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Jon Rojas has twenty years of clinical research experience and has conducted nearly 2,000 trials 
in the clinical research industry. Since 2008, Mr. Rojas has overseen all early clinical development 
operations at WCCT Global, managing two early phase clinical pharmacology units with over 200 
beds combined. 

Before his role at WCCT, Mr. Rojas served as Sr. Vice President of Clinical Services & Support at a 
leading Electronic Data Capture (EDC) software development company, where he managed 
global teams that designed, implemented, and supported all of the clinical trial management 
EDC systems, and was responsible for expanding global project management. 

Prior to this, Mr. Rojas served as the Executive Director of Clinical Operations at a 500+ bed clinical 
research unit with over 700 employees. Beyond clinical operations, Mr. Rojas implemented project 
management, clinical trial management, clinical trial monitoring, SOP and training functions. Mr. 
Rojas was also the clinical operations manager of a 50-bed QTc specialty unit that performed over 
100 QTc trials.

Mr. Rojas has delivered a multitude of educational presentations at key industry meetings such as 
DIA, EDC & Beyond, and ACRP.

wcct.com 2

mgr@wcct.com
(657) 229-6907

mailto:mgr@wcct.com


Corporate Overview

 Early stage research established 1998. 
Late stage research established in 
2003.

 Headcount - 300+ FTEs

 Full service strategic development 
partner (US/Intl.) since 2003

 Offices in CA, PA, TN, Korea, and The 
Netherlands
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COMPANY DETAILS

 Recognized expertise and leadership 
in multiple therapeutic areas
 Oncology
 Asian bridging
 Influenza challenge
 Ophthalmology
 Vaccines



Corporate Overview
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 500+ early phase studies performed (multiple large volume 
studies requiring 200+ patients) 

 Corporate-Owned Sites
 2 Clinical Pharmacology Units
 Asthma Allergy Outpatient Site
 Ophthalmology & Aesthetics Sites

 Sites in CA

 Therapeutic Focus on: Early Development, Asian Bridging, 
Influenza Challenge/Vaccines, Ophthalmology, TQT, 
Gastroenterology, Respiratory, Renal, CNS, Rheumatology 

 Patient Recruitment: Focused on special populations

EARLY STAGE RESEARCH HIGHLIGHTS

 Cardiology
 Gastroenterology
 Rheumatoid Arthritis



Key Objectives

Establish the questions Sponsors and CROs should be asking their 
current and prospective Phase 1 sites during site selection

Evaluate the internal measures Phase 1 sites should be taking to ensure 
operational efficiency and fair market pricing to their clients

01
02
03
04 Pinpoint the ways in which Phase 1 sites can ensure client success through proper planning, risk 

analysis, thorough protocol review, and weighing their own experience versus those of 3rd party 
vendors
Understand the key components of budgets and proposals which demonstrate a Phase 1 site has 
undergone these measures.
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Over the course of this webinar, we will aim to:
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Identify the 5 Qualities Sponsors and CROs should look for when re-
assessing their current Phase 1 sites and selecting new ones



Large Phase 1 Site Selection: The Status Quo

 Experience of PI/Nursing Staff
 Bed space
 Access to the patient population
 Access to necessary equipment to 

operationalize the study
 Experience in similar studies
 Geographic location
 Enrollment capability
 Contract/Budget negotiation structure
 Regulatory history
 Cost
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When it comes to selecting sites for large Phase 1 programs, selection is typically 
based on some combination of the following factors:

PHASE 1 
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What’s Missing?



Large Phase 1 Site Selection: Critical Factors
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When sites fulfill the items on the checklist, a deep analysis of their operations tends to 
be forgotten, leaving other critical factors overlooked during site selection:

Internal costing exercises

Risk Mitigation & Contingency 
Planning

Execution of complex protocol 
requirements

Staff Optimization

Vendor Usage and Selection

PHASE 1 
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Why do these things matter?



Benefits of Operational Analysis
WHEN SELECTING PHASE 1 SITES

Analyzing This…

 Internal costing exercises

 Staff optimization 

 Risk Mitigation & Contingency 
Planning

• Vendor Usage and Selection

 Ability to execute complex 
procedures

Ensures..

 Sites are assessing procedural/staffing 
fees to come up with an appropriate 
fair market value

 Sites are using updated algorithms to 
align the correct number of staff with 
the forecasted activity

 Sites are equipped to prevent 
deviations and prepared to respond to 
their occurrence

 Key study components aren’t 
overlooked and internal deadlines 
aren’t missed

 Studies won’t need to be repeated due 
to in-evaluable data
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Internal Costing Exercises
Why is this important?

 Clinical sites should conduct an internal assessment of their 
procedural and staffing fees to come up with an appropriate fair 
market value

 If sites are not researching fair market value to find the price points 
at which an agreement can be made, value cannot be passed 
along to Sponsors

 Analysis of fair market value can be done by: 
 Researching Grant Plan Software (i.e IMS Health)
 Conversations with Pharmaceutical/Biotech companies
 Conducting detailed analysis on how long procedures take to be completed and the 

rates of the individuals conducting the procedures

Questions to Ask Sites:
Has your team come up with an optimal plan to conduct the 
that is specific to the protocol?

After proposal submission, will you compare your plan with our 
vision for study conduct?
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Internal Costing Exercises
PROTOCOL-SPECIFIC CONSIDERATIONS FOR SITES

Have staff requirements been 
assessed?

How many cohorts are needed to 
efficiently run the study?

What equipment will be necessary 
to complete the study?

Is the CPU set up for an optimal 
study footprint?

1

2

3

4
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Internal Costing Exercises
SAMPLE COSTING ALGORITHM
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Detailed assessment of all staff and staffing types imply that an 
ability to operationalize has been verified by the CPU

 All needs accounted for = properly staffed = Quality

Attention to staffing needs based on the protocol-at-hand 
demonstrates comprehension of the project and factors that 
lead to success.

15 # of subjects in a cohort

Day Designation Number
Shift length 

(h)
Total Hours Unit Cost

Total 
Cost

Front desk/night staff 1 8 8 $35 $280

Coordinator 1 4 4 $42 $168
Team Leader 1 4 4 $42 $168
Lab Tech 2 2 4 $35 $140
PK Phlebotomist 0 0 0 $35 $0
Pharmacy Team 0 4 0 $60 $0
RA 2 4 8 $35 $280

$1,036
# Subjects 15

$69.07

Day Designation Number
Shift length 

(h)
Total Hours Unit Cost

Total 
Cost

Front desk/night staff 2 8 16 $35 $560

Coordinator 1 8 8 $42 $336
Team Leader 1 4 4 $42 $168
PK Lab Tech 1 2 2 $35 $70
PK Phlebotomist 2 6 12 $35 $420
Pharmacy Team 2 4 8 $60 $480
RA 4 4 16 $35 $560

$2,594
# Subjects 15

$172.93
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Staff Fees per Subject

Staff Fees per Subject

Number of Subjects in a Cohort should lead to 
efficiencies of scale



Anatomy of a Budget
DETERMINING SITE’S INTERNAL MEASURES
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Clinical Budget

Screening Check-in

Days -28 to -2 Day -1 Day 1 Day 2
Informed Consent
Inclusion/Exclusion
Medical History/Demography
Physical Examination 100.00$            100.00$      75.00$           75.00$        
Vital Signs 10.00$              10.00$        20.00$           
ECG 75.00$              300.00$        
Hematology 30.00$              30.00$           
Chemistry 50.00$              50.00$           
Urinalysis 20.00$              20.00$           
PT/PTT/INR 28.00$              28.00$           
Alcohol/Drug Screen 75.00$              75.00$        
Virology Screen 100.00$            
FSH Test
Pregnancy Test 20.00$              15.00$        
Plasma Samples for HCV RNA Levels 20.00$              140.00$        40.00$        
Plasma for Resistance Surveillance X X
PK Blood Samples 280.00$        20.00$        
Optional Genetic Sample 20.00$           
Randomization X
Dosing X X
AEs/Conmeds 25.00$              25.00$        25.00$           25.00$        
Meals  $        40.00  $           60.00  $        60.00 
Staff Fees  $              85.00  $        72.04  $         142.60  $        92.60 
Investigator Fee  $              75.00  $        75.00  $           75.00  $        75.00 

Subtotal 713.00$            412.04$      1,265.60$     387.60$      
Overhead (20%) 142.60$            82.41$        253.12$        77.52$        
Stipend 85.00$              175.00$      300.00$        250.00$      
Total Cost Per Subject 940.60$            669.45$      1,818.72$     715.12$      

Study Procedures
Treatment Period

High-Level Indicators:

 Is there granularity in the budget provided?
 Fees assessed per visit
 Do fees seem to correlate to the complexity and 

intensity of procedures?

 Are Staff Rates integrated into the budget?
 Is there visibility of how staff rates were determined?

• Is the CPU willing to produce the detail of their 
assumptions?

• (e.g. previous slide)

• Is there logical variability in the staff rates proposed (or 
similar fees)?
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Staff Optimization
Why is this important?

 In most cases, sites are using outdated algorithms to assess staff 
requirements. This leads to overcharging and an increased financial 
burden on Sponsors

 Oftentimes, clinical sites are applying blanket assumptions to 
budgets and not considering how different types of studies require 
different levels of resourcing

 Sites should be assessing the overall efficiency of their personnel. This 
can be accomplished by monitoring the activity of specific 
positions, and then aligning the correct number of employees with 
the forecasted activity

Questions to Ask Sites:
When was the last time your staff optimization model was 
updated?

Based on historical data, do you know how it takes to complete 
procedure X at your site?
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Staff Optimization
PROTOCOL-SPECIFIC CONSIDERATIONS FOR SITES

What studies have we done in the 
past which closely resemble the 
design of this one?

Based on the necessary equipment 
for this study, how does that change 
personnel requirements?

What amount of coverage will 
ensure subject safety and protocol 
adherence, while avoiding 
congestion?

1

2

3
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Staff Optimization
STRATEGY
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Phase 1 Sites Should:
 Compile data on daily staffing needs based on:

 Procedural requirements
 Experience level requirements (i.e. RN vs. LVN) 
 Simultaneous study operations

 Analyze historical data from similar 
protocols/procedures to determine optimal 
number of staff necessary for current protocols

 Ensure no congestion on the floor, no 
underutilized/over-utilized employees (i.e. 
overtime, using salaried personnel for half shifts, 
etc.)

 Re-evaluate overall staffing needs based on 
historical data at least twice per year



Case Study #1

A Randomized, Double-blind, Placebo-controlled, Single Ascending Dose Study to Assess the Safety, Tolerability and Pharmacokinetics of Inhaled **** in 
Healthy Volunteers. 

Device was designed to deliver drug subcutaneously through a cannula exactly 27 hours after application on the patient. Lights and audible beeps 
integrated into the device to signal:

 Device activation
 Indication that cannula will fire
 Indication that drug will be administered
 Indication that drug has finished administering
 Indication that device has failed 

All of the aforementioned signals needed to be observed by WCCT staff, in a complex logistical situation due to:
1. Doses occurring in a 5 minute staffer between subjects
2. Protocol requirements for subjects to walk and lie down with strict timing designations during the 40 minute infusion

Furthermore, cohorts were being enrolled simultaneous within a 1 day succession of one another, drastically intensifying the need for adequate logistical 
planning and execution.

INTERNAL COSTING EXERCISES & STAFF OPTIMIZATION
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Case Study #1
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WCCT was charged with creating a study design 
which would accelerate timelines for the Sponsor, 
optimize the use of staff, and keep costs down as 
best as possible. 

WCCT implemented this execution plan in which 
various procedures for each cohort would take 
place alongside or on the same day as a different 
procedures/checkpoint for a separate cohort, 
allowing WCCT staff to be used to maximum 
potential each day, reducing overall costs to the 
Sponsor.

INTERNAL COSTING EXERCISES & STAFF OPTIMIZATION

Each subject had a 
total of 4 devices 
placed over the 
duration of 
participation, with 
devices delivering 
dose every 27 hours.
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Risk Mitigation
Why is this important?

 Most sites have SOPs covering how to handle emergencies 
commonly encountered in the unit. However, few sites conduct 
drills geared towards specific AEs common to the study/IP

 Risk Mitigation Planning allows all stakeholders to produce a 
documented, systematic approach to pre-identifying risks
 Creates a concise understanding of the classifications and implications 

of the risks identified
 Establishes steps for mitigating the risks identified through collective 

thinking based on knowledge-based experiences and expertise
 Outlines the predetermined and mutually agreed-upon courses of 

action to be followed in the event a pre-identified risk does occur

Questions to Ask Sites:
What measures is your site taking to minimize the risks
associated with the protocol during clinical conduct?

Should something go wrong, what steps will your site and staff
take to resolve the issue?
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Risk Mitigation
PROTOCOL-SPECIFIC CONSIDERATIONS FOR SITES

Based on prior experience with study 
designs and IPs similar to this one, 
what are the most-common risks? 

Have staff received adequate 
training to conduct the procedures 
and operate the equipment 
necessary for this protocol?

What are the foreseeable issues 
associated with documentation?

Are there any special considerations 
which need to be made regarding 
vendors or supply chain?

1

2

3

4
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Risk Mitigation

“SAFETY ISN’T AN ACCIDENT”

25

Sponsor Collaborative 
Approach

Site QMS 
Department

Study Start-Up

Submit for 
Review

Identify
Additional 

Risks

Identify 
Risks

Create 
Contingency 

Plan

Final
Contingency

Plan



Sample Risk Mitigation Plan
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Risk # Functional 
Area

Staff 
Responsible

Procedure 
Type

Expected Result Risk 
Description

Probability of 
Occurrence

Potential 
Impact

Priority for 
Avoidance

Steps for 
Mitigating Risk

Contingency If 
Risk Occurs

SCR-001 Specimen 
Collection

Lab Blood 
Collection

All subject 
identifiers are the 
correct identifiers 
on the tube 
labels and lab 
requisition form

Subject tube 
identifiers and 
lab requisition 
do not match

3 1 4 Record data 
according to GD 
in real-time
Verify Right 
subject, right 
procedure, etc.

If tubes and 
requisition forms do 
not match and 
there are not tubes 
present in the lab 
that links to the 
matching 
requisition form the 
sample must be 
discarded

SCR-002 Eligibility Screening 
Staff

Eligibility Investigators will 
assess all subject 
screening 
eligibility and 
clearly document 
the results

Investigator
forgets to 
check a box or 
clearly 
document 
completion of 
full eligibility 
assessment

3 5 8 QC staff to 
conduct a 100% 
QC of all subject
screening 
eligibility
Investigator to 
review each 
page for 
completely and 
accuracy

Address with 
Investigator 
immediately
Notify sponsor as 
applicable

SCR-
003

Resources Screening 
Staff

Staffing Patients should 
get through the 
screening 
process in a 
timely manner 
with the 
appropriate staff-
to-patient ratio

3 4 7 Ensure sufficient
staff are trained 
and scheduled
Ensure sufficient 
backup staff are 
available on 
standby

Escalate untimely 
scheduling of staff 
to Executive 
Management 
immediately
Have Recruitment 
reschedule if 
necessary



 Holter monitoring

Case Study #2

A Randomized, Double-Blind, Placebo-Controlled, Single Continuous Intravenous Infusion Study of XXXX 
to Assess Safety, Tolerability, Pharmacokinetics, and Pharmacodynamics in Healthy Japanese and Non-
Asian Participants. 
 Study Population: Normal Healthy Volunteer; Japanese Bridging
 Target Enrollment: 56 subjects total; 28 Japanese; 28 non-Asian
 Subjects Enrolled: 56 subjects total; 28 Japanese; 28 non-Asian
 Screening Period: October 2016-May 2017
 Enrollment Period: November 2016-May 2017; 3 cohorts
 Procedures performed:

 In-Patient/Out-Patient Design:
 Screening: Day -28 to Day -3
 In-Patient: Day -2 to Day 4
 Out-Patient: Day 11

 48 hour continuous IV infusion
 IV fluid repletion
 Telemetry monitoring

RISK MITIGATION PLANNING 
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Case Study #2
RISK MITIGATION PLANNING
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• During Risk Mitigation Planning, it was determined that there may be a risk involved should the Holter 
monitor card reader become damaged or broken due to a number of factors, such as lack of proper 
staff training. Additionally, should this occur, there was a risk if there was no replacement device 
available, which could result in lost data for that timeframe. As a result, WCCT implemented thorough 
Holter monitor device use training for all staff that would be involved with the study, and ensured that 
replacement devices would be available in the event that a device was unusable. 

• Drawing upon previous experience with similar biologic and protocol designs, WCCT determined that 
there would be a heightened risk of AEs due to insufficient hydration. Therefore, the protocol was 
amended to include hydration via IV catheter. However, this presented a new risk of potentially 
confusing the IV drug pump with the IV hydration pump since the two were not easily distinguishable. 
To prevent any confusion measures were taken to color code and clearly label the two Pumps and IV 
lines. No errors were reported during the study.

RISK MITGATION IN ACTION
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Vendor Usage & Selection
Why is this Important?

 Not properly planning out how vendors will be utilized can translate 
to significant problems for a study

 If clinical sites don’t have sufficient experience, they may overlook 
key parts of the study altogether

 Project delays caused by mismanagement of vendors can cause 
Sponsors to miss internal deadlines which could eventually lead to 
difficulty in getting their products to market

Questions to Ask Sites:
How will we be involved in the vendor selection process?

Has the vendor been qualified by the site (QA audit)?

How long has the site been working with each vendor?

What does the escalation tree look like between the site and the 
vendor in the event that there are issues that need to be resolved 
quickly?
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Vendor Usage and Selection
PROTOCOL-SPECIFIC CONSIDERATIONS FOR SITES

 Will our vendors be able to produce 
deliverables or data within the 
necessary timelines and on budget?

Will our vendors need to be 
familiarized with the study 
design/procedures before they can 
begin their work?

1

2
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Execution of Complex Protocol Requirements
Why is this important? 

 If procedures are executed incorrectly due to any number of 
factors, study data could be in-evaluable and the study may have 
to be repeated

 If certain staff members are inadequately trained or certified to 
carry out certain protocol requirements, this present danger to study 
volunteers

Questions to Ask Sites:
Has staff been trained to execute the specific procedures outlined 
in the protocol? If not, will training be provided prior to clinical 
conduct?

Does your site contain all the necessary equipment to conduct the 
specific procedures outlined in the protocol?
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Execution of Complex Protocol Requirements
PROTOCOL-SPECIFIC CONSIDERATIONS FOR SITES

Is there any additional staff training 
necessary to ensure patient safety?

What are the increased risks 
associated with these procedures?

How do these procedures change 
staffing and equipment 
requirements?

How do these procedures change 
our budget? Are we assessing all 
factors and eliminating the need to 
re-evaluate costs with the Sponsor at 
a later date?

1

2

3

4
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 Procedures performed:

Case Study #3

Evaluation of the Effects of Sequential Multiple-Dose Regimens of *** on Cardiac Repolarization in 
Healthy Subjects. 
Various “non-device” trials require the use of technology to meet important clinical trial endpoints. One such 
notable trial WCCT executed needed to overcome conditions that the FDA set forth on the basis of heart rate 
increases and various cardiac symptoms (namely, orthostatic hypotension) in previous human and non-
human trials. 

COMPLEX PROTOCOL REQUIREMENTS
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 Exercise test using Holter monitors
 Holter monitors 24hrs/day for multiple days
 ECGs taken during Holter collection to ensure Holter data reliability



Case Study #3
COMPLEX PROTOCOL REQUIREMENTS
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Due to cardiac signals in previous studies, the protocol required that subjects needed to undergo an 
exercise test to ensure that they were eligible. Subjects would be disqualified from participation in their 
heart rate reached a particular threshold at any point during the exercise test. One of the challenges 
executing this was to overcome disturbances (artifacts) to Holter data based on excess/extreme 
movement. To execute this aspect of the trial, WCCT:

EXECUTION OF COMPLEX PROTOCOL REQUIREMENTS

 Placed Holter monitors on subjects
 Secured Holter monitors using medical bandages
 Supervised subjects on treadmills in multiple rooms and executed the “Modified Bruce 

Protocol” under strict timing while monitoring safety and stopping criteria
 Took manual heart rate measurements for safety, and to compare against Holter 

data for reliability
 Monitored the placement and movement of the Holter and recorded any deviation



Exclusive Webinar Offer!
For our webinar attendees only, WCCT is offering a free Protocol Review. 
During this review, WCCT will:

Assess potential risks involved with clinical conduct

Identify any changes to the protocol which could improve 
patient safety

Suggest changes to the protocol which could increase 
efficiency

Evaluate the likelihood of successful enrollment
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PROTOCOL
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Jon Rojas
CEO

(657) 229-6907 mgr@wcct.com

Receive your free Protocol Review!
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