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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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PRODUCT RECALL

PRE-APPROVAL INSPECTION (PAI) READINESS

CASE STUDIES

Client experienced multiple product recalls due to packaging 
mix-ups occurring within its processes.

Protocol Link managed the entire product recall effort, from 
recall initiation to closeout. We provided consulting services in 
determining the root cause of the issue, including on-the-floor 
QA mentoring and remediation to implement a more robust 
Quality System that was designed to prevent recurrence.

Protocol Link prepared responses to FDA 483s and represented 
the Client in meetings with the FDA District Offices.

Client packaging operations were restructured and 
extensively modified with enhanced product accountability 
and traceability meeting the FDA requirements. The multiple 
product recalls were completed, verified by the FDA, and 
successfully closed-out with no recurrences.

Client requested Protocol Link’s assistance with remediation of 
issues at its third-party manufacturing facility, and to prepare 
the manufacturer for its first PAI, including providing FDA liaison.

Protocol Link reviewed the manufacturer’s processes and 
support systems, identified compliance gaps  and provided in-
plant services for remediation. During the PAI-readiness phase, 
Protocol Link conducted training sessions, made presentations 
to FDA investigators, and served as the primary FDA liaison 
during the inspection.

The PAI was successfully concluded and FDA approval was 
received for manufacture of the subject drug.
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GMP COMPLIANCE REMEDIATION

Client requested Protocol Link’s services in the areas of compliance assessments, quality systems, 

QA/QC, GMP documentation, validation of critical systems and equipment, batch certification, FDA 

inspection readiness and personnel training.

We served as functional entities within the Client organization including Project Director (provided 

site-wide oversight for strategic business management and facilitated joint meetings with the 

FDA), QA/QC Managers (provided QSAP leadership and administration, reviewed and improved 

Quality Systems and GMP documentation, administered QA policies and procedures, managed 

CAPAs for OOSs and non-conformances, and remediated >250 open investigations), Product and 

Technology Transfer Manager (managed method development, scale-up and transfer activities), 

Batch Certification Manager (oversaw disposition and release of finished product and reviewed 

GMP documentation in support of product launch), and Validation Manager (managed validation 

and qualification activities, oversaw process and engineering improvements, performed design and 

installation verification, instrument calibrations and PMs).

Protocol Link successfully executed multiple engagements within the scheduled timeframes. Client 

received a favorable response from the FDA for an early site inspection.

We strive to be your local partners and assist you in a manner 

customized to fit your business requirements.
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Data Integrity Assessments and Remediation

FDA Inspection Readiness
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Gap Analyses 

GMP Compliance Reviews and Assessments

ICH Reviews and Assessments

ISO 13485 Assessments

Mock FDA Inspections 

Quality System Action Plan Implementation 

Quality System Regulations
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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
Warning Letter Response and Remediation

OUR SERVICES

 3 Responses to 483s and 
Warning Letters

 3 Remediation Plans and Timelines

 3 FDA Reporting and Periodic Updates

 3 FDA Reinspection Readiness

 3 FDA Inspection Management

 3 FDA Liaison

Our Challenge

Assist high-volume syringe manufacturer with FDA Warning Letter 

response strategy, response, and implementation of the remediation 

action plan.

Actions

•	 Crafted response strategy, gathered support data, and 
storyboarded response

•	 Prepared multi-part WL response, including summary letter 
from management, detailed item-by-item response, and 
determined follow-up actions and commitments

•	 Developed framework and process to lead and manage a 
comprehensive remediation strategy

•	 Developed and implemented 27 tactical remediation project 
plans

•	 Provided group and individual mentoring and training across 4 
manufacturing facilities

Impact

•	 All timetables for responses, updates, and internal/external 
periodic reports met per schedule

•	 Supported FDA re-inspection of facilities as SMEs along with 
administrative advisory assistance

•	 FDA re-inspection successful; firm removed from OAI 
compliance status within 3 months

FDA-483 observation responses need to be 
prompt, clearly written, and to comprehensively 
address the issues raised.  A poorly written 
483 response will increase the likelihood of a 
subsequent Warning Letter.

Protocol Link has assisted numerous clients 
with developing robust responses to FDA 483s 
and Warning Letters, as well as providing the 
expertise to lead and complete the associated 
remediation actions.
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OUR SERVICES

 3 Consent Decree Remediation 
Project Management

 3 Third Party Advisory and Certification

 3 Remediation Plans and Timelines

 3 FDA Reporting and Periodic Updates

 3 FDA Reinspection Readiness

 3 FDA Inspection Management

 3 FDA Liaison

PROJECT SPOTLIGHT
Consent Decree Remediation Management

Our Challenge

Take over responsibility for 3rd party remediation and project 

management of a large oral solid dosage pharma company working 

to complete its responsibilities under an ongoing Consent Decree.

Actions

•	 Designed a comprehensive, refreshed six-system Quality 
System Assessment and performed an on-site assessment 
identifying compliance gaps

•	 Developed and implemented a comprehensive remediation 
action plan with bi-weekly updates to Senior Leadership

•	 Managed remediation budget and project plans 
to completion

•	 Crafted and submitted progress reports to FDA

Impact

•	 Completed and reported site remediation activities and 
associated internal/external reporting

•	 Site was well-prepared for periodic 3rd party certifier audits 
and FDA re-inspection

•	 Protocol Link was requested to be present in the inspection 
room when firm was re-inspected by FDA

•	 Site removed from consent decree status shortly 
after re-inspection

Recurring non-conformance with GMP regulatory 
requirements may require a firm to enter a binding legal 
agreement with FDA requiring systemic changes in its 
quality systems in order to continue distributing regulated 
products in the US. This agreement, the Consent Decree, 
is enforced by the US Federal Courts.

Protocol Link will provide an experienced project 
team to work with you to execute the conditions of the 
consent decree and guide you through a comprehensive 
remediation process leading to its removal.
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PROJECT SPOTLIGHT
CAPAs for Deviation Investigations

OUR SERVICES

 3 CAPA Process Design and 
Implementation

 3 CAPA Identification and Action Plans

 3 Effectiveness Checks

 3 CAPA Reporting and Monitoring

 3 CAPA Management via QMS Software

Our Challenge

A large oral solid dosage client requested assistance with identifying 

robust corrective and preventive actions to address deviation root 

causes and minimize recurrences.

Actions

•	 Completed deviation investigations and CAPAs for operations, 
engineering, and quality

•	 Coordinated and led meetings with site SMEs to determine 
effective CAPA actions

•	 Authored and initiated CAPA strategies and workplans 

•	 Prepared priority CAPA activities and presented to Senior 
Management for review and approval

Impact

•	 Demonstrated clear site impact over an expanded 12 month 
timeframe

•	 Submitted and closed hundreds of deviation investigations and 
CAPA plans

•	 Eliminated backlog of aging deviations and CAPAs

A robust Corrective and Preventive Action 
system is essential in dealing effectively with 
product and quality problems, preventing 
recurrence and maintaining GMP compliance. 

Protocol Link has the demonstrated expertise 
to implement or review a CAPA system in place, 
provide recommendations for improvements, 
develop procedures that clearly establish 
investigational requirements, conduct thorough 
investigations with root cause analysis and 
CAPA, verify effectiveness in preventing 
recurrence and eliminate backlogs of overdue 
investigations and CAPAs.
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OUR SERVICES

 3 Data Integrity and Compliance

 3 Data Integrity Reviews/Assessments

 3 Data Integrity Assurance Program

 3 Data Integrity Implementation

PROJECT SPOTLIGHT
Data Integrity Evaluation

Our Challenge

A global sterile injectables manufacturer based in India requested 

assistance in reviewing its documentation and process governing data 

integrity review practices for robustness.

Actions

•	 Reviewed and evaluated client protocols and procedures 
related to data integrity

•	 Implemented Data Integrity Verification Action Plan

•	 Designed current and post facto Observation Templates

•	 Completed data integrity assessment and presented 
observations and recommendations 

•	 Provided workflows for lab data review, process data review, 
and release processes

Impact

•	 Data integrity assessment was completed and delivered on 
schedule and per requirements

•	 Provided prioritized observations and recommendations 
for improvement

•	 Recommendations incorporated as foundational controls 
and practices

Protocol Link will review for ALCOA 
(attributable, legible, contemporaneous, 
original, accurate) attributes during on-site, 
hands-on assessments that include evaluating 
the strength of the company’s systemic GMP 
data controls to guide clients to ongoing data 
integrity compliance.

Data integrity is critical in the life science 
industry to ensure that final products 
meet all required quality standards, 
and accuracy and consistency of data 
are strictly maintained over a product’s 
entire lifecycle.
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PROJECT SPOTLIGHT
Inspection Readiness for Global Sites

OUR SERVICES

 3 Regulatory and Quality Review of 
Submissions/Dossiers

 3 GMP/GXP Compliance Assessment

 3 Quality Systems Reviews

 3 PAI/General Inspection Readiness 
and Training

 3 Center (CDER/CDRH/CBER) and 
District Liaison

Our Challenge

A global specialty pharmaceutical company requested support 

in evaluating their audit program process and to conduct FDA-

focused mock, ad hoc and risk-based audits at sites globally to 

ensure readiness.

Actions

•	 Created audit guides for internal audits and prepared FDA 
and internal audit schedules, inspection readiness plans, site 
compliance scorecard templates, and staff training

•	 Updated audit SOPs and developed new SOPs to prevent 
repeat observations

•	 Performed FDA mock audits and internal audits within 
schedule and budget

•	 Prepared site-specific audit reports with recommendations 

Impact

•	 Improved robustness of audit program

•	 Completed web-based training and education via revamped 
audit program

•	 Institutionalized new audit guides company-wide

•	 Client implemented Protocol Link’s recommendations after 
receiving Leadership endorsement

We conduct inspection readiness reviews to help your organization 
prepare for an FDA inspection.  Protocol Link’s GMP compliance 
professionals have an integrated understanding of the product 
lifecycle and the associated compliance framework as well as 
experience in developing targeted process profiles, equipment 
specifications, facility designs, and quality systems.  Our seasoned 
expertise allows our personnel to prepare your organization for a 
successful inspection outcome.
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OUR SERVICES

 3 FDA Six System-Based Audits

 3 Assessment Reports with 
Remediation Plans

 3 QSAP Monitoring and Implementation

 3 GMP Compliance through QSR 
Traceability Matrix

PROJECT SPOTLIGHT
System-Based Review and Transformation Plans

Our Challenge

A large India-based sterile injectables firm requested support in 

removal from a US Import ban and in establishing robust systems 

to prevent recurrence.

Actions

•	 Conducted an on-site six system-based review of company 
operations

•	 Collaborated with department heads to establish a robust 
Quality Systems Action Plan (QSAP), incorporating 
recommendations

•	 Refined roles and responsibilities to ensure cross-functional 
GMP oversight and controls

•	 Conducted training sessions with all departments to create a 
GMP culture and accountability

•	 Served as liaison to client leadership in meeting with FDA

Impact

•	 System-based review completed, with conclusions accepted 
and supported by client leadership

•	 Import ban rescinded subsequent to presenting FDA with 
transformative actions taken, greatly expanding client’s 
business in US

•	 Firm’s FDA compliance status was upgraded accordingly

In harmony with the QSR (Quality System Regulation) 
instituted by FDA, an independent, multi-system six 
system review of GMP-regulated companies has proven 
to be an effective means to determine compliance.

The initial Six Systems (Quality, Production, Facilities 
and Equipment, Materials, Packaging and Labeling, and 
Laboratory Controls) can be customized by additional 
systems (e.g. R&D, Regulatory Affairs, and Validation) 
in establishing the current compliance risks facing the 
company.

Quality

Production

Facilities &
Equipment

Packaging &
Labeling

Laboratory
Controls

Six
Systems

Materials
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PROJECT SPOTLIGHT
Gap Analysis with Process Mapping

OUR SERVICES

 3 Gap Analyses

 3 Business Operations and 
Shop-Floor Reviews

 3 GMP/GXP Compliance Assessments

 3 Assessment Reports with 
Remediation Plans

 3 Traceability Matrix

 3 Corrective Action Plan Implementation

Our Challenge

One of the nation’s largest pharmacy compounders required support 

in improving the total delivered value of its services to hospitals while 

enhancing compliance and quality controls in its processing centers.

Actions

•	 Conducted process and quality gap analyses in two 
compounding centers applying standards for GMP 
manufacturing, USP, and applicable state Boards of Pharmacy

•	 Prepared value stream maps for each operation, averaging 130 
process steps per site

•	 Integrated process changes addressing compliance gaps/risk 
areas identified

•	 Led working team meetings at each center to refine and 
streamline processes and controls

Impact

•	 Client CEO and President embraced each gap analysis and the 
recommended action plans including the removal of more than 
30% of process steps identified as non-value added with no 
quality impact

•	 Annual savings exceeding $1MM per site after implementation 
of recommendations

•	 Eliminated major compliance risks and strengthened 
organizational accountability at each site

Identifying and correcting compliance deficiencies 
prior to inspection is key to avoiding non-conformances 
and observations and helps ensure that your company 
is operating at its desired state.

Protocol Link will perform a gap analysis of your 
facility operations to identify current compliance 
gaps and help you develop a comprehensive solution 
for addressing them.
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OUR SERVICES

 3 GXP Compliance Audits/Assessments

 3 Due Diligence Reviews for 
Mergers & Acquisitions

 3 Assessment Reports with 
Remediation Plans

 3 GMP, QSR, Q7A, and ISO 13485 Audits

 3 Third Party Vendor and 
Supplier Audits

PROJECT SPOTLIGHT
Due Diligence Assessment

Our Challenge

A US pharmaceutical firm requested an independent technical, 

regulatory compliance, and quality assessment to evaluate the 

potential acquisition of a new China-based aseptic manufacturing 

facility.

Actions

•	 Conducted an on-site due diligence assessment of the 
subsidiary operation

•	 Scope covered operational functions, process capabilities, 
quality and organizational structure

•	 Provided an assessment report with recommendations

•	 Prepared findings and recommendations and presented to 
client senior management

Impact

•	 Completed the assessment on schedule with recommendation 
to continue with the acquisition

•	 Incorporated the recommended changes for 100% ownership 
stake of the China-based company

•	 The fully acquired facility subsequently achieved US-FDA 
approval for its first finished drug product

GMP compliance reviews and assessments are essential 
in evaluating an underperforming function, probing for 
regulatory and compliance gaps, or evaluating a potential 
business acquisition.  Our professionals will assess these 
areas and processes from current regulatory perspectives 
and will bring forward the best demonstrated practices 
from the industry by providing comprehensive evaluations 
of your business operation.
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PROJECT SPOTLIGHT
Compliance Standards Upgrade - ICH Q-Docs

OUR SERVICES

 3 Implementation and Compliance of 

ICH Q-Docs
 3 Quality by Design (QbD) Training, 

Orientation and Integration
 3 ICH Reviews and Assessments

Our Challenge

Led initiative for global client to implement Quality Systems 

compliant with modern standards stipulated within the ICH Q-Docs.

Actions

•	 Developed and implemented training programs on science-
based Quality-by-Design (QbD) concepts

•	 Developed framework and process for implementation of a 
gap analysis for ICH Q-Doc compliance

•	 Provided group and individual mentoring and training across 
multiple manufacturing facilities

•	 Crafted strategies for integration of modern quality concepts 
into developing quality systems

Impact

•	 Achieved substantial compliance of multiple sites to global 
industry quality standards

•	 Supported FDA inspection of facilities along with 
administrative advisory assistance

•	 Client removed from import embargo for distribution to the US 
market after successful FDA inspections

Since the inception of the FDA Quality initiative put 
forth in the 21st Century GMPs, 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 the ICH 
quality standards into their operational and Quality Systems.
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OUR SERVICES

 3 ISO 13485 Compliance 
Audits/Assessments

 3 Quality Management Systems

 3 Design Control Processes 
and Integration

 3 Risk Management

PROJECT SPOTLIGHT
Compliance Audit & Creation of Design History Files

Our Challenge

Conduct a Quality System Compliance audit for a global drug/

device firm at one of its device manufacturing sites and draft Design 

History Files (DHFs) for its combination products.

Actions

•	 Conducted a compliance audit against 21 CFR 820 and ISO 
13485 regulatory requirements with a scope that covered 
statistical techniques, distribution, change control, training, 
and quality systems

•	 Reviewed completion status of previous audit findings and 
corrective actions 

•	 Completed an audit report with GMP compliance status 
for each scope item and provided recommendations for 
improvement and remediation to site leadership

•	 Created required DHF deliverables for multiple 
device products

Impact

•	 Audit report was completed and presented per schedule and 
client requirements

•	 Follow-up FDA site visit resulted in zero (0) FDA 483 
observations

•	 The creation of the DHFs successfully met the Client’s 
schedule and achieved quality requirements

ISO 13485 is an internationally agreed standard that sets out 
the requirements for a quality management system specific 
to the medical devices industry.

Protocol Link has the knowledge and experience in assisting 
many clients in the development of effective design control 
and risk management programs, and in performing mock 
audits and assessments of Quality Management Systems 
and facilities.
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PROJECT SPOTLIGHT
Mock FDA Inspection

OUR SERVICES

 3 Inspection Readiness Reviews

 3 Mock FDA Inspections (i.e. GXP, QSR, 
PAI, BiMO)

 3 Quality System Compliance 
Assessments

 3 Remediation Plans and Implementation

 3 Center (CDER/CDRH/CBER) and 
District Liaison

Our Challenge

Conduct a mock FDA pre-approval inspection (PAI) of a novel 

diagnostic product for cancer risk mitigation representing 

the first product from the client ready to be commercialized.

Actions

•	 Performed an on-site 3-day mock inspection with two 
auditors, covering a full Six System review

•	 Conducted daily wrap-up meetings

•	 Prepared a final report identifying 17 compliance 
gaps, along with 10 combined recommendations for 
remediation and presented to senior management

Impact

•	 Client implemented recommendations during 3-month 
period preceding actual FDA PAI inspection

•	 FDA inspection yielded only minor observations; client 
diagnostic product approved shortly thereafter

•	 Diagnostic product now generating >$500MM annual sales

Pharmaceutical, medical device/diagnostics, and 
biologics/biotech manufacturers are subject to 
inspection by US-FDA.  One way to prepare for these 
inspections is to have an independent assessment 
performed by experienced, external auditors who 
will challenge your facilities, processes, people, and 
systems as FDA would.

With more than 25 years of experience in conducting 
such services, our consultants will carry out a mock 
FDA Inspection to ensure your facility is at its best 
to demonstrate substantial GMP compliance.
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OUR SERVICES

 3 Company-Wide Transformation Plans

 3 GMP/GXP Compliance Planning

 3 QSAP Monitoring and Implementation

 3 QSAP Remediation

 3 QSM Design and Implementation

 3 Management Reviews

PROJECT SPOTLIGHT
QSAP Implementation

Our Challenge

Develop and implement a comprehensive quality system 

action plan for an oral dosage repackager shut down by FDA 

for both quality system and cross contamination concerns.

Actions

•	 Advised client and prepared major segments of their 
FDA-483 response

•	 Crafted a quality system action plan (QSAP) to address 
FDA observations

•	 Mobilized a remediation team in collaboratively 
addressing and completing >100 work elements

•	 Supported client at FDA District meeting, presenting 
action plans and accomplishments

Impact

•	 QSAP also applied to other company site

•	 Received FDA approvals to continue supporting its 
customer base

•	 Batch record reviews and health risk assessments 
salvaged majority of product in marketplace

•	 Redesigned batch records, SOPs and validation 
documents used as basis for restart of operations

Companies receiving a significant FDA-483, Warning 
Letter, or other GMP compliance deficiency from 
a regulatory body will be expected to develop and 
execute a detailed Quality System Action Plan (QSAP) 
to address the deficiencies cited.

Protocol Link is experienced in crafting and 
implementing the QSAP with sufficient detail and 
rationale to address the issues in a complete and 
practical manner.

Q
uality System
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PROJECT SPOTLIGHT
Post-FDA-483 Inspection QSR Assessment

OUR SERVICES

 3 CFR 820 and ISO 13485 
Compliance Assessments

 3 QSR/QSIT Reviews and Remediation

 3 QSAP Monitoring and Implementation

 3 QSM Design and Implementation

 3 Risk Management

Our Challenge

A large dental products manufacturer received a significant FDA-

483 observation report and requested Protocol Link help identify 

corrective actions to address and mitigate recurrence of these 

issues.

Actions

•	 Conducted a comprehensive QSIT assessment of company 
operations over a two-week period

•	 Customized assessment approach to allow focus on specific 
FDA concerns

•	 Identified 40 compliance gaps during the assessment with 
remediation recommendations

•	 Provided senior management a formal presentation of findings 
with action maps

Impact

•	 Provided a supplemental response to FDA including 
recommended actions

•	 Provided direct leadership to support and implement 
recommended improvements

•	 Remediation actions led to a successful FDA reinspection and 
NAI compliance status

The Quality System Regulation (QSR) of 21 CFR Part 820 contains the GMP 
compliance requirements for medical device manufacturers, including 
unique elements focused on the device design and development processes.  
We will provide you strategies and applied use of the Quality Systems 
Inspection Technique (QSIT), a process used by FDA to inspect both 
medical device and drug manufacturers to help you implement programs 
to maintain full compliance with these requirements.

When significant changes are needed to strengthen compliance, we will 
help you develop, implement, and manage a successful Quality System 
Action Plan (QSAP).
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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

24



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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