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Guru Services

@ Achieve Your Goals Faster
Producing high-quality medical devices while effectively managing

quality throughout the entire product life cycle is complex and
challenging to execute. With our Guru Services, you can leverage our

@ Gain Insights into Industry

500+ years of combined in-house experience to gain clarity around Best Practices

regulatory requirements and leverage industry best practices to
confidently meet your objectives at each stage of your medical device
journey. Our Gurus have helped companies efficiently navigate medical . .
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device regulations, reduce business risk, and prepare for successful

launches and audits.
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On-Demand Guru Support Dedicated Industy Expert Project-based & Custom Services Audit-tested QMS Templates
Includes: Includes: Leverage our in-house and Library of 80+ QMS templates that
extensive partner network for... have passed FDA, ISO, & MDSAP,
« On-demand assistance « Strategically scheduled calls including:
and coaching with industry expert « System configuration & implementation
» Quality Manual
- Easy, in-app functionality - Actionable coaching and support « Design Control and Risk Review
- Management Review Template
- Expedited software support « Journey checklist and « Process Automation
resources provided by state « Project and Risk Plans

- Audit Preparation
- and many more...
- and much more...

Tap into our Global Partner Network
Leverage our distinguished network of over 200 partners offering the right expertise and services for every stage of your journey.
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rofessional Services

Enhance your team with an extension of ours for
custom-scoped engagements geared more
toward specific objectives or initiatives.

Platform:
With over 500 years of combined industry experience, our Gurus bring
deep expertise in supporting companies at every stage.

Tailored to You:

We understand that each project has its unique challenges and
opportunities. Let's work together to customize a plan that fits
your needs.

Our services are scoped by hours of work provided by a Guru and
billed as a one-time cost. Each engagement has a recommended
project length, engagement, and collaboration activities to ensure
project success. These can be further customized to your

specific needs.

"Partnering with Greenlight Guru provides you with a team
that’s on your side, who are all medical device industry pros
and understand what companies like ours go through.”

e Morris Sherwood,
X < Person Responsible for Regulatory Compliance, Zyris
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Features

System Configuration:

« Complete setup and optimization of your QMS, including user
roles and initial configurations.

Document & Training Implementation:

» End-to-end documentation setup and customized training,
covering SOP templates, document management, and
training assignments.

Design Control & Risk Management:

« Hands-on support in building and migrating design control and
risk matrices, ensuring compliance and efficiency.

Quality Process Automation:

- Implementation of advanced automation solutions, focusing on’
streamlining quality events and workflows.

Audit Preparation & Support:

- Comprehensive services for audit readiness, including follow-up
preparations and direct support during audits.

Additional Expert Services:

» A spectrum of specialized services tailored to enhance your
quality management and operational efficiency. Just ask us!

Need help in another key area of your business?
Let us know.
Between our in-house expertise and extensive partner network we

can ensure we get you set up with the right expertise to keep your
team moving.
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SOP Template Library

AVAILABLE TEMPLATES:
Streamline the Setup of Your Quality ! auatty Mane
SOP-01 Document and Change Management Procedure
M a na gement SyStem SOP-02 Management Responsibility and Review Procedure
FRM-02-01 Management Review Minutes Form
We've created 70+ audit-tested procedures’ work iI’]StI’UCtiOI’]S, SOP-03 Design and Development Procedure (Hardware and Software)
and forms to save you time during implementation and put your WI-03-02* CE Mark Technical Documentation Work Instruction
team at ease during audits. FRM-03-01 Project Plan Form (Hardware and Software)
. Save time in QMS implementation and establishing a quality manual. FRM-03-02"  EUMDR Declaration of Conformity Form
FRM-03-03* GSPR EU IVDR Checklist Form
- Reduce compliance risk by ensuring proper documentation in the FRM-03-03* GSPR EU MDR Checklist Form
face of an audit. FRM-03-04 Test Protocol Form
- Avoid later rework in updating core documents for the quality system. e S
SOP-04 Risk Management Procedure
INCLUDED WITH SUBSCRIPTION: FRM-04-01 Risk Management Plan Form (Hardware and Software)
Project implementation plans and applicable work instructions are included with FRM-04-02 Risk Management Report Form
your software subscription. SOP-05 Supplier Evaluation Procedure
IMP-001 Implementation Plan (New QMS) FRM-05-01 Approved Supplier List Form
IMP-001-A1 Execution Spreadsheet (New QMS) FRM-05-02 Supplier Survey Form
IMP-001 Implementation Plan (Legacy QMS) FRM-05-03 Supplier Assessment Form
IMP-001-A1 Execution Spreadsheet (Legacy QMS) SOP-06 Purchasing Procedure
GG-1Q-001 Greenlight Guru Installation Qualification FRM-06-01 Purchase Order Form
GG-VAL-001 Greenlight Guru Validation Test Report SOP-07 Receiving and Incoming Inspection Procedure
WI-01 Document and Change Management Work Instruction FRM-07-01 Incoming Inspection Form
Wi-21 Training Management Work Instruction SOP-08 Customer Orders Procedure
WI-03-01 Design and Development Work Instruction SOP-09 Device Master Record Procedure
WI-04 Risk Management Work Instruction FRM-09-01 Device Master Record Index Form
WI-11 Corrective and Preventive Action Work Instruction SOP-10 Control of Nonconformances Procedure
WI-22 Audit Work Instruction FRM-10-01* Nonconformance Report Form
WI-10 Control of Nonconformances Work Instruction SOP-11 Corrective and Preventive Action Procedure
WI-13 Customer Feedback Work Instruction FRM-11-01* CAPA Report Form
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AVAILABLE TEMPLATES (CONTINUED):

SOP-12
SOP-13
FRM-13-01
SOP-14
FRM-14-01
SOP-15
SOP-16
FRM-16-01
SOP-17
FRM-17-01
SOP-18
FRM-18-01
FRM-18-02
SOP-19
SOP-20
SOP-21
FRM-21-01
FRM-21-02
FRM-21-03
FRM-21-04
SOP-22
FRM-22-01
FRM-22-02
FRM-22-03
FRM-22-04
SOP-23*
FRM-23-01*
FRM-23-02*
FRM-23-03*
FRM-23-04*

Work Environment Procedure
Customer Feedback Procedure
Customer Feedback Form

Adverse Event Reporting Procedure
Adverse Event Determination Form
Reporting Corrections and Removals Procedure
Master Validation Procedure

Master Validation Plan Form

Rework Procedure

Rework Protocol Form

Preventive Maintenance Procedure
Production Equipment List Form
Preventive Maintenance Log Form
Calibration Procedure

Analysis of Data Procedure

Training Management Procedure
Roles and Responsibilities Form
Training Requirements Matrix Form
Training Record Form

Quiz Template Form

Internal and Supplier Audit Procedure
Audit Schedule Template

Audit Plan Form

Audit Checklist Form

Audit Report Form

Post-Market Surveillance Procedure
Post-Market Surveillance Plan Form
Post-Market Surveillance Report Form
Periodic Safety Report Form

Post-Market Clinical/Performance Follow-Up
Plan Form

FRM-23-05* Post-Market Clinical/Performance Follow-Up
Report Form

SOP-24 Labeling, Identification, and Traceability Procedure

SOP-25* Strategy for Regulatory Compliance Procedure

FRM-25-01* Regulatory Compliance Summary Template Form

SOP-26* Clinical Evaluation Procedure

FRM-26-01* Clinical Evaluation Plan Form

FRM-26-02* Clinical Evaluation Report Form

SOP-27 Installation and Servicing Procedure

SOP-28 Handling, Storage, and Distribution Procedure

SOP-29 Regulatory Audits Procedure

JD-XXX* Job Description - Person Responsible for
Regulatory Compliance

SOFTWARE:

SW-SOP-01 Software Development Procedure

SW-FRM-01-01  Software Development Plan Form

SW-FRM-01-02  User/ Software Requirements Specification Form

SW-FRM-01-03  User Interface Wireframes Form

SW-FRM-01-04  Software Configuration Management Plan Form

SW-FRM-01-05  Software Architectural Design Form

SW-FRM-01-06  Software Design Specification Form

SW-FRM-01-07  Software Deployment Plan Form

SW-FRM-01-08 SOUP Documentation Hazard Analysis Form

SW-FRM-01-09  Maintenance Release Plan Form

SW-FRM-01-10  Deployment Plan Form

SW-FRM-01-11 Verification and Test Plan Form

SW-FRM-01-12  Software Release Test Report Form

SW-FRM-01-13  System Update Communication Form

SW-FRM-01-14 Final Design Review Minutes Form

SW-FRM-01-15 Release Approval Form

SW-FRM-01-16
SW-FRM-01-17
SW-FRM-01-18
SW-SOP-02
SW-FRM-02-01
SW-FRM-02-02
SW-SOP-03
SW-SOP-04
SW-FRM-04-01
SW-FRM-04-02
SW-FRM-04-03
SW-FRM-04-04
SW-SOP-05

SW-SOP-06

SW-FRM-06-01
SW-FRM-06-02
SW-FRM-06-03
SW-FRM-06-04
SW-FRM-06-05

Software Description Form

Software Version History Form

Unresolved Software Anomalies Form
Software Safety Classification Procedure
Software Documentation Level Evaluation Form
Software Safety Classification Matrix Form
Software Risk Management Procedure
Software Verification and Validation Procedure
Software Verification Plan Form

Software Validation Master Plan Form
Software System Test Case Form

Software Validation Report Form

Software Change Management Procedure

Software Security Vulnerability Management
Procedure

Software Cybersecurity Management Plan Form
Software Cybersecurity Report Form

Threat Modeling and Analysis Form
Cybersecurity Risk Assessment Form

Software Bill of Materials Form





