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LIZ WOOL, RN,  BSN, FACRP, CCRA, CID CMT
• International Clinical Research Trainer and Consultant with over 25 years experience: 

clinical operations, training design & delivery, training strategies and infrastructure, 
trial management, quality, compliance, CRO-Vendor management, procedural 
documents-process mapping, quality management systems, faculty for DIA CRO-
Vendor Management Workshops (DIA Annual Meeting) and DIA Courses, international 
trainer and speaker ~10 conferences per year

• President, Wool CG: Clinical QMS, SOP Gap Analysis and Development (right fit for the 
organization, CRO-Vendor Oversight Framework (Governance, Plans, Lifecycle 
Approach: Selection to Trial Closure), Clinical Trial Risk Management, Issue 
Management, Auditing, Change Management, Transformation Management

• Virtual Training Lead, Chief Learning Strategist, Wool Training Institute, Division of 
Wool CG: Workforce Development, Competency Models and Framework, Basic and 
Advanced GCP Training, Annual GCP Training, Train-the-Trainer Programs

• Worked With: Start-Up – large Biotechnology & Pharmaceutical Companies, CROs, 
Academic Health Centers, National Institutes of Health (NIH), University Research 
Administrator Training Program

• Member, Life Sciences of Tennessee, Healthcare Businesswomen’s Association (HBA)
• Champion, Ambassador, Metrics Champion Consortium
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REGULATORY AUTHORITY COMMUNICATIONS
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Inadequate CRO/service 
provider selection 

process

01.

Core 
competencies/expertise is 
not ‘at the table’ to select 
the vendor – how do you 
know you are choosing a 
‘qualified‘ CRO/vendor?

02.

Inadequate control -
transfer of regulatory 

obligations

03.

04.

Changes in CRO –
Vendor scope of work 
without changes in the 

contract

05. 06.

REGULATOR COMMUNICATIONS

CRO - Vendor 
Selection Criteria, 
Selection, 
Qualification

Mergers,

Acquisitions

Due Diligence
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Considerations for Picking the 
Right Contractor

• Have a cross functional team 
of staff be involved with 
selection criteria

• Look at internal policies

• Visit the contractor site

C Cullity, FDA, OSI, CDER, DIA Annual Meeting 2011
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Ensuring Quality:

• Ensure that the contractor is 
qualified

• Check that the 
contractor’s personnel are 
adequately trained and 
licensed

• Check that employees are 
monitored for performance 
according to their quality 
system

• Ensure that the contractor’s 
quality standards and yours 
do not conflict

C Cullity, FDA, OSI, CDER, DIA Annual Meeting 2011
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Lessons Learned:
• Checking credentials
• Staff turnover
• Supervisor qualifications
• Required professional 

training
• Protocol training
• Closing the loop-Corrective 

Action Plans
Key Questions:
• Qualifications of the 

personnel performing the 
data management functions

• Other key functional roles

C Cullity, FDA, OSI, CDER, DIA Annual Meeting 2011



9Key Questions:

Written SOPs identifying the 
person(s)responsible and the 
procedures for:

• Tabulating and evaluating data 
(domestic and foreign) for the 
studies as well as for all subjects who 
participate in each adequate and 
well-controlled trial

• Collecting and evaluating adverse 
experiences

• Statistical reviews

• Preparing reports

• Submitting data, tabulations, reports, 
and other materials to FDA, etc.

• Responsible for reviewing and 
approving study reports and data 
tables, and making final evaluations 
and decisions in reviewing adverse 
experiences

C Cullity, FDA, OSI, CDER, DIA Annual Meeting 2011
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Key Questions:

• Integrity of the review and 
evaluation of evidence related 
to the safety and efficacy of 
the test article obtained from 
the clinical investigator

• Verification that the SOPs are 
followed at each stage of data 
handling to ensure that all data 
are reliable and processed 
without compromise of 
integrity

C Cullity, FDA, OSI, CDER, DIA Annual Meeting 2011



11

VENDOR EVALUATION AND SELECTION
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• First time vendor used? First time specific 
business unit or service used by the 
vendor?

• Vendor involved with data handling? Data 
review? Data control? 

• Vendor involved with safety, efficacy data 
or human subject’s protections?

• RISKS: 
• Likelihood of failure
• Potential impact of failure
• Detectability of failure

*Critical Success 
Factors (CSF) –

Critical to Quality 
(CTQ)*

• Service requires use of a new 
technology or methodology?

• Difficulty of vendor’s 
services/deliverables 

• Project priority 
• What are their vulnerabilities? These 

can impact program success/quality
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• What are the requirements for this protocol – are they unique? Or standard?

• Will a service be required to be ‘sub-contracted out’ by the vendor? What do we want to 
know about this?

• Partnerships with specialty niche providers (Central Imaging Center)

• Global services

• What risks or issues has the company had previously for the services and what question 
can we insert into the RFP to learn about this ‘early’ and explore at the bid-defense 
meeting?

RFP PLANNING MEETING
Stakeholders



14RFP PLANNING MEETING
Stakeholders

• Identify what your company will be doing for the 
trial

• Identify vendors needed for the trial

• How, where 

• Why?

• Have we worked with this type of vendor before? 

• Do we have RFP language and selection criteria

• Do we have the expertise in-house?

• Involved with selection criteria, and expert 
for evaluating/scoring the RFP 

• And insight for vendor oversight during the 
trial
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RFP CUSTOMIZATION

• Imaging - Central Reading
• Strong QMS
• Capacity and infrastructure 
• Data management systems/data transfer 

proficiency
• Reader variability management

• IRT System
• Ability to adapt complex algorithms
• Part 11 compliant system
• Handle complex randomization and IP 

allocation 

• Investigational Product
• Global distribution centers 
• Ability to successfully ship to challenging 

geographic locations
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VENDOR EVALUATIONS

Do they answer all of the RFP 
questions? 

Are they ‘template’ answers or 
detailed?

*Quality* of the response per 
Vendor

Qualified staff review their specific 
assignments

QMS

Infrastructure

What is not answered?

Any gaps or risks?

Any areas to clarify?

*Key to address at bid-defense 
meeting

If a perfect score – why and document 
thoughts

If not a perfect score – why and 
document thoughts

Consistent approach for all vendors ‘same 
robustness’

Ensure comparisons are equivalent

Revise Bid-Defense Meetings to Address: Issues, Risks, Gaps, Concerns
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BID-DEFENSE MEETINGS

NOT ONLY about financial 
negotiations

Bus Dev people only?

Functional leads/representatives 

Develop targeted questions for issues, 
risks, gaps, concerns

• Areas requested more information 
after the RFP evaluations

• Understand ‘what is an acceptable 
answer’?

Culture of the organization 
matches your culture

*Internal understanding of a 
‘culture’ fit

*Define and agree before bid –
defense meeting 

Internal capabilities, expertise and 
talent at the meeting 

• Specialty area

• Computerized systems – data 
sharing, transparency 

Look For: 
Vendor addresses YOUR needs, and agrees to any changes, mitigations/remediations  to 

fulfill the needs of the protocol/program requirements- GAP ANALYSIS 
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TIPS: VENDOR SELECTION

• Are you really assessing 
your vendors or ‘just 
completing a checklist’?

• Organizational structure 
and responsibilities

• Acquisitions, Mergers, 
Due Diligence

• Vendor selection criteria 

and methods, scoring 

tools –DETAILED

• RFP Review Meeting: 

Focus on GAPS AND 

RISKS

Your Team:
Have the expertise, including QA, to ‘select’ 

the vendor – if not – how can you tell the 

regulator that your company selected a 

qualified CRO – Vendor (FDA)
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VENDOR SELECTION

Select vendor based on expected 
standards-criteria, program 

requirements and risk 
assessment and ability for vendor 
to address concerns, risks, gaps 

and this is documented and 
forwarded to study team 

members for their oversight of 
the vendor (to the agreements)
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• Focus: Identify gaps and risks 
during the selection phase in 
partnership with GCP QA 
Qualification 
Assessment/Audit

• Assess your current 
approaches and modify 
accordingly

• Identify a ‘process owner’ for 
this activity

• Qualified staff involved in all 
aspects for the Vendor 
Selection process

• Document!
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info@woolcg.com www.woolcg.com

615-447-3688 (USA)

CONTACT INFORMATION
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ADDITIONAL SLIDES
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RFP Success 
Factors

• RFP Planning 
Meeting

• Vendor Criteria

• Map Criteria to 
Scoring Tool

• Map Criteria to 
Risk Tools

RFP Template

RFP Review 
Scoring Tool

• Vendor Criteria 
Review

• Scoring Tool

• Weighted

• Outcome – Risk 
Score

• Outcome-
strengths and 
weaknesses

RFP Review 
Meetings

•Scores –
Individuals and 
Total for Team 
Review

•Weaknesses

•Strengths

•Risks

•Drives feedback to 
Vendor

•Gaps

•QMS robustness

Feedback to 
Vendor to present 
on QMS, identified 
weaknesses and 
risks perceived by 
the RFP Review 
Team

•Present 
remediation plans

•Present risk 
management plan

Bid Defense 
Meeting – present 
on

•QMS remediation 
plans, risk 
management plan, 
and remediation 
plans

•Methods and 
timelines

•Verification step of 
QMS

VENDOR LIFECYCLE MANAGEMENT
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Review, re-
score the 
RFP, confirm 
and approve 
Vendor RM 
method and 
RMP

• Final 
Vendor 
Selection

CRO-Vendor 
Plans:

• Metrics

• Quality 
Management 
Plan

• Risk 
Management 
Plan

CRO-Vendor 
Governance 
Committee (s)

• Review of  
Study Issues, 
Vendor Issues, 
Sponsor Issues, 
Quality Metrics 
for both the 
study and CRO-
Vendor 
performance

Continuous 
Monitoring  

and Feedback 
Loop on 

Performance  
– real time –

to modify 
practices, 

documents to 
impact change

Feedback to 
CRO or 

Sponsor 
failures in 
RMP, QMS 

to rectify for 
the study 
and the 
business 

enterprise

VENDOR LIFECYCLE MANAGEMENT
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CTTI QbD    Principles Document
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