National Occupational Standard for J

. BioTalent
Development Project Manager Canada

Igniting the bio-economy's brainpower



BIOTALENT CANADA

BioTalent Canada supports the people behind life-changing science.
Trusted as the go-to source for labour market intelligence, BioTalent
Canada guides bio-economy stakeholders with evidence-based
data and industry-driven standards. BioTalent Canada is focused
on igniting the industry’s brainpower bridging the gap between
job-ready talent and employers and ensuring the long-term agility,
resiliency, and sustainability of one of Canada’s most vital sectors.

For more information visit biotalent.ca.

© 2022 BioTalent Canada™, The PetriDish™, BioSkills Match™ and BioReady™ are registered
trademarks of BioTalent Canada. BioTalent™ is a trademark of BioTalent Canada.



Development Project Manager National Occupational Standard

CONTENTS
R 1 Yol g Vo VY 1Yo F= =T o 0 =Y o U UUPR R 3
2 A competency framework for individuals working in the Dio-€CON0OMY .....ccuuiiiiiiiie e e e e e e sbte e e e s baeeeenes 4
2.1 What is @ National Occupational STANUArd? ........ooii it s e e e st e e e e eba e e e saateeeesateeeesbeeeesasbaeessantaeeesssaeesaseneesaseneenns 4
2.2 HOW are We definiNg @ COMPELENCY ... ..eiiiiiiieecieee ettt e e ettt e e sttt e e e s tae e e e tateeeaabeee e e sbaeeeansbaeeeanstaeesasseeeeasbaeeeasseeesanstasesanseneeennsens 4
2.3 LeVelS OF COMPIEXITY OF WOTK ..eeiieeiiiieeeeie ettt et e et e e e ettt e e ettt e e e e tbaeeeaaaseeeeaassaeeeanseeee e ssaaeeesbasesansbasesanssseeeaasenseannsenesannses 5
2.4 Overview methodology for the development of national occupational StanNdards ...........cccciiiiiii i e 7
3 Development project manager CoOmMPETENCY framMEWOIK ........iii ittt e e e e e esestbr e et e e e eeeebrbaeeeeeeeesabssaeeaeessassssasaseeeeesassraseseesennnns 8
3.1 Competency diagram DevelopmENt ProJECt IMANAEEN ... ..veiiiciiieeeieee ettt ettt e e ettt e e e etaeeeeetteeeeaataee e e ssaeeesssaeesassseeesassseeesssseeassseeeesssneenns 8
3.2 (BT} {1 a1 dTeY g X o] o Tolol U1 o= 1u o] s IS USRS 9
33 Level of education, training or desigNations MEQUITEIMENTS .........ccuiiiiiiiieecciee e ettt e e et e e e e ctteeeeeteeeeeetteeeesaseeeeessseeeaastaseesassssessasseaesanseneesnnes 11
34 Core competencies list for DevelopmeNnt ProjECt MANAZEN ......uiii ittt ettt e s e e st e e s st e e e s baeeeesabaeeesssbeeesensbeeeesssaeessseens 11
3.4.1 SCOPE AN ProdUCT DETINITION .. ..eiiiiiiiiie ittt ettt e e e e e eeestbr e e e e e eeessatbbaeeeeeeeeasabsasaeseseeasassbsaaeseessaasssssaseeesesassrssaeeeessnannns 11
3.4.2 EXECULION SErAatEEY PIANNING ..oeeiiiiiiie ittt ettt e e e e e ettt e e e e ettt e e e st baeeeeteaeeeeabeeeeeasbaeeeestaeeesastaeeeanseaeeeasbaseeanstaeesanseeeesnnsens 12
3.4.3 oY T=To A =T =Sl G-} TN @ o o o] SRR 13
344 =10 Lol YOS P P PPPTOROPPTPPPTPPRN 14
3.5 Technical competencies list for Development ProjeCt IMANAZET ........uuiiii it e ettt e e e eeectree e e e e e e s ttrre e e e e aeesaatsseeeeeseesanssesseeaeseennnsnns 14
3.5.1 L go [<Totfl [ TR A= L [o o [P UPPPUPPNN 14
3.5.2 ProJECt Plan DEVEIOPMENT .....veiiiiiiee ettt ettt e e et e e e ettt e e e e baee e s eataee e eateeeeaabeeeeeansaaeeestaeeeaaseaeeeasseaeeessaeesastesesanseaeesanseeeeansens 15
3,53 R Yol o L3N ] o o IS USRRRN 16
354 BUdget and COSt IMANAZEIMENT . ..viiiiiiiiiie ittt ettt e e ettt e e sttt e e s s sbee e e s sabeeeesaabeeessbeeeesaabaeeesassaeesssbaeeesaseeeeensseeeeesseeessnssaeessnseneennnsens 16
3.5.5 Manage MUltidiSCIPINAIY PrOJECT TEAM ..ceiiiii ittt e e eeccrre et e e e ee e tbbaeeeeeeesastbraeeeeeeeessbsaaaeseeeeasassrasaeeeeeesastsssaaseseeesassrraeeeeens 17

© 2022 BioTalent Canada



4

Development Project Manager National Occupational Standard

3.5.6 U QY = Lo T T 2 0 Y= o | PSRN 18
3.5.7 (O TV L VAN Y Yo === o =T o | PSRRI 19
3.5.8 Project ManagemMeENnt Of CHaANGE .....cccociiiii ittt e et e e e et e e e ettt e e e ebteeeesabaeeeeasbaeeeastaeeesastaeeeanseeeeeasbaaesastaeesanseeeesnnsens 20
3.59 (20=Y oo o o T =SSP T U TP TR 20
3.5.10  Project TUrnover to OPerations/PrOTUCTION..........cooiiicuiiieie et ettt ettt et eeteeeetee e et eeeeteeeeteeeeateeeebeeeeseeeesseesbesessesessseeenseeensesessreesreeans 21
I TR N A o o] =Yt f @1 Lo XY cE @ L1 TR 22
TN Y- | 1Y AV Vo o= Y=< T 0 0 1= o USRS 23
3.6 Industry regulatory competencies list for Development ProjeCt MaNagEr .......cccuuiiiiiiiieeiiiiee et e eettee e ertre e e setee e s etae e e eentaeessantaeessnreeeeanes 24
3.6.1 2O qU] =T AV @eT 0 o] [T o ol 0PSRN 24
3.6.2 [DTo o010 g T=T o) M\ = Ta =T <{T 0 0 1= o | SO OO UPPPRPPTINN 24
3.7 Personal and professional competencies list for Development Project Man@ger ......cuuviiiciiieiiiiiie ettt eeteee e seiee e e saae e e e svaee s ssntaeeeeans 25
3.71 (0o To 0] 04T 4 Lot o o FN PP PTOT PPN 25
3.7.2 o] o1 =T 0 dTY o AV oYU 26
3.8 Essential SKills for DeVElopPMENT ProOJECT IMIANAZEN ... .uuiiiiieee et e ettt e e ettt e e ettt e e e et e e e e eabteeeeeateeeeebteeeeeabaeeeaasbaeesasteeseenssaeesanseeesannsaeeeansres 26
3.9 Canadian Language Benchmark for Development Project IManager..........uuuiiiiiiiieciiiiiee ettt e e e e e cttare e e e s e e setste e e e e e e s ssnbtraeeeeaseesnnsesneeas 28
2= =T =T o T T PRSP SR 35

© 2022 BioTalent Canada



Development Project Manager

1 ACKNOWLEDGEMENTS

Alexandre Fugere
Annie Leroux
Aurélie Vérin
Bahareh Asadishhad
Dana Lasko

Dax Torti

Djordje Grbic, PhD
Edie Dullahan

Ella Hyatt

Esther Lo

Frederic Leduc

lan Ruthven
Linh-Chi Nguyen
Natasha Dhayagude
Pieter Diedericks
Robert Cowley
Sergiy Olishevskyy, PhD
Steve Levesque
Tammy Gillett
Thomas Moore

Wu Ding

Chargé de Programme Senior
Chef superviseur des laboratoires
Chargée de projet

Bulk Project Lead

Project Manager

Project Manager

Directeur de programme

Head Target Validation
Laboratory Research Project Manager
Project Manager, R&D and Drug Development
CEO

Senior Program Manager
Mechanical Engineer

CEO

Senior Project Executive

Senior Project Manager

Senior Scientific Project Manager
Research Coordinator

Technical Project Manager
Independent Consultant

Chief Science Officer

National Occupational Standard

Immune Biosolutions Inc.

Immune Biosolutions

Econoler

Sanofi Pasteur

Self Employed

OICR-Translational Genomics Laboratory
Immune Biosolutions

Biolnnovation

Ryerson University

PlantForm Corporation

Immune Biosolutions

Elekta Ltd.

N/A withheld at participant's request
Chinova Bioworks

Consulting — self employed
Consulting -self employed

FoodChek Laboratories Inc

Institut du Savoir Montfort

Bora Pharmaceuticals

Self Employed

Proventus

One additional expert contributed to the standard however they wished to remain unacknowledged.

© 2022 BioTalent Canada



Development Project Manager National Occupational Standard

2 A COMPETENCY FRAMEWORK FOR INDIVIDUALS WORKING IN THE BIO-ECONOMY

2.1 What is 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.

© 2022 BioTalent Canada
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Similarly, technical competencies for a lawyer would contain various legal situations that they encounter in the context of a particular
field of practice.

Regulatory Competencies are those competencies that describe compliance with prescribed practices and mandated obligations under
applicable laws, regulations, and industry standards. They ensure that critical work processes are implemented and integrated into all
work activities. They are of absolute importance where economic behaviours can impact human conditions.

Personal/professional Competencies are those competencies that enable an individual to be successful working with others and
fulfilling their responsibilities in a work context. Personal and professional competencies are not necessarily role specific.

2.3 Levels of complexity of work

It is important to recognize how the complexity of work varies along an organizational continuum. At one end of this continuum is
low-complexity, clearly-defined, task-driven work. At the other end of the continuum is work that is higher in complexity, not as well-
defined, and requires higher-level thinking and decision-making skills and a greater degree of autonomy. Results are recognised over a
longer period of time and are more difficult to assess.

Figure 1: Demonstrates how the level of complexity changes with the role responsibilities

E:\;zrlexity Examples of Work at Different Complexity Levels Typical Roles/Titles
Most Complex| Construct and pursue worldwide strategic plans in large corporations. CEOs of the largest trans-global corporations
A Construct and pursue worldwide strategic plans. C-suite executives at multi-national organizations
Lead the accumulated impact of multiple business units. C-suite executive at large, multi-location organizations
Optimize the function of a single business unit or corporate support staff. General manager; plant manager
Manage multiple, interdependent projects; balance resources among departments. Engineering manager

Plan and carry out sequential projects while considering contingencies and alternatives.| Maintenance manager

Accumulate information to diagnose and anticipate problems; proactive; notice trends. | Maintenance technician

Follow predefined procedures; seek help when encountering an obstacle. The ability to

. . Maintenance labourer
anticipate problems is not expected.

Least Complex

© 2022 BioTalent Canada
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We define the complexity levels within the profiles at four levels:

Foundational — performance focus is on the execution of procedures and tasks involving own job role.

Operational — performance focus includes some discretion in the planning and executing of work. The work typically includes
assessing the quality of the work outcomes and taking corrective action to ensure quality.

Specialist — performance focus is on translating goals and standards to team members and ensuring that work done under the
person's responsibility area complies with all corporate standards.

Strategic — performance focus is on leading work and the accumulated impact of work in an independent business unit or across a
whole organization. The impact of work at this level is often not visible until the medium to longer term.

The following example illustrates the different complexity levels within a profile.

Competency Name: Research Ethics

Competency Definition: Exercises integrity and professionalism to ensure all research is performed responsibly in keeping with the ethical principles of
beneficence and nonmaleficence.

Competence at this level is demonstrated when the Research Manager:

Performance Indicators

Foundational Operational pecialized Strategic

Holds self and staff accountable to

Diligently follows research
procedures and protocols mandated
by legitimate authorities and
professional organizations.

Regularly monitors own actions and
decisions to ensure they align with
professional and organizational
values.

the organization's values, ensuring
compliance with the policies and
procedures related to scientific
ethics and rules of conduct.

Fosters an organizational culture of
integrity and ethical business
practices by unwavering personal
example.

© 2022 BioTalent Canada
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2.4 Overview methodology for the development of national occupational standards

National occupational standards were developed using a multi-step process.

Step Description Result/Output

1 Identify critical roles in the bio-economy through primary and List of 50 key roles
secondary research.

2 Create draft profiles with critical competencies for the roles, Draft profiles
performance, and knowledge indicators.

3 Review the draft profiles with industry subject matter experts to Reviewed profile with design inputs from industry experts
refine the competencies, performance, and knowledge indicators.

4 Further validation and review by industry via online focus group. Validated profiles by industry experts

5 Broader validation of the draft profiles via national online surveys. Occupational Standards validated on a national level by experts from
the different sectors

6 Addition of the Essential Skills and Canadian Language Benchmark Nationally validated NOS profiles with ES/CLB profile for each NOS
(ES/CLB) ratings.

© 2022 BioTalent Canada
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3 DEVELOPMENT PROJECT MANAGER COMPETENCY FRAMEWORK
3.1 Competency diagram Development Project Manager

National Occupational Standard

Competencies

Complexity Level

1 | 2

3

~

Core Competency

1 Scope and Project Definition
2 Execution Strategy Planning
3 Project Stage Gate Control
4 Tenacity

Technical Competencies

1 IRl
1H1

5 Project Initiation

6 Project Plan Development

7 Scope Control

8 Budget and Cost Management

9 Manage Multidisciplinary Project Team
10 Risk Management

11 Quality Management

12 Project Management of Change

13 Reporting

14 Project Turnover to Operations/Production
15 Project Close-Out

16 Safety Management

© 2022 BioTalent Canada
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Competencies Complexity Level
1 2 3 4

Industry Regulatory Competencies

17 Regulatory Compliance ‘-
18 Document Management ‘-

Personal and Professional Competencies

19 Communication

20 Problem Solving

3.2 Definition of occupation

The Development Project Manager works in the bioeconomy across many different organizations and with a diverse portfolio of
projects. They collaborate with other departments within an organization and collaborate with external stakeholders and partners to
help develop or improve products axcording to market requirements and corporate strategies. This is achieved through interactions
with marketing, regulatory affairs, operations, government relations, and other internal or external stakeholders. They understand the
business and bring realism into the viability of project execution regarding complexity, cost, and schedule.

The Development Project Manager commonly manages the front-end loading phase of projects through successful and timely
decision points. This may include project management support from idea generation, concept selection, research and design, proof of

concept, commercialization, and production.

They are involved with setting up and managing projects in clinical/field trials, drug/medical device design and build, finding toll
producers, building pilot facilities, and managing larger scale expansions of current facilities.

© 2022 BioTalent Canada 9
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Their role is to plan appropriately and oversee project execution to meet objectives and minimize problems, delays in development,
unforeseen events, and cost and implementation schedule overruns. The Development Project Manager works with teams assigned
for the project’s duration, guiding them through the project while paying strict attention to alignment with the business objectives,

communications, and reporting. They work for Canadian biotechnology companies of different sizes (small, medium, large) and in
various biotechnology areas, such as:

e Agriculture e Human and Animal Health
e Aquaculture e Industrial

e Bioenergy e Life Sciences

e Bioproducts * Medical Devices

e Biosciences e Nanotechnology

e Environment e Nutraceuticals

¢ Food Processing e Pharmaceutical

This role works in the following subsectors:

Bio-Health Agri-Bio Bio-Industrial Bio-Energy

Applicable To

The level of complexity of the role is:

Specialist/
Management

Foundational Operational Expert/Executive

Span of Complexity Levels

© 2022 BioTalent Canada
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3.3 Level of education, training or designations requirements

Bachelor Master PhD

Secondary College
Typical Education Required

0-5 yrs. 10-15 yrs. 15-20 yrs. 20+ yrs.

Typical Starting Experience

e Bachelor’s degree in applicable sciences (biology, health, life sciences, bioengineering, engineering)

e Extensive project management experience and/or a background in research and development (R&D) complemented by
relevant industry experience

e Project Management designation required/preferred, depending on organization

e Technical experience and expertise in the industry where the project is executed in order to fully understand the fundamentals
and applications of the project deliverables

e Minimum five to ten years of combined experience in R&D, management, and project management

e Must possess strong leadership competencies, be able to use persuasion and influence on direct progress of a project, and
establish effective working relationships across functions in an organization

e Ability to work under pressure with ease

e Well rounded interpersonal skills

3.4 Core competencies list for Development Project Manager

3.4.1 Scope and Product Definition
Uses knowledge of project management to collaborate with business leaders, defining the specific product details and outcomes of
the project, ensuring the inclution of all aspects of the scope in the execution plan, the cost estimate, and the schedule.

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

e Effectively listens to the client, clinical advisors, and end users to understand and comprehend the end users’ needs.

e Synthesizes information about end user needs to develop a safe, effective, and meaningful solution/product.

e Delivers product design specifications appropriate for achieving a product’s design intent.

e Delivers an execution plan, cost estimate, and schedule at the required accuracy level for the stage the project is in.

e Manages the design and development process to refine and/or refocus processes to deliver results.

e Demonstrates the capability to link value outside the design intent to conceptual development of possible new products.

Knowledge required for competency at this level:

e Understanding of the business, operational, and functional needs of the industry
e Working knowledge of best practices and products in the target markets
e Knowledge of complex execution plans, cost estimates, and schedules

3.4.2 Execution Strategy Planning
Applies knowledge of the business needs, supplier capabilities, and project management to develop the execution strategy,
ensuring the projects address the business requirements regarding cost, quality, and schedule.

Competency in this role is demonstrated when the individual:

e Collaborates with the business stakeholders to understand the critical project drivers and critical success factors for each
project.

e Ensures understanding and alignment of all stakeholders with the project delivery options.

e Completes a make-or-buy analysis to decide on the best fit options for seller selection.

e Considers the different contracting options and selects the optimal contracting strategy, procurement, and payment strategies.

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

In-depth knowledge of different seller contracting types

Thorough knowledge regarding the application of different project related value analyses such as return on investments,
internal rate of return, and cost/benefit analysis

Undersatnding of project procurements strategies

3.4.3 Project Stage Gate Control
Uses scope of work and project planning completion as well as performance requirements, safety, business economics, risk

management, and regulatory requirements as a basis to control each stage process and ensure requirements are met as approved.

Competency in this role is demonstrated when the individual:

Ensures the product design specifications are shared and understood in the same way by all multidisciplinary team members.
Ensures the essential requirements necessary to achieve a high-quality product(s) are met from inception through to
production.

Validates the device design via examination and objective evidence and confirms that the final design outputs consistently
meet the specific intended use.

Ensures that the design of the medical device can be correctly translated into production specifications (that is, advanced
successfully from product development to manufacturing).

Delivers the design history to provide evidence that the design was developed in accordance with design controls.

Knowledge required for competency at this level:

Working knowledge of The Compliance and Enforcement Policy for Health Products (POL-0001)
Working knowledge of The Compliance and Enforcement Policy for the Assisted Human Reproduction Act (POL-0100)
Knowledge of how to verify compliance of health products on the market: April 1, 2015 to March 31, 2016

© 2022 BioTalent Canada
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3.4.4 Tenacity
Applies patience and steadiness in the design intent to explore dead-end pathways and overcomes unforeseen design obstacles.

Competency in this role is demonstrated when the individual:

Uncovers possible solutions to produce new and innovative products.

Ensures the team understands the client’s passion and personal investment in the product success.

Demonstrates and maintains energy and trust in the team to design and deliver the product according to requirements.
Assists clients in driving forward novel and needed technology.

Resources the project with additional skills as/when needed to move forward when obstacles are slowing the process down.

Knowledge required for competency at this level:

Understanding of the personal and interpersonal effects of ownership and tenacity

3.5 Technical competencies list for Development Project Manager

351

Project Initiation

Uses knowledge of project execution practices to participate with the business team in defining the project goals and business case
and completes the relevant project documentation to initiate the project by obtaining authorization and funding to continue.

Competency in this role is demonstrated when the individual:

Influences the business development team to include realistic cost estimates and schedules into the development plans.
Completes the Project Initiation Document which specifies the product requirements, stakeholder responsibilities and
obligations, scope restrictions, schedule, and quality controls.

Ensures that all the project team members, representatives, contractors, and external agencies understand the project
deliverables, procedures, and document management and regulatory requirements.

Verifies all governance procedures and regulatory requirements are defined and communicated to stakeholders.
Ensures the project resourcing plan provides the required resources throughout the project lifecycle.

© 2022 BioTalent Canada 14
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Knowledge required for competency at this level:

Knowledge of business acumen and experience in what it will take to complete the project
Understanding of the project stage gate model with transition management at the end of each stage
Fundamental understanding of the project management practices in the PMBOK knowledge areas

3.5.2 Project Plan Development
Uses the project charter, scope of work, business case, stakeholder plan, and related project documents to develop detailed
project execution plans for the next stage and strategic project execution plans for the subsequence stages of the project,
effectively delivering each stage of the project within schedule, quality, and budget.

Competency in this role is demonstrated when the individual:

Collaborates with the client’s Research and Design team and manufacturing teams, license holders, and purchasing
stakeholders in order to finalize the scope of work and develop the project deliverables, targets, and performance standards.
Integrates the different work stream project plans into a master schedule with milestones and the critical path elements.
Uses input from the project subject matter experts to finalize the work breakdown structure.

Develops the project schedule and allocates time and responsibilities for the execution of the different project deliverables.
Defines the different reporting commitments within the team, suppliers, and stakeholders.

Ensures effective communication and comprehension of the project plan.

Knowledge required for competency at this level:

Detailed knowledge of project planning, including the development of a work breakdown structure where the scope is broken
down into discreet deliverables that can be scheduled and costed

Detailed knowledge of project management system softwares such as Critical Path Management, PERT analysis, fast tracking,
and schedule crashing

© 2022 BioTalent Canada
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3.5.3 Scope Control
Uses the project scope and schedule to monitor whether or not objectives and tasks get added over time to the point where they
exceed the initial parameters, and implements corrective actions or change orders to contain or incorporate added scope.

Competency in this role is demonstrated when the individual:

Confirms the scope with all stakeholders during the kickoff of each stage of the project to ensure focus.

Continuously monitors work against the project scope to identify when changes or updates are added to a project that were
not originally agreed upon.

Confirms the impact of changes on the project schedule with the project sponsor/owner to validate changes and additions or
not.

Implements a scope change process if changes are required and approved.

Knowledge required for competency at this level:

Detailed knowledge of the scope change processes and procedures
Understanding of variance analysis

3.5.4 Budget and Cost Management
Applies project finance principles in the development of a work breakdown structure, budget, cost control baseline, and cash flow
management strategy to ensure project is executed within the approved budget.

Competency in this role is demonstrated when the individual:

Develops detailed work breakdown structures that include all aspects of the project.

Develops detailed project budgets by allocating costs to the items in the work breakdown structure, activities, and milestones
based on a thorough analysis of project scope, resource requirements, limitations, and risks and liabilities.

Accurately captures, monitors, and controls project costs and recoveries.

Develops a cost control baseline by adding escalations and contingencies to address uncertainties in estimates.

Approves or obtains approval for budget amendment requests.

© 2022 BioTalent Canada
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e Implements corrective action to reduce cost and/or correct non-authorized expenditures or late recoveries.
e |dentifies anomalies and corrects errors to produce effective cost management reports.
e |Initiates timely and effective close-out of project budget after completion with specific reference to warranties and claims.

Knowledge required for competency at this level:

e Working knowledge of the costs related to:

o

O O O O O

The type of project and funding models

The type of contracting models

Resources and activity estimating

Industry rates for services (patent searches and registries)
Labour cost and collective agreements

Risk mitigation and insurance costs

3.5.5 Manage Multidisciplinary Project Team
Brings together and maintains a cohesive multidisciplinary project team through a clear definition of success and assists the
different members in understanding how each person's role contributes, ensuring they deliver a project at the expected level of
performance excellence.

Competency in this role is demonstrated when the individual:

e Establishes a clear set of values, providing direction for all team behaviors that is expected to be visible and consistently
portrayed.

e Demonstrates the ability to assist the members of different disciplines to understand how their deliverables contributes to the
results of the development project.

e Creates a shared and committed aim and manages the collaboration to ensure tolerance for different views is maintained and
conflicts are resolved.

e Ensures understanding and alignment with the duties, responsibilities, and deliverables for the core project team and
representatives of external agencies.

© 2022 BioTalent Canada
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Balances team members’ competencies and allocates work in such a way that individuals are set up to execute the work.
Fosters team spirit and collaboration by acknowledging functional contributions and efforts of individuals to project success.
Actively removes institutional silos and builds the project team synergy around the project outcomes.

Knowledge required for competency at this level:

Detailed knowledge of multidisciplinary expert team leadership and management
Working knowledge of the different business functions required to execute development projects
Understanding of conflict resolution techniques and skills

3.5.6 Risk Management
Contains and minimizes the potential negative impacts of risk within the project by analyzing all work processes within the
manufacturing of product(s).

Competency in this role is demonstrated when the individual:

Develops an early project risk profile to ensure risk mitigation strategies are built into the project plan of execution.
Educates and coaches project team members on identifying and mitigating potential risks.

Monitors the results of implemented risk mitigation plans to facilitate decision-making in the future.

Evaluates and understands the insurance requirements related to potential exposure to guide and approve risk mitigation
plans.

Implements prompt and effective risk response initiatives to mitigate the effect of uncontrollable risk.

Develops and implements an Intellectual Property risk management plan.

Knowledge required for competency at this level:

Knowledge of Clinical Trial Risk Assessment Models/new product development risk assessment models
Knowledge of Informed Consent Processes and requirements (ICP)

Understanding of Serious Adverse Event identification and capturing (SAE)

Understanding of SAE reporting guidelines and requirements

© 2022 BioTalent Canada
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Knowledge of applicable safety update reports

Knowledge of strategic risk management models in manufacturing

Knowledge of ISO 31000 Risk Management standards

Knowledge of ISO 14971 standard for risk management to medical devices

Working knowledge of when to use non-disclosure agreements, provincial patents, or trademarks

3.5.7 Quality Management
Assures quality through the implementation and monitoring of repeatable and/or auditable processes to confirm that all activities
were appropriately conducted, and that the product data was generated and managed according to approved standards and best
practices in manufacturing.

Competency in this role is demonstrated when the individual:

Develops and implements a quality control plan that is consistently applied throughout the manufacturing process.
Monitors and audits the manufacturing organization’s quality assurance program.

Ensures the implementation of standard operating procedures (SOPs) through site visits and audits.

Ensures that noncompliance practices and product quality corrections are proved.

Ensures that any deviance or proposed changes comply with required quality control standards.

Knowledge required for competency at this level:

Knowledge of Quality Management Systems in manufacturing

Knowledge of SOPs in manufacturing

Working knowledge of testing practices

In-depth knowledge of the related ISO/International Electrotechnical Commission Standards
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3.5.8 Project Management of Change
Uses management of change procedures, ensuring the quality of project deliverables through timely communication of directives
on how to manage the impacts of changes in the project scope, technology, and design standards.

Competency in this role is demonstrated when the individual:

Ensures that all change requests are done through the appropriate process and registered as project records to ensure audit
trails.

Collaborates with the project team to ensure the impact of major changes on the product development process is identified
and appropriately documented.

Develops scope, cost, and schedule impacts of any change before it is implemented.

Seeks approval for each change before implementation.

Communicates the change and related change impacts through appropriate change orders to all impacted stakeholders.
Ensures all changed standards and specifications are understood, documented, and incorporated into the project execution
plan and quality control plan.

Follows up with and ensures all changes are incorporated in all project processes and documents such as cost, quality, and
schedule documents.

Knowledge required for competency at this level:

Detailed knowledge of how to manage change requests and related documentation
Detailed knowledge of an integrated change control process
Detailed understanding of the appropriate levels for approval of change requests

3.5.9 Reporting
Implements project reporting best practices to inform project stakeholders effectively, enabling decision-making about objectives,
contractual arrangements, and regulatory requirements, ensuring deliverables are in strict accordance with client-approved design

standards.
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Competency in this role is demonstrated when the individual:

e Ensures all contractual, regulatory, and legal reporting requirements and deadlines are identified and built into the related
quality management plan and schedule.

e Completes the project reporting protocols and confirms that all stakeholders understand their reporting requirements.

e Delivers progress and financial reports to the owners and identified stakeholders.

e Ensures any environmental and/or health and safety incidents are appropriately reported.

e Audits and takes corrective action to confirm that all trial reporting and trial incident reporting is done according to the
program requirements.

Knowledge required for competency at this level:

e Knowledge of project progress reporting and tools

e Working knowledge of the Protecting Canadians from Unsafe Drugs Act (Vanessa's Law)

e Knowledge about the different reporting processes and tools as required by Health Canada and related authorities
e Knowledge of project progress reporting and tools

3.5.10 Project Turnover to Operations/Production
Shows ability to collaborate with major stakeholders to develop a plan and execute the handover of the project elements according
to the pre-handover, handover, and post-handover follow-up stages, ensuring the delivery of all project deliverables in a value-
adding manner.

Competency in this role is demonstrated when the individual:

e Prepares and executes the communications plan to ensure the stakeholders and users are aware, understand how the handover
process will happen, and are prepared to take up their responsibilities during the handover process.

e Ensures elements are handed over as soon as possible and keeps track to measure handover progress and slippages against plan
to implement corrective action as and when required.

e Ensures that the final product is fully functional before handover (if the development phase includes prototyping, the prototypes
need to be tested and have pilot production runs completed).
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e Ensures all users are trained to use and maintain the project-related products/facilities.

e Compiles and hands over all related handover documentation to the owner/operator, i.e., acceptance and sign-off documents,
operations procedures, maintenance logs, and warranties.

e If manufactured products are involved, ensures completion of all analysis, process flow, quality procedures, and in-production
inspection documentation and reports.

Knowledge required for competency at this level:

e Knowledge of the turnover requirements for the specific project or product
e Knowledge of the sequence of turning over systems

3.5.11 Project Close-Out
Uses the close-out plan and checklist to review all deliverables, targets, procedures, performance standards, and regulatory
requirements to compile and develop the project/clinical trial close-out procedure and checklist, confirming the completion of all
project endpoints and obligations.

Competency in this role is demonstrated when the individual:

e Compiles a project-specific close-out checklist and communicates it to all project members for review and completion signoffs.

e Ensures all study participants are informed of the trial close-out as well as alternative suppliers of support, if required.

e Informs all regulatory bodies and ethical committees about the project completion.

e Reviews and confirms completion of all data submissions and verification.

e Audits and confirms all documents and data are finalized, signed off, managed, and/or stored as per the required document
management procedure.

e Reviews and confirms completion of all data and design documents, including operating manuals, technical specifications, and
warrantees.

e Manages the handover of the shipment, long term storage, and inventory management to the business owners.
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Knowledge required for competency at this level:

e Working knowledge of Canadian Records Management Regulations

e Understandingof the Standards for Electronic documents and Recodes management

e Knowledge of the different reporting processes and tools as required by Health Canada and related authorities if project
involves the development of pharmaceutical products

e Understandsing of the Canada Consumer Product Safety Act requirements regarding preparing and maintaining documents

3.5.12 Safety Management
Assures adherence to safety standards through the implementation and monitoring of repeatable and/or auditable processes to
confirm that all activities are safely conducted and that all actions are carried out according to approved standards and best
practices in manufacturing.

Competency in this role is demonstrated when the individual:

e Develops and implements a safety management plan that is consistently applied throughout the manufacturing process.
e Monitors and audits the manufacturing organization’s safety management program.

e Ensures the implementation of SOPs through site visits and audits.

e Ensures that noncompliance practices and unsafe actions are corrected and improved.

e Ensuresthat any deviance or proposed changes comply with required safety management standards.

Knowledge required for competency at this level:

e Knowledge of safety management systems in manufacturing
e Knowledge of SOPs in manufacturing

e Working knowledge of safety practices

e Indepth knowledge of the related Safety Standards
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3.6 Industry regulatory competencies list for Development Project Manager

3.6.1 Regulatory Compliance
Consults and collaborates with environmental, health and safety subject matter experts to develop the regulatory compliance
requirements for a project and finalize a detailed permitting plan.

Competency in this role is demonstrated when the individual:

e Ensures the development and compliance of EH&S policies.

e Audits all aspects of the value chain to ensure compliance with the applicable policies and regulatory requirements.
e Develops and writes a Validation Master Plan (VMP), as required.

e Prepares summary regulatory reports, as required.

e Ensures compliance with specific cGMPs (current good manufacturing practices).

Knowledge required for competency at this level:

e Working knowledge of the federal and provincial/territorial environmental regulations related to the products, services, and
equipment to be delivered through the project
e Knowledge of Hazard Analysis and Critical Control Points (HACCP)

3.6.2 Document Management
Establishes and or follows the document management procedures to enable the identification, safe storage, and retrieval of those
documents that individually and collectively permit evaluation of the conduct of the project when the project may result in any
changes to environmental, health, social, or economic conditions that may occur in Canada.

Competency in this role is demonstrated when the individual:

e Establishes whether any impacts may need an impact assessment and if required follows the process to comply with the
document requirements.
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Establishes at the beginning of the project a document management procedure and master file that is maintained throughout
the project.

Retains updated and completed documents as required by the relevant Institutional and Regulatory agencies

Manages applicable document security and access control.

Ensures management of personal information complies to privacy regulations.

Knowledge required for competency at this level:

Working knowledge of the Impact Assessment Act and Physical Activities Regulations

3.7 Personal and professional competencies list for Development Project Manager

3.7.1 Communication
Positively directs project outcomes by delivering communication that results in a better understanding of goals and objectives,
captures interest, directs action, and gains support.

Competency in this role is demonstrated when the individual:

Develops an effective overall project communications strategy and plan.

Delivers multi-mode communications that convey clear understanding, appropriate to the different target groups and
situations.

Manages the flow of information to and from the project team and tests to verify the dissemination process and interpretation
effectiveness.

Facilitates focused communication by creating an organizational chart and list of roles, responsibilities, and reporting
relationships and shares with project team members and stakeholders.

Knowledge required for competency at this level:

Knowledge of communication models and conflict management
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3.7.2 Problem Solving
Recognizes when there is a problem and identifies the nature of the problem to collect and review information relevant to the
problem and make decisions to select and implement actions that solve it.

Competency in this role is demonstrated when the individual:

e Monitors project workflows to detect deviations and collect information in order to define problems correctly as they occur.

e Applies knowledge of the skills and competencies in the organization to compile a team responsible for assessing and
determining the root cause of the problem.

e Manages conflict within teams to ensure that diverse views are considered when alternative solutions are generated.

e Consults with teams and chooses solutions that address the root cause which will best contribute to the achievement of the
project outcomes in a practical and timely manner.

e Directs and manages the implementation of selected solutions even when unpopular actions need to be implemented.

e Reviews the outcomes of corrective action to confirm the problem is solved.

e Updates procedures and takes action to prevent similar problems from occurring in the future by training/coaching teams in
the changed procedures.

Knowledge required for competency at this level:

e Knowledge of the roles, responsibilities, and decision-making powers of each of the team members
e Understanding of problem-solving techniques such as the Kepner Tregoe method

3.8 Essential Skills for Development Project 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.

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.
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Human Resources and Skills Development Canada has defined Essential Skills as follows:

. Reading
o Document Use
. Numeracy, which is further divided into:

Money math; Scheduling, budgeting, and accounting math; Measurement and calculation math; Data analysis math.
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.

. Writing

. Oral Communication

. Thinking Skills, which are further divided into:
o Problem Solving
o Decision Making
o  Critical Thinking
o Job Task Planning and Organizing
o  Finding Information
o Significant Use of Memory

. Digital Skills

. Working with Others

o Continuous Learning

© 2022 BioTalent Canada

27



Development Project Manager National Occupational Standard

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:

. "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).

. "Continuous Learning" does not have a complexity rating: it describes the types of learning expected in the context of
the role (e.g., on the job, being mentored by others, formal training as part of the job, etc.).

NOTE: as of January 2020, ESDC was undertaking a comprehensive review of ES with the intent of adding additional skills, refining
existing ones (particularly digital skills) and better aligning ES with similar approaches used in other countries. However the detail was
not finalized in time to be used, therefore the profiles developed for this project follow existing standards as of December 20189.

3.9 Canadian Language Benchmark for Development Project Manager

Canadian Language Benchmarks (CLB) are a 12-point scale for task-based language proficiency descriptors which were originally
developed as a guide for measuring the teaching and assessment of English as a Second Language (ESL) learners in Canada. Since they
were originally developed, the Canadian Centre for Language Benchmarks (CCLB) has continued to refine CLB, and it now includes
scales for both English and French language proficiency. !

The CLB has been validated against both the Common European Framework for Language (CEFL) and the American Council for the
Teaching of Foreign Languages (ACTFL) benchmarks and is considered accurate for high-stakes evaluation?.

! Centre for Canadian Language Benchmarks. Theoretical Framework for The Canadian Language Benchmarks And Niveaux De Compétence Linguistique
Canadiens. CCLB. Ottawa 2015. p8
2 Centre for Canadian Language Benchmarks. Canadian Language Benchmarks: English as a Second Language for Adults, CCLB. Ottawa 2012 p.lI
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The ES levels for Oral Communication were developed with reference to the Canadian Language Benchmarks3. Comparative work to
determine the alighment between the CLB and other Essential Skills has been ongoing, with recent work providing additional
alignment with the ES for Oral Communication in both spoken and listening domains, Reading, Writing, and Document Use.*

CCLB has developed a set of crossover tables that align CLB ratings with ES ratings for reading, writing oral communication and
document use.

Development Project Manager ES/CLB Profile

Essential Skills Equivalent CLB Level ES Level
Reading Reading: 10-11
Reading: 7-8
Document Use Writing: 7-8
Writing Writing: 9-10

Speaking: 11-12

Oral Expression Listening: 11-12

Numeracy n/a
Thinking Skills — Problem Solving n/a
Thinking Skills — Decision Making n/a
Thinking Skills — Job/Task Planning and Organizing n/a
Thinking Skills — Significant Use of Memory n/a Types 1,2,3

3 Essential Skills Research Group. Readers Guide to the Essential Skills. ESDC. Ottawa ND. p57
4 Canadian Centre for Language Benchmarks. Relating Canadian Language Benchmarks to Essential Skills: A Comparative Framework. 2015, p3
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Essential SKills Equivalent CLB Level ES Level

Thinking Skills — Finding Information n/a 4

Digital Skills n/a 4 5
Working with Others n/a See Below
Continuous Learning n/a See Below

Explanation of the Essential Skills and the Canadian Language Benchmark for Development Project Manager
Reading: ES4 CLB: 10-11

Development Project Managers read and interpret a variety of technical documents such as project plans, contracts, non-disclosure
and confidentiality agreements, company policies and procedures, and professional standards (PMI, etc.).They read to gather
information from multiple sources to solve problems, inform decisions, and manage their work.

Document Use: ES 3 CLB: Reading: 7-8, Writing: 7-8

Development Project Managers access and interpret a wide variety of technical documentation and information in both printed and
electronic form. Information can be textual, graphicalal, and/or numerical in nature. Locating specific information requires them to
recognize and use particular sources but these sources are generally known and provided as part of their job.

Writing: ES4 CLB: 9-10

Development Project Managers write reports to management to detail the progress of projects, and communicate with team
members and support staff through a variety of written methods, including email, text or other IM communication vehicles, memos,
and written SOPs and directives. They produce written plans and budgets to secure and/or justify support (funding, resources) for
specific projects.
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Oral Expression: ES 4 CLB: Speaking: 11-12, Listening: 11-12

Development Project Managers communicate with stakeholders at all levels of the organization, as well as with external
suppliers/vendors, in the course of their duties. They work within an interdisciplinary team and must be adept at communicating
complex technical information to a wide variety of audiences. They contribute to peer forums, provide information to inform the
decisions of senior managers and other stakeholders, instruct junior personnel in techniques and technologies, and solicit feedback
from project staff and other stakeholders. Additionally, they make presentations to senior management, negotiate with external
vendors, providers, and/or clients, and may be called upon to communicate and explain the technical details of projects to non-
technical audiences.

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

Development Project Managers are directly involved in the budgeting process for projects, as well as accounting for expenditures
during project execution, conducting earned-value analysis on projects to facilitate billing and invoicing activities, and managing the
costs associated with external vendors and suppliers. On sophisticated projects, they analyze data to determine critical paths, allocate
and balance personnel and resources, calculate and mitigate variances from project plans, and determine alternative approaches to
project execution to ensure variances are minimized.

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
e Thinking Skills — Finding Information

e Thinking Skills — Significant Use of Memory
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e Thinking Skills — Problem Solving: ES 3
Development Project Managers solve problems related to project execution. These problems have a limited number of variables, and

the relationships between these variables is known. There are established processes for solving most problems, but it is up to Project
Managers to determine which process to follow. Solutions can be evaluated, and once effects are known the Project Managers
determine what if any additional changes need to be made to minimize variances and bring projects back under control.

e Thinking Skills — Decision Making: ES 3
Development Project Managers make decisions that can have significant financial repercussions for their organization, such as
rescoping and rescheduling work, issuing change orders, requesting engineering changes, etc. These decisions require them to
exercise judgement, and complete and unambiguous information is not always available to support the decision-making process.
Reversing these decisions comes at significant cost.

e Thinking Skills — Job/Task Planning and Organizing: ES 3
Development Project Managers’ primary function involves the detailed planning and monitoring of the work of many different
individuals involved in a project. They have significant discretion over how they spend their own time, and they manage their own
work within the constraints of the particular project as well as the established processes and standards of their profession. Resource
management and allocation across multiple departments or projects is common, as is rebalancing work when individuals are
committed to multiple projects and delays and rescheduling occur.

e Thinking Skills — Finding Information: ES 3
Development Project Managers access a number of information sources in their work. These sources include project reports, progress

metrics, costing information, and project plans and budgets. The type of information sought and the usual source of that information
is generally well known. Information collected is often repurposed, or input into other systems, to support decision-making and on-
going project management activities.
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e Thinking Skills — Significant Use of Memory: Types 1, 2, 3
Development Project Managers must memorize, retain, and use 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 Unigue events in which learning occurs from exposure (Type 3)

Digital Skills: ES 3

Development Project Managers utilize standard office productivity software tools (Word processing, spreadsheets, presentations,
etc.), electronic communication tools (email, text, instant messaging, video conferencing, etc.), and set up and use specialized project
management tools and software in the performance of their duties.

Working with Others: Work Contexts 2, 3 & 4

The following work contexts and functions are relevant to the Development Project Manager role:
e Works independently (Work Context 2)
e Works jointly with a partner or helper (Work Context 3)
e Works 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)
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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)

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)
e 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
e With costs paid by the worker (Context 6)
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