
Conduct of the Trial Part I



OBJECTIVES

Review the roles and responsibilities of the research 
team

Describe plans for research rigor and 
integrity

Review accruing Patients & developing an Eligibility 
Checklist

Discuss creating attainable and reasonable deliverables when 
writing the protocol
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Principal Investigator & Sub-Investigators

Principal Investigator(PI)

Primary Responsibility is study 
integrity

Also responsible for: trial 
management, safety, study staff, 

patient accrual, patient care 

Sub-Investigator(Sub-I)

Share Responsibilities P.I.

Patient accrual

Patient care 

Consenting Professionals

Only study staff authorized to 
obtain informed consent

Typically all investigators



Principal Investigator Responsibilities

• Trial Oversight including:
– Recruitment & Consenting of trials participants
– Medical care of subjects
– Communication with Internal Review Board(IRB)
– Compliance with Protocol
– Investigational Product accountability
– Safety Reporting 



Sponsor Responsibilities

• Some of the responsibilities of the Sponsor include: 
– Submit (Investigational New Drug)IND application with FDA.
– Select Investigators qualified by training and experience. 
– Select Monitors qualified by training and experience. 
– Submit changes to the investigational plan to the FDA throughout the study. 
– Ensure the Investigators are compliant with the agreement, protocol, FDA and IRB. 
– Report Unanticipated adverse effects (UAE) to the FDA. 
– Maintain accurate, complete and current records. 
– Submit reports regularly within the required timeframes to the FDA

• Sponsor team includes:
– Medical Monitor
– CRA/ Monitor 
– Contract Research Organization (CRO)
– Data Manager 
– Biostatician



Why do you need a study team?
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How do you put together a study team?

Generalist vs specialist

Research Nurse
Research Nurse

Data person
Regulatory Person

Patient Management

Research Nurse
+

Administrative
Person



Study Team Roles @MSK

The Big Picture
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Study Team Roles @MSK

The Team that does data projects
(not what we are talking about today)
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Study Team Roles @MSK

The Core non-clinical Study Team



Study Team Roles @MSK

The Managers

12



Study Team Roles @MSK
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Investigational Pharmacist & 
Pharmacokinetic Technician (PKT)

• Investigational Pharmacist
– Prepares study drug per protocol
– Maintains accurate drug accountability records

• Receipts of drug shipment/invoices
•  Drug accountability record forms/database

– May assist with concomitant med review and home medication 
reconciliation 

• Treatment Nurse
– Administer study drug per protocol
– Communicate outcomes with research team
– Reinforce education

• Pharmacokinetic Technician (PKT) 
– Collect Research Human Tissue Samples
– Sample Processing & Shipping 
– Study EKG’s
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Clinical Trials Nurse(CTN)



Clinical Trials Nursing @ MSK

Primary 
CTN

IRB #

IRB #

IRB #

IRB #

IRB #

Preparation

Education

Patient/Protocol

Management

Communication

• Primary research nursing provides a 
structure for building trusting 
relationship(PI, CRM, CRC), that 
provide for a caring and healing 
environment.

• Aligning Clinical Trials Nurses with 
studies allows for:
• Opportunity for CTN to gain 

expertise in a subset of protocols
• Improve knowledge, 

competency, accountability and 
continuity

• Improve communication
• Enhanced preparedness



Key Responsibilities of Primary CTN

• Patient Management
– Telephone triage
– Clinic visits

• Medication reconciliation
• Patient education
• Toxicity assessments
• Coordination of care

•Protocol Management
– PI meeting participation
– Protocol Start Up

• Protocol Review Tool
• Study tools
• Inservice development

–SAE narrative 
submission(initial & f/u)
–ECL completion & eligibility 
confirmation
–Query resolution

PI

Primary 
CTN CRA



Monitor Responsibilities (highlights)

E6(R2) Good Clinical Practice: Integrated Addendum to ICH E6(R1) https://www.fda.gov/media/93884/download

• The monitor is the main line of 
communication between the 
sponsor and the investigator

• Verifying that the investigator 
has adequate qualifications and 
resources

• Verifying investigational product
• Verifying that investigator 

follows the protocol
• Verifying that written informed 

consent was obtained
• Ensuring/verifying all aspects of 

study conduct



Monitoring summary report
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Accruing Patients & Developing 
an Eligibility Checklist



Accruing Participants

Plan for recruitment:
– Develop a recruitment plan during the protocol planning stage. 
– Avoid unnecessarily restrictive inclusion and exclusion criteria; think about the 

widest net, not the “perfect” participant. 
– Develop a profile of prospective study participants with consideration for: 

• What would motivate individuals to join the study? 
• Sources from which the target population is likely to obtain information 

– Review recruitment, dropout, and screening success rates from previous studies 
and implement strategies that build on previous successes and incorporate 
lessons learned. 

– Consider assessments at locations convenient for participants. 
– Consider offering participants transportation to and from the study site. 
– Choose appropriate staff members to conduct recruitment. 



Accruing Participants @MSK

Plan for identifying and 
screening for participants:

– Develop a recruitment plan 
during the protocol planning 
stage. 

– Develop a profile of 
prospective study 
participants

– Choose appropriate staff 
members to conduct 
recruitment. 

– Utilize a structured 
prescreening approach



An electronic screening tool can notify docs
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An electronic screening tool can notify docs
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How can we facilitate accrual?

• Consider group-wide screening request process
– How is it staffed (nurses, research admin 

staff)?
– Who do they screen (All visits? All new visits? 

Only selected by providers)?
• Weekly discussions about open protocols
• Active prioritization for given clinical context

– (e.g. first line metastatic disease)



Eligibility

• Inclusion/Exclusion Criteria
–List of criteria guiding enrollment of 

participants into a study

• A subject is eligible if s/he meets all 
inclusion and exclusion criteria.

• Every criterion MUST have a source 
document in the EMR. 



Eligibility Documentation: Sample Checklist

• Checklist helps to 
ensure that 
participants meet 
eligibility



Ensuring Source Documentation for Eligibility

Definition: Original documents, 
data, and records that are used in a 
clinical trial

Key Purposes of Source 
Documents: 

• Provide original documents, 
“raw” data and records 

• Documentation where protocol-
specific data are abstracted from 
and transferred to case report 
forms (CRFs)

Examples:
 Informed consent process
 Concomitant Medications 
 Protocol related visits
 Results of study required 

scans/tests (e.g. RECIST)
 Study drug administration
 PK recording
 Patient correspondence
 Adverse events/Serious adverse 

events
 Unscheduled visits



YOUR TURN!

• IN THE CHAT INDICATE WHICH OF THE BELOW COULD BE UTILIZED TO 
CONFIRM THE FOLLOWING ELIGIBLITY CRITERION:

– Participant DOES NOT have persistent toxicities (>CTCAE 
Grade 2) caused by previous cancer therapy 

TODAYS LAB 
REPORT IN 

EMR

PATIENT 
REPORT OF 

OUTSIDE LABS



Practical considerations 

Time: Does the investigator have adequate time to devote to 
study oversight and the work that he/she must perform? If not, 
then no new studies should not be started until there is. 



Practical considerations 

Other Obligations: Are there anticipated personal, financial, or 
professional obligations for the investigator or the study staff that 
might interfere with meeting the study commitments? New 
studies should not jeopardize ongoing research projects, nor 
should they delay a trainee's progress on their research.



Practical considerations 

Funding: Is there adequate funding (budget 
appropriate), sufficient personnel and space for study 
procedures available to conduct the study?



Practical considerations 

Study Procedures: Does the investigative team have the 
ability and hospital credentials needed to perform all 
required study procedures?



Practical considerations 

Are facilities and equipment adequate to perform the study?



Practical considerations 

Contract Terms: Does the investigator and/or 
administration agree with the terms of the contract set 
forth by the sponsor?



Practical considerations 

Available Subject Population: Will there be enough 
prospective participants available and are there 
reasonable expectations that enough will agree to 
participate and complete the study during the time 
frame planned for the study?



To be continued…
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