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2 A COMPETENCY FRAMEWORK FOR INDIVIDUALS WORKING IN THE BIO-ECONOMY
2.1 Whatis a National Occupational Standard?

In Canada, National Occupational Standards are industry-developed and validated documents that identify and group
tasks/competencies associated with a particular occupation. They also describe the knowledge and skills that a worker must
demonstrate to be considered competent.

The former Alliance of Sector Councils (TASC) outlined 11 guiding principles for creating National Occupational Standards (NOS). NOS
for the Canadian bio-economy meet all 11 principles and are developed to meet the current and future human capital management
needs of the Canadian bio-economy.

2.2 How are we defining a competency?

We define a competency as a set of related behaviors that describe successful performance in a designated area. It is a behavioural
expression of how people integrate knowledge, skills, attributes, and attitudes to produce a value-adding result in a defined situation.

The competency statement includes a description that integrates skills, knowledge, and actions into a sequence of activities that
deliver a value-added product or service.

Performance Indicators is the term we use for the behaviours grouped under each competency that describe the level of mastery the
incumbent role must demonstrate when executing a task.

For this project, we have organized the competencies into four categories.

Core Competencies are those competencies that describe the "essence of the role" — that is, they are the one to three most critical
competencies that may be applicable across multiple roles in a function or job family. All levels of personnel in this function would
typically share them. These competencies may also act as qualifiers that differentiate the function from other functions.

Technical Competencies are those competencies related to specific roles or professions that enable an individual to work, function,
and succeed in that role. They address the various responsibilities that job incumbents encounter in a role. For example, a surgeon's
technical competencies would encompass multiple surgical tools, techniques, and conditions that could be part of the position.
Similarly, technical competencies for a lawyer would contain various legal situations that they encounter in the context of a particular
field of practice.
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3.2 Definition of occupation

The Clinical Trial Manager (CTM) works for Clinical Research Organizations (CROs) and/or sponsors and is responsible for the overall
management of clinical trials. Duties and responsibilities will vary somewhat between the two types of organizations. Depending on
the organization, they may also be referred to as Clinical Study Managers, Clinical Study Leads, Clinical Team Managers, Clinical
Operations Leads, Clinical Operations Managers, or Clinical Research Managers.

At a Sponsor organization that employs the services of specialized CROs, the CTM’s duties are more focused on providing the
necessary oversight to ensure that the statement of work for the clinical trial and all contractual obligations are being followed by the
CROs. At a sponsor organization that does not employ the services of specialized CROs, the duties and responsibilities will be broadly
similar to the duties at a CRO.

The CTM is responsible for the start-up, implementation, conduct, and close-out of clinical trials. Start-up related tasks include but are
not limited to the identification, qualification, and activation of clinical trial sites. The CTM reviews the study protocol and guidelines
to ensure that country-specific requirements are properly outlined. The CTM may be accountable for overseeing submissions to
regulatory authorities and Research Ethics Boards (REB).

Throughout the study, the CTM is responsible for the study progress (schedule, budget, resources, enrollment targets, etc). The CTM
ensures that the study is well-executed by coordinating and collaborating with cross-functional teams and resources, managing
external vendors (where applicable), managing risks, communicating with stakeholders, training staff, and resolving issues that arise
during any aspect of the study (e.g., drug distribution, enrollment, site-level regulation, technical difficulties, interpersonal conflicts,
etc.). Where plans need to be modified, the CTM proposes changes to minimize cost/schedule/scope variances.

The CTM may be responsible for overseeing the work of Clinical Research Associates (CRAs) and is involved in training them, reviewing

their work, performing quality control visits, motivating the team, providing constructive feedback, conducting performance reviews,
allocating work, and helping them to resolve issues.
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e Understanding of basic medical terminology

e Knowledge of the therapeutic area in which trials are being conducted is an asset

e Project management experience or training is an asset

e Strong computer skills, including electronic data capture (EDC) systems, Clinical Trial Management Systems (CTMS),
Interactive Web-Based Response Systems (IWRS), electronic Trial Master Files (eTMF), other Electronic Document
Management Systems, and MS-Office products

3.4 Core competencies list for Clinical Trial Manager

3.4.1 Clinical Trial Oversight
Applies effective clinical trial and project management processes to ensure that the clinical trial is executed in compliance with the
protocol and study documents, SOPs, and all regulatory and ethical requirements as well as within acceptable budget, timeline,
schedule, and performance requirements.

Competency in this role is demonstrated when the person:

Ensures trial objectives are met.

Manages risk throughout the trial to ensure that possible risks are identified, the likelihood and impacts are assessed and
mitigated, and actualized risks are addressed.

Ensures that all individuals assigned to the trial are properly trained and qualified for their assigned duties.

Effectively manages clinical trial budgets.

Proactively addresses issues and variances to minimize impact to trial schedule, cost, and quality.

Manages change requests and allocates resources accordingly to prevent budget, schedule, and scope creep.

Monitors the trial progress and takes action to minimize variances (e.g., forecasting financial and enrollment numbers).
Ensures that monitoring, reporting, and documentation of study activities at the site are compliant with the protocol, clinical
monitoring plan, and regulatory requirements.

Leads inspection readiness activities to ensure successful inspections.

© 2022 BioTalent Canada
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Knowledge required for competency at this level:

e Knowledge of organizations Standard Operating Procedures (SOPs)

e Knowledge of REB requirements

e Knowledge of ICH GCP Guidelines

e Knowledge of regulatory requirements (country-specific)

e Knowledge of audit preparation requirements

e Understanding of issue escalation/resolution processes

e Understanding of root cause analysis and risk management processes
e Understanding of project management processes

e Working knowledge of inspection readiness/Quality Assurance

e General understanding of Clinical Data Management

3.4.2 Stakeholder Management
Applies sound customer service and management practices to ensure internal and external stakeholders’ needs and objectives are
supported within the constraints of the clinical trial process.

Competency in this role is demonstrated when the person:

e Works collaboratively and effectively as the project and client liaison, including managing and reporting on project status,
schedule, and other project metrics.

e Confers with customers, contracted sites, and other vendors to optimize the efficiency and effectiveness of the clinical trial and
minimize disruption and conflict.

e Anticipates, proactively prevents, and mitigates potential risks. When risks actualize, reviews problem areas with stakeholders,
consults subject matter experts, addresses deviations, investigates causes, and analyzes trends.

e Proactively engages with stakeholders across the business to understand their needs and influence their understanding of
decisions made during the trial.

© 2022 BioTalent Canada 12
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Knowledge required for competency at this level:

Knowledge of customer service

Understanding of conflict management principles
Knowledge of communication techniques
Knowledge of consulting principles
Understanding of negotiation tactics

3.4.3 Team Management
Applies effective leadership and people management skills in order to direct and motivate the trial team, ensuring that the trial is
conducted efficiently, effectively, and in accordance with all applicable guidelines and regulations, SOPs, and ethical requirements.

Competency in this role is demonstrated when the person:

Makes decisions regarding the study and sites assignments.

Supervises tasks and activities of the team as appropriate to their individual competency and capacity.

Ensures team members are properly trained and retrains as necessary.

Assesses team member performance against established key performance indicators, carries out performance reviews, and
provides feedback and support.

Mentors and coaches individuals to help develop their capability and capacity while taking into consideration their interests and
preferences where possible.

Fosters an environment where team members feel supported and are eager to support others, take ownership and pride in
their work, feel safe sharing lessons learned and asking for help, and work together collaboratively to problem solve.
Encourages team building through empowering the team, encouraging communication, and promoting accountability to other
team members.

Develops and maintains effective working relationships with team members, creates a team culture, and promotes team spirit.
Establishes an open environment which empowers team members to express deviations in the trial.

© 2022 BioTalent Canada
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Knowledge required for competency at this level:

Knowledge of organizational HR policies and practices
Understanding of effective coaching/mentoring practices
Understanding of leadership principles

Knowledge of effective training and communication skills

3.5 Technical competencies list for Clinical Trial Manager

3.5.1 Project Planning

Applies knowledge of clinical trial processes and requirements in order to participate in planning the clinical trial start-up,
execution, and close-out necessary to achieve trial objectives with minimal risk.

Competency in this role is demonstrated when the person:

Conducts study “landscaping” activities (country, region, etc.).

Develops resource requirements.

Collaborates with business office to identify insurance requirements for the trial.

Anticipates potential risks, accurately assesses the level of risk, and takes risk mitigation into consideration during the planning
stage for the trial.

Prepares the appropriate plans for the conduct of the clinical trial, which may include the monitoring plan, start-up plan,
recruitment plan, communication plan, etc.

Knowledge required for competency at this level:

Knowledge of project planning processes
Knowledge of risk assessment processes
Knowledge of budgeting processes
Knowledge of clinical trial execution processes
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Knowledge of ICH GCP
Understanding of regulatory and ethical requirements

3.5.2 Study Start-up and Site Recruiting
Applies knowledge of the trial requirements and conducts site feasibility to identify, recruit, qualify, contract, and initiate/activate
qualified sites to participate in the trial.

Competency in this role is demonstrated when the person:

Conducts required site feasibility activities (site identification, surveys, questionnaires, etc.).

Oversees or conducts pre-study visits (PSVs)/qualification visits (QVs) to ensure that potential sites are properly evaluated
against study requirements and eliminates those that do not meet the standards.

Reviews PSV/QV reports and makes recommendation for selection of the site.

Coordinates or conducts site-initiation visits (SIVs) to ensure that recruited sites are properly on-boarded and oriented to the
trial requirements, protocols, and other trial-specific procedures.

Ensures that all site personnel recruited for the study are properly trained and qualified.

Ensures all required approvals are in place prior to site activation.

Manages the flow of clinical trial supplies and investigational product (IP) distribution (packaging, label management,
translation, etc. — primarily on sponsor side).

Ensures that sites receive investigational products and other study-related materials once they are ready for activation.
Manages the site contracting and budget negotiations.

Coordinates investigator meetings, as required.

Oversees/conducts site activation activities.

Knowledge required for competency at this level:

In-depth knowledge of clinical trial execution processes
Knowledge of ICH GCPs

Understanding of regulatory and ethical requirements
Understanding of contracting and budgeting processes

© 2022 BioTalent Canada
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Understanding of project management processes

3.5.3 Clinical Trial Monitoring
Applies knowledge of study protocol, regulations, and contractual requirements in order to ensure that site monitoring visits are
conducted and discrepancies are identified and rectified so that the trial requirements are met.

Competency in this role is demonstrated when the person:

Develops and implements an effective clinical monitoring plan.

Oversees the work of Clinical Research Associates (i.e., creating Investigator Site Files (ISFs) for their assigned sites, conducting
monitoring visits, writing visit reports, performing source data verification (SDV), training site staff, and ensuring that the sites’
source documentation and essential documents are filed appropriately).

Ensures site is audit-ready.

Ensures that document management plan is followed.

Ensures that all required study-related documentation is reviewed and uploaded to the paper/electronic Trial Master File
(eTMF).

Assists in addressing any deficiencies uncovered during monitoring visits.

Knowledge required for competency at this level

Knowledge of ICH GCPs

Knowledge of study protocols

Knowledge of Good Documentation Practices (GDP)

Understanding of project planning and project management processes

3.5.4 Clinical Trial Finanical Mangement
Applies effective project accounting skills to ensure that clinical trials are properly budgeted and expenditures are accounted for,
minimizing variances.

© 2022 BioTalent Canada
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Competency in this role is demonstrated when the person:

Reviews budgets and mediates budget negotiations between sponsor and sites.
Manages finances during the trial, including invoicing, reimbursement, labour accounting, site/investigator payments, resource
allocation, change orders, variance reconciliation, and reporting.

Knowledge required for competency at this level:

Understanding of project budgeting processes
Understanding of project accounting processes

3.5.5 Clinical Document Management
Applies comprehensive knowledge of ICH GCP documentation standards and other regulatory and ethical requirements in order to
ensure the compliance of all study documentation.

Competency in this role is demonstrated when the person:

Develops, reviews, or updates Investigator’s Brochure to clearly summarize the safety and efficacy data.

Ensures the site staff prepares and/or submits documents that meet requirements for Institutional Review Board (IRB)/REB
Potentially prepares and/or submits documents that meet requirements for a Central Research Ethics Committee.

Enables audit and inspection processes by helping study site staff to prepare and ensuring all documentation is completed and
filed accordingly.

Ensures all required documentation is distributed and filed as required (e.g., essential documents, source documentation, Trial
Master File (TMF), Investigator Site Folder (ISF), etc.).

Collaborates with internal stakeholders and trial sites to ensure all documents are completed and in compliance with good
clinical practice (GCP) and other regulatory and legal requirements.

Holds team members accountable for their performance and adherence to documentation requirements.

Knowledge required for competency at this level:

Knowledge of the Personal Information Protection and Electronic Documents Act (PIPEDA)
Working knowledge of Electronic Document and Records Management Systems (EDRMS)

© 2022 BioTalent Canada
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¢ Knowledge of Case Record Forms

e Working knowledge of Good Documentation Practice (GDP)

¢ Knowledge of Source Data Verification Forms

¢ Understanding of Trial Master File Layout

¢ Knowledge of 21 CFR, Part 11 regulations

¢ Knowledge of Clinical Trial Management Systems (CTMS) document sharing web portals
¢ Knowledge of Electronic Data Capture (EDC) systems

3.6 Industry regulatory competencies list for Clinical Trial Manager

NOTE: DUE TO THE NATURE OF THE ROLE, AND THE FACT THAT REGULATORY AND ETHICAL COMPLIANCE IS FUNDAMENTAL TO EVERY ASPECT
OF THE WORK, THE INDUSTRY PANEL CONSULTED ON THIS ROLE HAS RECOMMENDED THAT THE REGULATORY COMPONENTS SHOULD BE
ARTCULATED FOR EACH COMPETENCY, RATHER THAN CALLED OUT SEPARATELY IN THIS SECTION.

3.7 Personal and professional competencies list for Clinical Trial Manager

3.6.1 Leadership

Exhibits personal accountability for outcomes of the trial and provides guidance and support to members of the trial team through
encouragement and communication.

Competency in this role is demonstrated when the person:

e Leads by example.

e Demonstrates initiative.

¢ Proactively manages issues.

e Encourages, promotes, and models continuous improvement.

© 2022 BioTalent Canada
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e Creates opportunities for information sharing across the project team through governance structure, meetings, and other
interactions.

e Establishes and clearly communicates appropriate criteria for performance evaluation.
e Coaches and/or mentors individuals to ensure they reach their potential.

Knowledge required for competency at this level:

¢ Understanding of leadership principles
¢ Understanding of motivation principles
e Understanding of effective communication principles

3.7.1 Verbal Communication
Applies effective verbal communication processes to present complex technical concepts in a clear and compelling manner that
ensures understanding, appropriate action, and project success.

Competency in this role is demonstrated when the person:

e Listens effectively and provides appropriate feedback.

¢ Flexes communication style to accommodate different cultural, educational, and technical backgrounds.

e Displays sensitivity with respect to diversity, equity, and inclusiveness when communicating both internally and externally.
e Effectively delivers medical education and study-specific presentations.

e Effectively trains cross-functional teams.

Knowledge required for competency at this level:

e Effective verbal communication

e Effective presentation techniques

¢ In-depth knowledge and expertise on specific subject-matter

¢ Basic understanding of clinical and scientific background knowledge
¢ Understanding of scientific communication skills

© 2022 BioTalent Canada 19
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3.7.2  Written Communication
Applies effective writing skills to present complex technical subject matter in a clear and compelling manner that ensures
understanding, appropriate action, and project success.

Competency in this role is demonstrated when the person:

e Adapts writing style to accommodate different cultural, educational, and technical backgrounds.
¢ Develops study training materials that clearly outline trial expectations and target high-risk components to ensure trial quality.
e Writes, edits, and/or review reports in a timely manner to comply with trial requirements and stakeholder expectations.

Knowledge required for competency at this level:

¢ Knowledge of report writing techniques
¢ Knowledge of effective documentation techniques

3.7.3 Teamwork/Collaboration
Applies sound teamwork processes to foster cooperation and collaboration across diverse internal and external stakeholder
groups, enabling effective and efficient project execution, creative and effective problem solving, and fostering a shared approach
to project success.

Competency in this role is demonstrated when the person:

e Acts with integrity.

e Establishes accountability and responsibility across the team.

e C(Clearly articulates requirements.

e Establishes strong, transparent, and mutually beneficial relationships with all stakeholders.

e Ensures CRAs are nurturing solid relationships with assigned sites.

¢ Negotiates in good faith.

e Works collaboratively with different groups to reach consensus, resolve conflict, and ensure project success.
e Works to understand the root cause of conflict and mediates conflict resolution as needed.

© 2022 BioTalent Canada
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Knowledge required for competency at this level:

Knowledge of vendor management processes
Understanding of leadership techniques
Understanding of effective communication techniques
Understanding of conflict resolutions techniques
Knowledge of emotional intelligence processes
Sensitivity to diversity, inclusion, and equity

3.7.4 Problem Solving
Applies knowledge of requirements and uses effective problem-solving techniques in order to identify and quantify issues,
understand their root cause(s), develop and analyze possible solutions, consult subject-matter experts and sponsor where
appropriate, and select the most appropriate solution in order to resolve problems successfully.

Competency in this role is demonstrated when the person:

Gathers all pertinent information to gain a deep understanding of the issue and its implications before developing a plan of
action.

Applies systems thinking, inductive reasoning, and deductive reasoning approaches to understand root causes.

Applies brainstorming and other creative techniques to develop potential solutions.

Comfortably deals with ambiguity when solving problem:s.

Seeks external assistance to help develop and vet different options.

Applies quantitative and qualitative measures to select the best option.

Implements solutions to mitigate the impact of actualized risks.

Monitors the solutions during application to ensure their effectiveness.

Documents and shares lessons learned.

Knowledge required for competency at this level:

Knowledge of systems thinking and critical thinking
Ability to perform deductive and inductive reasoning

© 2022 BioTalent Canada
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¢ Knowledge of brainstorming techniques

¢ Knowledge of problem-solving techniques

¢ Knowledge of collaborative processes for idea generation
¢ Knowledge of analytical processes

e Knowledge of root cause analysis processes

e Communication skills

3.7.5 Detail Oriented
Applies mental focus to their duties to ensure that work is accurate and error free and consistently pays attention to detail to
ensure consistency of work and results in order to improve decision-making and achieve results or accomplish tasks/objectives.

Competency in this role is demonstrated when the person:

e Verifies all required documentation and information is error-free.
e Accurately records all required information related to the conduct of the trial.
e Accurately inputs information into paper and/or electronic systems as required.

Knowledge required for competency at this level:

e Consistent demonstration of inherent traits, characteristics and behaviours/practices
¢ Understanding of all relevant company policies, procedures, and protocols

3.8 Essential Skills for Clinical Trial Manager

Essential Skills (ES) are foundational skills required for all types of work. They are not technical skills, but the core skills people need to
acquire knowledge and complete workplace tasks and daily activities.

© 2022 BioTalent Canada 22
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Understanding the ES requirements for a role can allow individuals to compare their skills to those required, assist training/learning
providers in developing appropriate supports to ensure ES levels are developed during training, and provide employers with an
additional tool for determining who/how to place in particular roles..

Human Resources and Skills Development Canada has defined Essential Skills as follows:
e Reading
e Document Use
e Numeracy, which is further divided into:
o Money math; Scheduling, budgeting, and accounting math; Measurement and calculation math; Data analysis math.
o Several different factors related to estimations, including the presence of a set procedure, the number of items
being estimated, the consequences of errors in estimation, the amount of information missing, and the accuracy
required.
e Writing
e Oral Communication
e Thinking Skills, which are further divided into:
o Problem Solving
Decision Making
Critical Thinking
Job Task Planning and Organizing
Finding Information
o Significant Use of Memory
e Digital Skills
e Working with Others
e Continuous Learning

O O O O

Most of the ES have levels based on complexity, and a role can be analyzed to determine the appropriate levels of ES. The exceptions are
noted below:

e "Working with Others" does not have a complexity rating: it simply describes the ways in which the role would be required to
interact with other people, either internally within the organization or externally (i.e., with clients, customers, or the public).

© 2022 BioTalent Canada
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Explanation of the Essential Skills and the Canadian Language Benchmark for Clinical Trial Manager
Reading: ES5 CLB: 11-12

Clinical Trial Managers are required to read, analyze, review, and interpret a variety of complex technical, scientific, and regulatory
content to ensure that clinical trials are properly executed and documented.

Document Use: ES 5 CLB: Reading: 11-12, Writing: 11-12

Clinical Trial Managers gather and interpret information from a variety of complex technical, scientific, medical, and regulatory
documents, including ICH GCP documents and standards, other regulatory documents, study reports, and ethical requirements in
order to ensure study compliance. Information may be textual, graphical, or numerical in form. Information must be synthesized from
multiple sources and interpreted for both technical and non-technical audiences. They are also required to review and update
documents and reports to ensure Internal Review Board (IRB) and Research Ethics Board (REB) requirements are followed. They also
review and interpret privacy protection regulations, electronic document management system reports, (ERDMS), Case Record Forms,
Source Data Verification Forms, and many other documents, in both paper and electronic form.

Writing: ES4 CLB: 10

Accurate, compelling, written communication is critical to the success of clinical trials. Clinical Trial Managers compose, review, and
edit complex technical and regulatory reports related to clinical trials. They also develop training materials that are used to develop
site teams and other stakeholders in order to ensure trials are correctly executed and meet all regulatory requirements. Documents
created are used both internally and externally and will influence decisions that can have significant financial and legal implications.

Oral Expression: ES 4 CLB: Speaking: 11-12, Listening: 11-12

Clinical Trial Managers regularly coordinate verbally with trial site personnel, cross functional teams and support personnel, other
internal staff, and external vendors. Communication may be highly complex and technical, and the information must be understood
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by individuals with different roles, backgrounds, levels of education, and technical understanding. The Clinical Trial Manager must
therefore flex their communication style to match the audience and the material. Communication may be one-on-one or to larger
groups, in both formal and informal environments. Two-way communication in a technical environment requires effective listening
techniques and the ability to provide appropriate feedback to audiences from different cultural, educational, and technical
backgrounds in order to ensure project success.

Numeracy: ES 4 (Money Math: 3, Scheduling, Budgeting and Accounting: 4, Measurement & Calculation: n/a, Data Analysis: 4)

Clinical Trial Managers must prepare and manage complex multi-year clinical trial budgets as well as manage the expenditures during
start-up, implementation, and close-out of clinical trials. They must also plan and manage the scheduling of human and technical
resources throughout the trial, minimizing variances. Their duties include the management of site contracting, finances (invoicing,
reimbursement, labour accounting, site investigator payments, resource allocation, change orders, variance reconciliation, and
reporting), budget reviews, and negotiations. Mathematical problems involve a moderate number of variables and may require
research to determine the appropriate method for calculation.

Thinking Skills:
Thinking skills are subdivided into five domains:

e Thinking Skills — Problem Solving

e Thinking Skills — Decision Making

e Thinking Skills — Job/Task Planning and Organizing
¢ Thinking Skills — Finding Information

¢ Thinking Skills — Significant Use of Memory

e Thinking Skills — Problem Solving: ES 3
Clinical Trial Managers solve problems related to the execution of clinical trials. The problems can range from the routine and simple

to complex , with multiple factors and where the relationships between the variables is not always clear. Examples include dealing
with errors and adverse effects during a trial; while there may be procedures in place that dictate actions to take regarding reporting,
etc., managers will need to troubleshoot to determine the root cause as well as the options for fixing the issue(s). They will use a
variety of problem solving techniques, critical and systems’ thinking, inductive/deductive reasoning processes, etc. to identify,

© 2022 BioTalent Canada
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quantify, understand, develop, and analyze solutions. The effectiveness of the solution may not be apparent until a future date, so
there is an element of risk and uncertainty associated with solutions.

e Thinking Skills — Decision Making: ES 3
Clinical Trial Managers make decisions that can have significant health, financial, and reputational consequences for the organization.
The decisions they make will have longer-term effects and may be difficult to reverse. Examples include determining which of multiple
courses of action to pursue in the event of a patient record confidentiality breach, in which different solutions have different levels of
risk and different costs associated. Often, the result of a decision is not immediately evident, and decisions are made in a climate of
uncertainty.

e Thinking Skills — Job/Task Planning and Organizing: ES 3
Clinical Trial Managers have responsibility for the coordination of local resources necessary for the successful execution of the study.
They have wide scope in determining how to perform their work, within the overall regulatory framework for the trial. They must
coordinate the work of multiple work groups/departments in order to optimize the costs of a clinical study, and they need to
rebalance priorities continually to minimize the negative variances that will impact the cost and the outcomes of a trial.

e Thinking Skills — Finding Information: ES 3
In the course of their duties, Clinical Trial Managers must access and use information from a wide array of sources. Some of these are
well known, while others are more esoteric and it may require significant effort to locate the necessary information. They must also
be able to direct other team members to appropriate information to use in their work. Sometimes the source of the information
needed is a person, and so knowing who to question, as well as how, is important.

e Thinking Skills — Significant Use of Memory: Types 1, 2, 3
To ensure effective, accurate, and ethical clinical trial studies, Clinical Trial Managers must memorize, retain, and use country-specific
clinical trials project information through one or all of the following methods:

o Purposeful memorization of procedures, codes, parts numbers, memorization through repetition (Type 1)
o Remembering information for brief periods, e.g., minutes or hours (Type 2)
o Unique events in which learning occurs from exposure (Type 3)

© 2022 BioTalent Canada
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Digital Skills: ES 3

Clinical Trial Manager needs strong computer skills. They use a variety of software tools, including office productivity software, project
management tools, electronic data capture (EDC) systems, Clinical Trial Management Systems (CTMS), Interactive Web- Based
Response Systems (IWRS), electronic Trial Master Files (eTMF), Clinical Trial Management Systems (CTMS), other Electronic Document
Management Systems. They regularly must access information in both internal and cloud-based file systems.

Working with Others: Work Contexts 2, 3 & 4

CTM oversees, collaborates with, and mentors multiple audiences, including site teams, clients, and vendors from start-up, execution,
and close-out of clinical trial projects; therefore, they need to display exceptional stakeholder and team management, leadership, and
communication skills for effective trial and project management through an open and stakeholder empowerment environment. The
following work contexts and functions are relevant to the CTM role:

e Works independently (Work Context 2)
e Works jointly with a partner or helper (Work Context 3)
e Work as a member of a team (Work Context 4)

They may also be involved in supervisory or leadership activities, as follows: Functions 1-5 & 8-12

e Participate in formal discussions about work processes or product improvement (S/L Function 1)
e Have opportunities to make suggestions on improving work processes (S/L Function 2)

e Monitor the work performance of others (S/L Function 3)

e Inform other workers or demonstrate to them how tasks are to be performed (S/L Function 4)

e Orient new employees (S/L Function 5)

e Select contractors and suppliers (S/L Function 8)

e Assign routine tasks to other workers (S/L Function 9)

e Assign new or unusual tasks to other workers (S/L Function 10)

e |dentify training that is required by or would be useful for other workers (S/L Function 11)

e Deal with other workers’ grievances or complaints (S/L Function 12)
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Continuous Learning: Types of Learning: 1, 2, 3 How Learning Occurs: 1, 2, 3,4,5,6
Type of learning may include:

e Training in job-related health and safety (Type 1)
¢ Obtaining and updating credentials (Type 2)
e Learning about new equipment, procedures, products, and services (Type 3)

The learning may occur:

e As part of regular work activity (Context 1)
e From coworkers (Context 2)
e Through training offered in the workplace (Context 3)
e Through other forms of self-study (Context 4):
o Atwork
o On worker’s own time
o Using materials available through work
o Using materials obtained through a professional association or union
o Using materials obtained through worker’s own initiative
e Through off-site training (Context 5):
o During working hours at no cost to the workers
o Partially subsidized
¢ With costs paid by the worker (Context 6)
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4 REFERENCES
Gathering the data
The development of the National Occupational Standards started with a review of existing information for the role. This review
process included: referencing books, job postings, websites, articles, and BioTalent Canada’s existing skills profiles to create the first
draft. After several iterations via written feedback, focus groups and a national survey with subject matter experts, the National

Standards were developed. The following are sources consulted during the creation of the Clinical Trial Manager profile:

“Relating Canadian Language Benchmarks to Essential Skills: A Comparative Framework.” Canadian Centre for Language Benchmarks
(Ed.), 2015.

“Canadian Language Benchmarks: English as a Second Language for Adults.” Canadian Centre for Language Benchmarks (Ed.), Oct.
2015.

“Theoretical Framework for the Canadian Language Benchmarks and Niveaux de compétence linguistique canadiens.” Canadian
Centre for Language Benchmarks (Ed.), 2015.

“Readers’ Guide to Essential Skills Profiles.” Essential Skills Research Unit, Skills and Labour Market Information, Division Skills and
Employment Branch, Human Resources and Social Development Canada, 2017.

Gauthier, Marie-Elyse. “Overview of CLB and NCLC Competency Levels.” Canadian Centre for Language Benchmarks, Feb. 2018.

“Projects Archive.” BioTalent Canada, National Occupational Standards - Clinical Trials Ontario. N.D.,
https://www.biotalent.ca/projects/.

“Skills-at-a-Glance - Clinical Trial Manager.” BioTalent Canada, BioTalent Canada, 2011, https://www.biotalent.ca/projects/.
“Core Skill Standards for Bioscience Technicians.” Biotechworkforce PDF, Community College Consortium for Bioscience Credentials,

https://www.biotechworkforce.org/pdf/Core%20Skills%20Booklet%20SCREEN-mMid%20Final%20June%201,%202016.pdf.
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“Clinical Project Manager / Associate Project Manager.” Indeed, Job Posting, https://ca.indeed.com/job/clinical-project-manager-
5a80f2006700c378.

“Job Posting: Clinical Site Manager/ CRA.” Jobs Parexel, https://jobs.parexel.com/job/canada/clinical-site-manager-
cra/877/15283716?utm_source=indeed.com&utm_campaign=clinical_site_managers&utm_medium=job_aggregator&utm_content=

paid_search&ss=paid&dclid=CJTt8MOwhukCFdQAfQodPxsIGQ#tanchor-overview.

“Job Posting: Clinical Trial Manager.” Linkedin, https://www.linkedin.com/jobs/view/clinical-trial-manager-at-robarts-clinical-trials-
1776381950/?originalSubdomain=ca.

“Pre-Clinical/Clinical or Field Trial Project Manager.” Biotalent Canada, 2011, https://www.biotalent.ca/.

During the research period, several job posting boards were reviewed for this profile.
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