
Quality Systems Services

PROCESS DO

ESS DONE
GHT. PROCE

RIGHT. PROCE



QS.G21.0

Proprietary Notice

This document has been prepared by and contains confidential information of Protocol Link, Inc., which is provided 
for the sole purpose of permitting the recipient to evaluate the qualifications submitted herewith.  In consideration 
of receipt of this document and attachments herewith, the recipient agrees to maintain all information in 
confidence, use solely for its purpose of evaluating Protocol Link, Inc. and not reproduce or otherwise use this 
information for the benefit of any other individual or entity outside the domain and control of Protocol Link, Inc.

“Confidential” © Protocol Link, Inc.® All Rights Reserved.
www.protocollink.com



CONTENTS

24 Corporate Headquarters

4 Company Overview

PROCESS DONE RIGHT.®

8 Annual Product Reviews

9 Investigations and CAPA Management

10 Lab Investigations

12 Product Complaint Management

13 QA/QC Management

14 Quality by Design

15 Quality Management Systems

16 Quality Master Plans

17 Sampling, Inspection, and Testing

18 Stability Program Management

20 Training Programs

22 Vendor-Supplier Audits

6 Quality Systems Services



COMPANY OVERVIEW

GLOBAL SERVICES

Protocol Link offers an even balance of subject matter 

expertise and industry experience.  We are driven by providing 

the best solutions to help our clients meet their business 

goals.  With more than 900 projects completed to-date, 

representing engagements across the globe in 27 countries, 

Protocol Link has built a strong worldwide presence.  Since 

our inception in 1996, we have advised 100+ firms globally, 

ranging from start-ups to multi-national companies.

EXPERT ADVISORS

Our experienced resources, from project managers to 

subject matter experts, take the extra steps necessary to 

ensure thorough planning and execution of your projects. We 

partner with your team to implement solutions that fit your 

business needs.
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QUALITY OUTCOMES

Quality is our way of life.  It’s how we have always done business and 

is integral to our 25+ year track record of success.

Comprehensive 

Consulting 

Services

CAPABILITIES

We have subject matter expertise servicing the pharmaceutical, 

medical device/diagnostics, nutritionals, and biologics/biotech 

industries that expands through quality systems, regulatory affairs, 

compliance management, validation/qualification, business solutions, 

technical and scientific evaluations, and project management.  Our 

staff has expert capabilities in developing GMP compliant solutions 

and providing hands-on implementation. We pride ourselves in dealing 

with sensitive regulatory matters and our ability to appropriately 

comprehend measured response and remediation that are designed 

to achieve substantial and sustained compliance.

PROCESS DONE RIGHT.®

Our success depends directly upon our ability to retain your future 
business through your satisfaction with our services.  At project 
inception, we will jointly determine the performance criteria and 
deliver against those specifications throughout the project lifecycle.
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Annual Product Reviews

Investigations and CAPA Management

Lab Investigations

Product Complaint Management

QA/QC Management

Quality by Design

Quality Management Systems

Quality Master Plans

Sampling, Inspection, and Testing

Stability Program Management

Training Programs

Vendor-Supplier Audits
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We get it right.

It’s how we do business.

The right way.

For every client.

Every time.
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PROJECT SPOTLIGHT
APR Review and Remediation

OUR SERVICES

 3 Annual Product Reviews and Workflow 
Processes

 3 Data Reporting, Analysis, Trending

 3 Data Tracking, Testing, and Control 
Charts

 3 Specifications and Controls

 3 Process Improvement Remediation

 3 Management Reviews

Our Challenge

A large semi-solids pharmaceutical manufacturer requested a full-

scale assessment of its APRs for all products.

Actions

•	 Performed product-specific APR assessments for 125 different 
products

•	 Identified gaps and APR compliance issues, using a risk-based 
approach

•	 Documented and prioritized recommendations for remediation 
for client consideration

•	 Prepared product remediation protocols to address major 
gaps

Impact

•	 Gap remediation recommendations were implemented 
successfully

•	 APRs completed with robust analysis and trending to support 
subsequent annual use and review

•	 Site achieved excellent results during follow-up targeted FDA 
inspection with zero 483 observations

The Annual Product Review (APR) is a regulatory 
requirement (21 CFR 211.180(e)) for pharmaceutical 
companies and a vital element in aiding the ongoing 
improvement of a company’s manufacturing processes 
and quality system.  We prepare comprehensive APRs 
and provide you valuable insights into the benefits of 
a thoroughly documented review of data and trend 
analysis of your products on an annual basis.
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OUR SERVICES

 3 CAPA Processes, Reporting, Tracking, 
and Monitoring

 3 Investigations Review and 
Management

 3 Root Cause Analyses

 3 Impact Analysis and Cross-
Connectivity

 3 Effectiveness Verifications

PROJECT SPOTLIGHT
Quality Investigation and CAPA Management

Our Challenge

A global medical device client requested assistance in the execution 

of a pump system investigation effort impacting multiple sites and 

associated with an FDA commitment.

Actions

•	 Managed a multi-site quality investigation team

•	 Prepared product metrics and developed overall investigation 
strategy/workflows

•	 Reviewed and approved investigation documentation, plans, 
and risk assessments

•	 Tracked status of investigation progress and reported 
progress to client senior leadership

•	 Applied robust CAPA actions to complete this product review 
initiative across sites

Impact

•	 Strengthened investigations and CAPA process were adopted 
by client as standard practice

•	 CAPA processes were streamlined and integrated 
effectiveness checks

•	 Eliminated 100 overdue investigations and CAPAs addressing 
multiple infusion pump platforms

•	 Cycle time reduction and product release performance 
improvements

Recent FDA Warning Letters have cited insufficient 
corrective and preventive action (CAPA) programs as 
major compliance weaknesses.  Our expertise stems 
from the depth of our project resources, who have 
proven industry experience in compliance, quality 
assurance and validation services. We will ensure 
implementation of a robust “closed loop” corrective and 
preventive action (CAPA) process via clear procedures 
that are designed to prevent exception reoccurrences.
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PROJECT SPOTLIGHT
Pharmaceutical Analytical Investigations

OUR SERVICES

 3 Analytical and Microbiological 
Laboratory Processes

 3 Gap Analyses of Laboratory Process 
Flows

 3 Data Analysis and Reporting

 3 Stability Programs

 3 Laboratory CAPA Management and 
Processes

 3 Exception Evaluations for OOS, OOT, 
Atypical Results

Our Challenge

A solid dosage manufacturing client in New Jersey requested 

assistance in determining root cause and identifying corrective 

actions to address several analytical laboratory OOS/OOT 

investigations.

Actions

•	 Reviewed and revised in-process investigation reports and 
attachments

•	 Coordinated and led meetings to gather pertinent information 
for resolution of investigations

•	 Authored investigation reports, determined root cause, 
initiated CAPA strategies and work plans

•	 Designed and delivered training session on the basics of 
investigating OOS/OOT results

•	 Provided a solution for developing assessment reports 
involving retrospective investigations

Impact

•	 Updated and documented laboratory process flows institutionalized

•	 Greater effectiveness in management of stability programs

•	 Laboratory analysts trained on preparing comprehensive 
investigations

•	 Demonstrable improvement in lab GMP/GLP compliance

The investigation of Out-of-Specification (OOS) or 
Out-of-Trend (OOT) testing results is a regulatory 
requirement in a GMP laboratory, which is highly 
scrutinized by FDA investigators.  The root 
causes for the OOS or OOT investigations can be 
difficult to accurately pinpoint and resolve.  Our 
analytical experts are skilled in performing these 
investigations and committed to working closely 
and comprehensively with your laboratories to 
facilitate successful laboratory operation, sample 
handling, testing, data reporting, trending, and 
analysis workstreams.
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Strategic

•	 Compliance and Feasibility Assessments

•	 Gap Analysis

•	 Laboratory Audits

•	 Vendor Evaluation and Certification

Analytical

•	 Chromatography, GC, HPLC

•	 Spectral Analysis

•	 IR

•	 MS

•	 UV/Visible

Technical/Scientific

•	 Method Development & Characterization

•	 Method Transfer

•	 Method Validation

•	 System Suitability Design

•	 Change Control

•	 Instrument Calibration

•	 Instrument Qualification 

•	 LIMS Validation

•	 Stability Testing Programs

•	 Laboratory (OOT / OOS) Investigations 

•	 Reference Standard Program

•	 Standard Testing Procedures (STP)

•	 Statistical Data Analysis

•	 Design of Experiment (DOE)

•	 Sampling Plans (ANSI / AQI)

•	 USP/NF/EP/JP Compliance

SME CAPABILITIES
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PROJECT SPOTLIGHT
Complaint Investigations for Semi-Solid Pharmaceuticals

OUR SERVICES

 3 Product Complaint Management 
Processes

 3 Product Complaint Investigations

 3 Root Cause Analysis

 3 Corrective and Preventive Actions

 3 Effectiveness Checks

 3 CAPA Processes, Reporting, Tracking, 
and Monitoring

Our Challenge

A pharmaceutical client requested assistance with the preparation 

and close-out of manufacturing investigations related to two semi-

solid pharmaceutical facilities in New York.

Actions

•	 Prepared and completed complaint-related manufacturing 
investigation reports

•	 Reviewed numerous batch records and sample retentions 
associated with customer complaints

•	 Investigated, drafted and closed 80 customer complaint 
investigations

•	 Completed several product weight loss studies associated with 
customer complaints

•	 Prepared a guidance document to update and revise complaint 
training status

Impact

•	 Institutionalized comprehensive procedures – from complaint 
receipt through closeout

•	 Robust investigations – root causes found and eliminated

•	 Customer communications – clear and responsive feedback 
mechanisms

•	 Effective CAPAs created via an integrated process

An effective complaint handling system is crucial in providing 
life science companies an opportunity to improve the quality 
of its products, maintaining Good Manufacturing Practices and 
establishing a committed relationship with customers.  Protocol 
Link will guide you in applying a clear, comprehensive process to 
manage product complaints designed to comply with the GMP 
requirements of 21 CFR Parts 211.198, 820.198, and ISO 13485.

From receipt of complaint through investigation, root cause 
identification, communication to customers, and recordkeeping, 
we will ensure your process is robust, compliant, and effective.
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OUR SERVICES

 3 Site Quality Leadership

 3 Quality Assurance and Quality Control

 3 QA/QC Structure and Documentation

 3 Quality Culture and Multi-Site Cross-
Connectivity

 3 QA/QC Shop Floor Reviews and 
Oversight

 3 Systems Based GMP/GXP Compliance

PROJECT SPOTLIGHT
Interim Site QA/QC Director

Our Challenge

A large 24/7 oral liquids manufacturer under consent decree asked 

Protocol Link to provide a site QA/QC Director for a six-month period.

Actions

•	 Directed and led 142 employees within the QA/QC function

•	 Refined and led a full-scale quality systems assessment and 
upgrade initiative

•	 Implemented wide-ranging changes to cleaning, batch release, 
and CAPA processes

•	 Added focused leaders in QA and QC to drive change and 
spur improvements

•	 Directed and performed departmental FDA-readiness training

•	 Prepared GMP remediation updates to FDA, meeting response 
commitments

Impact

•	 Backlog of manufacturing and customer complaint 
investigations was eliminated

•	 Organizational roles and responsibilities were established

•	 Resolved several long-term product testing and 
manufacturability issues

•	 Follow-up FDA inspection was successful and led to 
rescinding of consent decree within 1 year

Management of the Quality function in the GMP-regulated 
industry requires experienced, savvy leadership skills and a 
thorough knowledge of the compliance requirements.

Protocol Link has served multiple companies by providing interim 
senior-level to middle-management leaders who bring talent 
and an independent perspective to the company during times of 
challenge or to address unique needs.
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PROJECT SPOTLIGHT
QbD Introduction and System Design

OUR SERVICES

 3 Quality by Design (QbD) – Training, 
Orientation, and Integration

 3 QbD Reviews and Assessments

 3 Implementation of QbD Principles into 
Your QMS

Our Challenge

Assist an India-based sterile injectables manufacturer under US 

import embargo with introducing and integrating QbD concepts 

into their current quality systems.

Actions

•	 Developed and implemented training programs on science-
based QbD concepts

•	 Crafted targeted strategy for integration of modern quality 
concepts into legacy quality systems

•	 Prepared targeted filling area trend assessment protocols and 
reports

•	 Provided group and individual mentoring and training across 
multiple company functions

Impact

•	 Comprehensive process evaluation report delivered and 
blessed by client senior management

•	 Remediation of gaps discovered led to substantial compliance 
improvement across all functions

•	 Resulting FDA inspections successful – client removed from 
import embargo to the US market

The Quality documents (Q-Docs) promulgated by 
the International Conference for Harmonization 
(ICH) have stood as a global benchmark for 
science-based compliance standards.

Protocol Link has expertise to aid its clients in 
understanding the scientific foundation, practical 
assumptions and overall objectives of these 
standards.  Protocol Link has assisted numerous 
clients in integrating and implementing these 
ICH initiatives.

ICH Q8 (R2) – Pharmaceutical Development

ICH Q9 – Quality Risk Management

ICH Q10 – Pharmaceutical Quality System

ICH Q11 – Development and Manufacture of 

Drug Substances

ICH Q12 – Lifecycle Management

ICH Q13 – Continuous Manufacture of Drug 

Substances and Drug Products

ICH Q14 – Analytical Procedure Development

14
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OUR SERVICES

 3 Systems-Based QSM Approach

 3 Corporate and Site Quality Structure 
and Functions

 3 Site Quality System Records and 
Controls

 3 Quality Culture and Multi-Site Cross-
Connectivity

 3 QMS/QSR Compliance Traceability 
Matrix

PROJECT SPOTLIGHT
QMS Deficiency Remediation

Our Challenge

A multi-site healthcare sterile laundry processor requested help in 

re-building its quality system after being cited with several FDA 

Warning Letter citations.

Actions

•	 Performed an on-site assessment to gauge depth of issues 
cited and site capabilities

•	 Prepared sterility determination and release protocols for 
laundry items

•	 Developed several SOPs, including environmental monitoring, 
deviation management, and CAPA

•	 Upgraded the DHR documentation and review practices to 
enhance controls and process quality

Impact

•	 Strengthened site team understanding of the QMS and how it 
must be maintained moving forward

•	 The protocols and SOPs delivered became the gold-standard 
templates for future GMP records

•	 Recommendations covering the QMS were converted into an 
actionable plan

•	 Follow-up FDA re-inspection resulted in site being removed 
from OAI compliance status

A robust Quality Management System (QMS) 
is essential to serve as the foundation for GMP-
compliant operations supporting regulated life 
sciences companies globally.  Whether the QMS 
needs to be built from scratch (new company), 
or just needs refinement due to changing 
organizational or regulatory needs, Protocol Link 
has been able to identify and integrate the right 
mix of systems at the right level of complexity to 
meet client needs and capabilities.
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PROJECT SPOTLIGHT
Total Company Quality Manual

OUR SERVICES

 3 Quality Master Plans – Corporate and 
Sites

 3 Corporate Quality Manual

 3 Quality Documentation Requirements

 3 Organizational Assessments

 3 Project Management for 
Implementation

Our Challenge

A large, multi-site sterile compounding firm requested assistance 

in constructing a Quality Manual describing and integrating the 

company total quality system.

Actions

•	 Reviewed and assessed the existing processing operations and 
organization company-wide

•	 Crafted a Global Quality Manual describing charter, functions, 
roles, and management responsibilities

•	 Incorporated a traceability matrix against relevant industry 
standards and regulatory expectations

•	 Addressed and integrated site and corporate quality system 
practices and controls

Impact

•	 Greatly improved company understanding of its total quality 
system and linkages

•	 Client shared this Quality Manual with customers and 
regulators on many occasions

•	 The Quality Manual was designed to demonstrate 
organizational compatibility

•	 Served as a guiding document for ongoing senior 
management decisions

Quality Master Plans, if constructed thoughtfully, 
provide clear guidance and continuity regarding 
the Quality mission and priorities of the entire 
organization.  Our Quality and Compliance experts 
will provide valuable and informed insight into 
developing and implementing your quality plan. We 
will also advise you in launching and sustaining any 
integrated quality management system to include 
your continuous improvement initiatives.
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OUR SERVICES

 3 Sampling, Inspection, and Testing 
Plans

 3 Standards and Specifications

 3 Data Reporting, Analysis, Trending

 3 Defect Investigations

 3 CAPA Management and Processes

 3 Exception Investigations

PROJECT SPOTLIGHT
Sampling and Testing Operational Improvements

Our Challenge

A multi-site solid dosage and liquid pharmaceutical manufacturing 

client requested assistance in implementing process improvements 

to its sampling and testing practices.

Actions

•	 Assessed sampling plans, defect levels, inspectional criteria 
and incidence reports

•	 Developed tracking and trending master plans for solid 
dosage and liquid fill manufacturing processes

•	 Revised and reconciled ongoing usage of ANSI sampling plans 
and procedures

•	 Managed and completed critical extraneous matter investigations

Impact

•	 Provided direct leadership to support and implement 
recommended QMS process improvements

•	 Marked reduction in exception investigations and compliance 
issues observed post-implementation

Effective sampling, inspection and testing 
programs can be used to augment and 
support process controls and are a means 
of identifying poor quality.  Protocol Link’s 
technical and quality SMEs have aided clients 
in developing attribute sampling plans with 
compliant testing regimens in accordance 
with ANSI/ASQ standards and incorporating 
acceptable risk methodologies.

Sam
p
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ection, and

 Testing
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PROJECT SPOTLIGHT
Stability Program Management

OUR SERVICES

 3 Stability Programs

 3 Standards and Specifications

 3 Data Reporting, Analysis, Trending

 3 Laboratory CAPA Management and 
Processes

 3 Laboratory Investigations

 3 Exception Evaluations for OOS, OOT, 
Atypical Results

Our Challenge

A parenteral pharmaceutical company requested assistance 

in managing stability programs for its drug development and 

manufacturing facilities located in New Jersey, Massachusetts, and 

Texas.

Actions

•	 Coordinated and managed three new stability programs

•	 Performed new formula assessments and completed 
numerous technical justifications

•	 Reviewed and closed numerous OOS and customer complaint 
investigations

•	 Assessed suitability of data to support assigned expiration dating

•	 Implemented SOP change controls to launch new admixtures 
and line extensions

Impact

•	 GMP-compliant protocols and reports for the review and 
verification of stability data institutionalized

•	 Training and recommendations for on-going stability 
management deemed effective

•	 Eliminated stability investigation backlog

•	 Received positive feedback from client’s stability management

Current Good Manufacturing Practice for Finished Pharmaceuticals 
per 21 CFR 211 establishes requirements concerning expiration dating 
on a drug product and the stability testing required to assure the 
appropriateness of that date.
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Protocol Link’s technical and 
scientific experts can assess your 
stability methods, testing, and 
data reporting to help ensure that 
your stability program remains 
GMP-compliant.
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PROJECT SPOTLIGHT
QSR and CAPA Training

OUR SERVICES

 3 Customized Training Content Across 
Multiple Disciplines

 3 Interactive Exercises and Visuals

 3 GXP Focused Content Aligned with 
Regulations

 3 Customized Technical, Scientific, and 
Process Content

 3 Multi-Lingual Training Delivery

 3 GMP Quality System and Compliance

Our Challenge

Conduct customized employee training sessions for employees of 

a medical device company which recently received multiple quality 

system observations during an FDA site inspection.

Actions

•	 Developed new SOPs strengthening company compliance and 
CAPA processes

•	 Created and delivered two QSR training programs - for 
management and technical staff

•	 Created and delivered two CAPA training programs - for 
management and technical staff

•	 Training content integrated client examples in a bilingual 
format for enhanced understanding

Impact

•	 Excellent feedback and kudos from CEO through production 
operators on training delivery and quality

•	 Training handbooks provided for all during and after training 
sessions

•	 FDA deficiency observations regarding QSR and CAPA were 
eliminated during follow-up inspection

Training plays a vital role in FDA-regulated industries and is 
a key ingredient of successful business operations.

General training requirements for the life sciences industry 
are codified in FDA’s 21 CFR 211, 21 CFR 820, ISO 13485, 
and ICH Q10. Protocol Link specializes in developing and 
implementing customized, compliant, and effective training 
for all aspects of GMP compliance.
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Personnel Training

•	 New Employee Training

•	 New Vendor/Contractor Training

•	 Annual/Periodic GMP Retraining

•	 Incidental Training

Regulatory Guidance

•	 FDA Regulations and Guidance Documents

•	 FDA Inspection Readiness

•	 Current FDA Enforcement Trend

cGMPs for the 21st Century

•	 Basic cGMP Requirements

•	 Good Documentation Practices

•	 Process Analytical Technology

•	 Risk-Based Approach

•	 Science-Based Regulations

Quality System Management 

•	 Quality Systems

•	 Data Analysis and Statistical Applications

•	 Investigations and Root Cause Analysis

•	 CAPA Basis & Background

•	 CAPA Elements

•	 CAPA Systems

Laboratory GMP Training Expertise

•	 Good Documentation Practices

•	 Laboratory Instrument Qualification

•	 Standard Test Method Verification

•	 Out-of-Specification (OOS) Results

Validation and Change Control

•	 Facilities / Equipment Qualifications 101

•	 Process Validation

•	 Test Method Validation

•	 Validation Support Programs

TRAINING MODULES AND TOPICS

21175 E. Hawthorn Parkway    Suite 210    Vernon Hills, IL 60061 USA    www.protocollink.com



PROJECT SPOTLIGHT
Global Third-Party Supplier Audits

OUR SERVICES

 3 Third-Party Vendor and Supplier 
Audits

 3 GMP/GXP Compliance Audits

 3 Due Diligence Reviews for Mergers & 
Acquisitions

 3 GMP, QSR, ICH, and ISO 13485 Audits

 3 Audit Reports with Remediation Plans

 3 Corrective Action Plan Implementation

Our Challenge

Schedule and perform audits at 30 different global manufacturers 

that are part of a raw material and finished drug product supply-

chain to an Ireland-based client.

Actions

•	 Scheduled audits globally per client SOP requirements

•	 Coordinated audit logistics and travel with suppliers

•	 Conducted audits at supplier manufacturing sites using a 
targeted systems approach

•	 Prepared post-audit reports for each audit with prioritized 
remediation plans

•	 Coordinated remediation implementation to enable successful 
audit closeouts

Impact

•	 Audits were completed per plan within the required timeframe 
(~18 months)

•	 Each audit reconciled the site against its applicable EU and 
US-FDA regulatory requirements

•	 Client leveraged Protocol Link know-how in gaining improved 
supplier performance post-audit

Whether your need is to evaluate a key 
supplier, an underperforming function, probe 
for regulatory and GMP compliance gaps, or 
evaluate a potential business acquisition, our 
auditors will apply real world experience and 
current regulatory perspectives.

We are industry-seasoned professionals who 
understand the US-FDA and worldwide GXP 
regulatory requirements and the linkages 
to your supply chain.  We integrate the best 
demonstrated practices from the industry and 
provide comprehensive evaluations to support 
your business objectives.
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Why Protocol Link?

Protocol Link is comprised of qualified, industry-

savvy leaders in manufacturing operations, quality 

systems, compliance management, regulatory affairs, 

validations/qualifications, laboratory practices, and 

technical/scientific processes.

 3 Worldwide Project Experience

 3 Strong Manufacturing Process Experience

 3 Subject-Matter Experts with FDA, EU, & ICH

 3 Web-enabled, ERP-driven Project Management

 3 Local Presence with Global Hands-on SMEs

Expert Input.

Quality Outcomes.

Attention 

to Detail

Hands-on, 

Collaborative Style

Effective 

Tools

Customized to 

Your Needs
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Corporate Headquarters

Protocol Link’s Mission is to be one of the top providers 

in its market niche of consulting services with brand 

name recognition delivering customer-focused, global 

consulting services with ethical conduct, mutual trust, 

and personnel empowerment.

MISSION

VISION

Our vision is based on a simple concept of providing 

the best available technical and business know-

how to help our clients accomplish their project 

goals, while profitably managing our business in a 

manner that is ethical, challenging and rewarding.

PROTOCOL LINK, INC.
175 E. Hawthorn Parkway, Suite 210

Vernon Hills, IL 60061, USA

847.549.0390

www.protocollink.com

AT A GLANCE

25+ Years

100+ Clients

900+ Projects Worldwide

95% Repeat Clients
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Company Milestones

1996 Launched Protocol Link, Inc.

1997
Moved to expanded facilities in Libertyville, 

Illinois

2000
Expanded capabilities to include Management and Compliance Consulting 

services

2001 Moved to a custom design-built Headquarters in Vernon Hills, 

Illinois

2004
Took a majority equity position in CMAC Consultancy (now Sage Global 

Staffing services), a gateway to Government/DOD contracts and Advanced 

Technologies

2006
Implemented a company-wide ERP Software System, “Protocol Link 

Vision”

2007
Established regional operations in the U.S. and 

Asia

2008 Implemented company-wide branding to assess and redefine company 

messaging across its customers, employees, and vendors

2009
Granted service mark protection from the U.S. Patent and 

Trademark Office for Protocol Link logo mark and tagline, 

“Process Done Right.”

2011
Received letters of approval from the FDA for multiple ANDAs 

prepared and submitted by the Protocol Link Regulatory Team after 

launching expanded regulatory services capability

2013
Expanded GMP Compliance and Regulatory Affairs services in Asia-India and 

China

2016
Celebrated 20 years of business and further expanded global device and diagnostic 

services and project management services

2021 Celebrated 25 years of service excellence.
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