers that will enable   
 compliance and drive   
 innovaƟon

Benefit

• Framework & OperaƟng  
 Model Design 

 
• IdenƟfy and opƟmize   
 your ability to create    
 and deliver value 

Framework & OperaƟng 
Model

• Quality IntegraƟon Strategy  
• QMS IntegraƟon  
• QMS Assessment &        
 TransformaƟon Strategy
• Quality AutomaƟon

•• OpƟmize business processes to  
 improve operaƟonal efficiency,  
 Ɵme to market and ROI

Benefit

Assessment & Technology 
TransformaƟon

• QMS ImplementaƟon

  
•• Maximize your business  
 value through       
 enablement of leading  
 Digital Quality       
 technologies

QMS ImplementaƟon

• Quality AnalyƟcs       
 Strategy  
• Quality AnalyƟcs       
 ImplementaƟon

•• IdenƟfy and analyze     
 key business         
 performance indicators   
 that will enable       
 conƟnuous improvement

AnalyƟcs

Benefit

Benefit
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Enterprise Digital Quality Services Details 

Quality AutomaƟon Define and assess Quality 
AutomaƟon

Area

QMS IntegraƟon  

QMS Assessment & 
TransformaƟon 
Strategy

Define the QMS Assessment & 
TransformaƟon framework to 
drive compliance

• QMS assessments/audits
• QMS TransformaƟon Approach
• QMS TransformaƟon Roadmap including high-
 level Ɵmelines, milestones, and effort esƟmates

Quality Support for QMS 
IntegraƟon Efforts  

• QMS gap assessment 
• QMS IntegraƟon Approach  
• QMS IntegraƟon Roadmap including          
 high-level Ɵmelines, milestones, and effort 
 esƟmates 
• QMS/Quality Data MigraƟon

Services DescripƟon Output

Quality IntegraƟon
Strategy

Strategy & 
Roadmap vra 

Framework & 
OperaƟng Model

Framework & OperaƟng 
Model Design

Design & Support 
ImplementaƟon of Quality 
Framework & OperaƟng Model

• OperaƟng Model component definiƟon
• Quality funcƟon framework elements

Quality Vision & 
Strategy 

Define the Quality Vision & 
Strategy to establish & drive 
compliance

• Quality Vision (policies, procedures, standards)   
 structure
• Quality Strategy Roadmap including high-level    
 Ɵmelines, milestones, and effort esƟmates

Assessment & 
Technology 
TransformaƟon

Define the IntegraƟon & 
HarmonizaƟon Strategy for 
Quality Systems 

• QMS evaluaƟon
• QMS IntegraƟon & HarmonizaƟon Roadmap    
 including high-level Ɵmelines, milestones, and   
 effort esƟmates

• QMS ImplementaƟon Approach including     
 high-level Ɵmelines, milestones, and effort    
 esƟmates
• QMS high-level architecture and design support
• ValidaƟon ExecuƟon and DocumentaƟon (IQ,   
 OQ, PQ)
•• Authoring QMS Policies, Procedures, Work    
 InstrucƟons, KPI/Metric reports
• QMS/Quality Data MigraƟon
• End User Training

AnalyƟcs

Quality AnalyƟcs 
Strategy

Define the Quality AnalyƟcs 
framework

• Quality KPIs/Metrics structure and definiƟons
• Quality KPIs/Metrics establishment Roadmap
• Data Modeling consideraƟons for Quality
• AnalyƟcs Governance model

Quality AnalyƟcs 
ImplementaƟon 

Quality Support for Quality 
KPIs and Metrics 

• Quality KPIs/Metrics establishment
• Authoring Quality KPIs/Metrics reports
• Implement AnalyƟcs Data models/Governance

• Quality automaƟon evaluaƟon 
• Quality automaƟon Roadmap including high-level   
 Ɵmelines, milestones, and effort esƟmates

QMS 
ImplementaƟon

QMS 
ImplementaƟon

Quality Support for QMS 
ImplementaƟon (including 
eQMS)

Quality and Compliance CapabiliƟes for Every Quality SituaƟon

When you choose to work with us, you’ll be working with an advisor that is well-prepared to 
provide a consistent level of service. Here’s a look at how we help clients in each quality situaƟon.
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Audit, TransacƟons, & RemediaƟon Services

As soluƟons and technologies evolve across the industry, it is criƟcal to conƟnually evaluate, idenƟfy, and 
implement improvements to the applicaƟons, systems, and plaƞorms uƟlized in business operaƟons.  The 
establishment and execuƟon of a robust and comprehensive audit program ensures that the applicaƟons, 
systems, and plaƞorms uƟlized are performing as expected and in compliance with established guidelines, 
standards, and regulaƟons. Other sources that may idenƟfy performance / non-compliance issues and 
improvements are Regulatory audits/inspecƟons and merger and acquisiƟon acƟviƟes.  If an applicaƟon, system, 
or plor plaƞorm is not performing as expected, or a non - compliance with established guidelines, standards, and 
regulaƟons is detected, remediaƟon acƟon is required.  RemediaƟon acƟons are crucial to ensuring that 
idenƟfied performance discrepancies and non-compliances are resolved and bring the applicaƟons, systems or 
plaƞorms to the desired performance and compliance level.

Astrix quality experts have the understanding and in-depth regulatory experience with various industry soluƟons 
and plaƞorms to define and execute an opƟmized audit strategy and assist with responses to Regulatory audits 
and remediaƟon efforts.  We provide value to our clients by:

• IncorporaƟng proacƟve risk management into the process by leveraging appropriate technologies.
• Establish risk-based supplier/vendor quality programs.
• Plan and execute periodic audits/reviews, internal audits, pre- and post-implementaƟon audits,                
 supplier/vendor audits/qualificaƟons
• Provide insights and responses to regulatory audit nonconformiƟes and remediaƟon situaƟons

• Quality Manual
• Document Control
• Quality System Review
• Change Management 
• CAPA
• DeviaƟon Management
•• Risk Management
• GDP 
• Onboarding & Training

• M&A Capability, Process,   
 and Playbook
• Digital Health Assessments
• IntegraƟon/RemediaƟon   
 Plans & ExecuƟon
• DivesƟture Assessments &  
 Plans 

• RegulaƟon & Standard    
 Gap Assessments
• Systems Assessment
• RemediaƟon Plans &    
 ExecuƟon
• Response WriƟng

• ProacƟve Supplier Risk     
 Management
• Supplier Assessment       
 Framework
• DigiƟzaƟon of Audit Process

Quality Management

Product Lifecycle Management

TransacƟons

Regulatory Response & 
RemediaƟon

Supplier Quality Management

• Release Management
• ConfiguraƟon Management
• Coding Standards
• VerificaƟon & ValidaƟon 
• Defect Management
• Product Support
•• End-user Training
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Area Services DescripƟon Output

Audit, TransacƟons & RemediaƟon Details

Quality and Compliance CapabiliƟes for every Audit, TransacƟon and RemediaƟon SituaƟon

When you choose to work with us, you’ll be working with an advisor that is well-prepared to provide 
a consistent level of service. Here’s a look at how we help clients in each situaƟon

PQMS Review Define approach for PQMS 
assessment 

Quality Audits   

QMS Assessment Assess QMS maturity level for 
the organizaƟon

Define the approach and 
execute to assess the company's 
Quality organizaƟon, Product, 
Process, ApplicaƟons, and 
Capability maturity  

• QMS, GxP, CSV, and Data Integrity Assessments  
 including high-level Ɵmelines, milestones, and   
 effort esƟmates for ApplicaƟons and Digital    
 Assets 
• QMS/Controls (policies, procedures, standards)  
 review framework
•• Comprehensive or Focused QMS         
 Product/Process compliance audit

Periodic Reviews/Audits

Supplier/Vendor 
Quality Management 
vra 

Systems Periodic 
Reviews/Audits

Supplier/Vendor Quality 
Review/Audits

Define approach for 
Supplier/Vendor qualificaƟons 
/audits  Perform 
Supplier/Vendor 

• Supplier/Vendor qualificaƟon process gap       
 assessment
• Supplier/Vendor qualificaƟon report
• Supplier/Vendor audit report

Supplier/Vendor Risk 
Program Review

Define approach for 
establishment of 
supplier/vendor risk program 

• Supplier/Vendor risk program assessment
• Supplier/Vendor risk program Roadmap including  
 high-level Ɵmelines, milestones, and effort     
 esƟmates

Audit Planning 
& ExecuƟon

Perform Periodic review for 
ApplicaƟons & Systems

• Periodic review/audit summary report

• PQMS gap assessment for ApplicaƟons and     
 Digital Assets 
• Comprehensive or Focused PQMS compliance   
 assessment
• PQMS roadmap including high-level Ɵmelines,   
 milestones, and effort esƟmates 

IT Quality Due 
Diligence

Target Company Profiling, 
Planning, & ExecuƟon

• Compliance profile for target companies that    
 accounts for known IT Quality related risks
• GxP, CSV and Data Integrity Assessments for     
 ApplicaƟons and Digital Assets 
•• Assessment framework for Infrastructure and    
 Database, QMS/Controls, Digital Health       
 applicaƟons, Supplier QualificaƟon Management,  
 & IT Quality OrganizaƟon Capability
• Controls (policies, procedures, standards) review  
 framework

• QMS Gap Assessment
• QMS/Product/Process compliance roadmap,   
 including high-level Ɵmelines, milestones, and   
 effort esƟmates

TransacƟon Services

M&A Strategy & Risk 
Framework (IT Quality)

Define & Implement M&A risk 
framework (For IT Quality risks 
and controls)

• M&A Capability and Process setup 
• OrganizaƟon Capability Assessment
• M&A IT Quality Playbook
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IntegraƟon 

DivesƟture 

IdenƟfy impact of DivesƟture on 
quality organizaƟon including 
Readiness Assessment and 
Approach for Migrate and 
Eliminate applicaƟons conveyed 
as part of DivesƟture 
qualificaƟons/audits

• IT ApplicaƟon Inventory with DisposiƟon of      
 acquired company's applicaƟons
• Infrastructure, Data and ApplicaƟon MigraƟon
• IQ (Infrastructure and ApplicaƟon) verificaƟon 

IT Quality 
RemediaƟon

RemediaƟon Planning, 
Ɵmelines, effort esƟmates

• IT Quality RemediaƟon Approach including     
 high-level Ɵmelines, milestones, and effort     
 esƟmates
• Quality Agreements and Bridging Documents
• GxP Assessment 
• CSV RemediaƟon for Infrastructure, ApplicaƟons   
 and Digital Assets
•• Data Integrity RemediaƟon
• Authoring as Service (SDLC ArƟfacts)

Regulatory Response 
& RemediaƟon

Define IT IntegraƟon Approach 
& Process for IT Quality 
including Planning, ExecuƟon 
VerificaƟon

• New Company Readiness Assessment (including  
 QMS, Infrastructure readiness, and To-be     
 OrganizaƟon readiness and planning)
•• Readiness Plan (including applicaƟon       
 divesƟture, acquisiƟon and support for GxP    
 supplier management negoƟaƟon) while     
 enabling accelerated TSA (transacƟon service   
 agreement) exit
• To-Be IT Quality GxP applicaƟon and data     
 mapping

QMS RemediaƟon 
Planning

RemediaƟon Planning, 
Ɵmelines, effort esƟmates

• QMS RemediaƟon Approach including      
 high-level Ɵmelines, milestones, and effort    
 esƟmates 
• QMS RemediaƟon Roadmap

TransacƟon Services

Regulatory 
Response

Develop Responses to 
Regulatory Changes or 
Regulatory Deficiencies / 
Findings

• Regulatory Gap Assessment (Product, Process,   
 System)
• Regulatory Deficiency Review
• Regulatory Responses including high-level     
 Ɵmelines, milestones, and effort esƟmates
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ValidaƟon & Assurance Services 

As the advancement and uƟlizaƟon of computer soluƟons and technologies in regulated industry evolves, it is 
criƟcal that GxP systems are validated and verified. This ensures that the systems are compliant with applicable 
regulatory standards, regulaƟons, internal company policies and procedures, and industry best pracƟces.  The 
implementaƟon of an effecƟve ValidaƟon program allows for a standardized approach to your systems needs and 
provides confidence that the GxP systems are compliant, funcƟoning as expected, and audit ready.  

AAstrix experts have extensive experience and knowledge of various computer soluƟons and technologies to help 
you implement, validate, verify, and improve your computer systems.  We work with our client teams to: 

• Provide validaƟon system improvement insights for GxP systems
• Assist with validaƟon of GxP systems 
• Author ValidaƟon documents including plans, protocols, test scripts, reports, policies, and procedures

• Policies & Procedures
• ValidaƟon Approach
• ValidaƟon Plans,      
 Protocols, & Reports 
• ValidaƟon ExecuƟon

• Data Integrity Assessments
• Data Controls Assessment
• Data Audits

• SLDC Methodology (Agile /  
 Waterfall)
• Sprint Backlog (Agile)
• User Requirements      
 SpecificaƟon
• FuncƟonal Requirements   
 SpecificaƟon
•• Technical Requirements    
 SpecificaƟon
• FuncƟonal Risk Assessment
• TesƟng (Test Plan, Test     
 Script, Test Report)ValidaƟon

Data Integrity

SDLC (Policies/Work 
InstrucƟons & Requirements 
Review) 

IT Quality (CSV) - Work InstrucƟons
 & Deliverables
• System Impact Assessment
• ValidaƟon Risk Assessments
• ValidaƟon Plan        
• ValidaƟon Report
• IQ, OQ, and PQ Scripts 
 and Results
•• Traceability Matrix
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ValidaƟon & Assurance Details 

Quality and Compliance CapabiliƟes for every ValidaƟon & Assurance SituaƟon

When you choose to work with us, you’ll be working with an advisor that is well-prepared to 
provide a consistent approach and experience to the validaƟon of systems across the Enterprise.  
Here’s a look at how we help clients in each situaƟon.

QualificaƟon Support / 
Services

• Author deliverables to include policies/      
 procedures/work instrucƟons/qualificaƟon    
 plans/requirements/reports/test scripts
• Executed Test scripts/reports

Perform qualificaƟon for 
Products

ValidaƟon Support / 
Services

Product / ApplicaƟon 
ValidaƟona 

CSV Review Define the CSV methodology 
& approach

• CSV assessment for Infrastructure, ApplicaƟons  
 and Digital Assets

SDLC Review / 
Assessment 

Define the SDLC approach 
and process 

• SDLC Gap Assessment
• SDLC compliance Assessment
• SDLC compliance roadmap including high-level   
 Ɵmelines, milestones, and effort esƟmates

Product QualificaƟon

Perform validaƟon for 
ApplicaƟons & Digital Assets 

• Author SDLC arƟfacts and deliverables to     
 include policies/procedures/work        
 instrucƟons/validaƟon plans/requirements/    
 reports/test scripts
• Executed Test scripts/validaƟon reports

Digital ValidaƟon

Define the approach for 
adopƟon of Cloud/AI/SaMD

• TransformaƟon Approach and Roadmap      
 including high-level Ɵmelines, milestones, and   
 effort esƟmates 
• CreaƟon/Revision of procedures & policies  

Perform validaƟon acƟviƟes

• Author deliverables to include policies/      
 procedures/work instrucƟons/validaƟon     
 plans/requirements/reports/test scripts
• Executed Test scripts/reports

Digital ValidaƟon

Digital TransformaƟon 
Strategy

Data Integrity Review Define and establish Data 
Integrity process

• Data Integrity assessment
• Author data integrity policies and procedures
• Data Integrity remediaƟon including plan and   
 execuƟon

Area Services DescripƟon Output
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Shared Services

The technological evoluƟon of systems, tools, and plaƞorms is transforming the way organizaƟons approach 
managing and maintaining their systems. These organizaƟons frequently encounter challenges in managing and 
maintaining their systems, primarily in finding the appropriate skilled resources, in parallel with the organizaƟon  
seeking to deliver high quality, reduced year-on-year cost, and navigate the evolving regulatory and compliance 
guidelines.  Quality organizaƟons are recognizing the value of partnering with experienced shared services 
specialists that can assist in establishing and providing  the right services to overcome these challenges. This is 
helping ohelping organizaƟons to become more efficient, highly producƟve, and to have a cost-effecƟve team. 

Astrix’s team can work with you to idenƟfy the best cost-opƟmized service model to support your quality systems.  
This will enable your employees to remain focused on criƟcal funcƟons and developing new skill sets, while 
decreasing their Ɵme spent on less strategic tasks/acƟviƟes.  We bring value to our clients by:

• Providing the right skillsets and resources based on the plaƞorm/tools/system/region
• Deploying a core set of resources that can support mulƟple applicaƟons, thus reducing the overall cost    
 of quality 
• Establishing and adhering to industry standard SLAs for delivery expectaƟons 
• OpƟmizing delivery through the appropriate uƟlizaƟon of resources (onshore / near shore / offshore)

• Governance
• Resource OpƟmizaƟon  
 (On/Near/Off-shore)
• Quality           
 Assurance/Systems
• Project Management

• Support company growth &   
 transiƟons
• Onboarding & Training

• Audits (i.e., Quality,       
 Supplier)
• QMS/CSV/SDLC Document   
 Authoring and Reviewing
• ValidaƟon & TesƟng Support

• Cost of Quality
• Risk Management
• KPIs/Metrics   
• AutomaƟon/Tools
     

Management

Org Development

Services

Delivery Focus
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