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BioTalent Canada helps Canada’s bio-economy industry
thrive globally. As a non-profit national organization of
innovators leading our bio-economy, BioTalent Canada
anticipates needs and creates new opportunities,
delivering human resources tools, information and skills
development to ensure the industry has access to job-
ready people. With a direct link to a network of leaders in
Canada’s bio-economy, BioTalent Canada is the industry’s
trusted and comprehensive source for human resource
information and skills development. BioTalent Canada is a
Canadian sector council—one of many partnership
organizations created to address skills-development issues
in key sectors of the economy.

Sector councils work as a uniting element to engage
business, workers, educators, professional associations and
government in a strategic alliance that is focused on
determining the specific skills and human resource needs
that will enable the sector to thrive. Sector councils
provide an industry-specific focus that highlights the
technological advancements, human resource planning,
training opportunities and industry forecasting, enabling
businesses to better prepare for current and future
developments.
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The BioTalent HR Tool Kit includes the following:
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Module 14: Employee Engagement and Retention (updated 2010)
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Module 2. HUMAN RESOURCES PLANNING

NOTE: BioTalent Canada has based the information in the toolkit on best
practices. We encourage owners to adapt the material to their own
situation. Where items are deemed to be a must or are strongly
recommended, we have explicitly said so.

As the competition for skilled employees becomes even tighter, the bio-economy needs to be
proactive in human resources (HR) planning and succession planning in order to continue to
build a high performance, high involvement, and inclusive workplace.

The cost of mistakes made in the recruitment and management of employees can be
significant in terms of lost income, lost business, lost productivity and in some cases lost
reputation — no matter how large or small your organization may be. Human resources
planning flows directly from your operational plan; the HR plan is the blueprint that indicates
what types of people are needed to execute the operational plan.

In biotechnology companies there are critical positions for both specialists and generalists.
Should a specialist leave the organization, this could have a significant impact on the company
as a whole, especially if no replacement is planned or if the replacement is considerably less
qualified. Therefore, in terms of HR planning, it is critical to have the right mix of trained
personnel.

HR planning is a process designed to help you make important decisions about the allocation
of resources for the effective management of people in the organization and to meet your
business goals. As such, HR planning is a vital tool for biotechnology managers in achieving
their business goals and needs.

While there is no definitive list of what should be included in the HR plan, initiatives/activities
related to the following areas should be considered:

o Staffing/Recruitment/Retention
e Training and Career Planning

e Succession Planning

e Performance Management

e Employment Equity

e  Workplace Well-Being

e Compensation, Benefits and Rewards
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Consult Appendix 2-A: HR Planning Process — 5 Steps
Consult Appendix 2-B: HR Planning Process — Checklist
Consult Appendix 2-C: HR Planning Process — 5 Steps Template
Consult Appendix 2-D: HR Planning Process — 5 Steps Sample

Succession Planning is a critical part of the HR Planning Process. It involves a systematic
approach to identify critical positions and develop a plan to recruit, develop and retain talent
for key positions in line with current and projected business objectives. As a result of the
change in demographics, biotechnology organizations need to review the resources that will
be required to fill many roles, specifically leadership roles.

|
Consult Appendix 2-E: Succession Plan Process — Manager’s Worksheet Instructions
Consult Appendix 2-F: Succession Planning — Manager’s Worksheet Template

2.1 Human Resources Planning Process

2.1.1 Policy Statement

The company will assign staff appropriately and ensure that job tasks and
expectations are clear (e.g., job descriptions, performance reviews, learning and
development). The company will try to ensure that employees understand their
own duties and reporting relationships, as well as those of others.

2.1.2 Procedures

To guide the management of its HR, the company will use its operating plan for the following
activities on an annual basis:

1. Projected needs — Determine the number and type of positions that will be needed
over the year — including any projected changes — and the kinds of skills required for
these positions. This review will cover all positions: regular, temporary, casual, and
outsourced (specialized).

2. Current supply — Determine the current number and types of positions in the
organization, the kinds of skills possessed by employees and any changes to regular
employment situations that might occur in the foreseeable future (e.g., retirements,
terminations).

3. Gaps — Assess the gaps between the current staffing supply and the anticipated
needs over the next year, determining whether the current staffing situation meets
future requirements.
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To begin, review the Bio-economy Skills Profile for each applicable position in your
organization. For each position, take note of all of the existing skills currently held by
that position in your organization. Of the remaining skills listed in the skills profile,
consider if any of these skills will be of benefit to your organization in the future. The
list of skills to acquire within your organization becomes the identified skill gaps.

Strategies — Determine the need to develop and implement staffing programs,
policies or other activities aimed at meeting future staffing needs (e.g., learning and
development programs to fill a gap in knowledge or skill).

Give consideration to the format most appropriate to acquiring these skills. For
example, can these skills be acquired on the job? Will the incumbent need to take a
course? Can you deliver a training program within your organization using existing
staff or an external trainer?

Evaluation — Evaluate how effective staffing initiatives (e.g., recruitment, learning and
development programs) have been.

Challenges — Establish whether there have been any changes (e.g., expansion,
change in company focus, change in local economy) that the company will need to
respond to by changing staffing arrangements.

2.1.3 Accountability/Responsibility

The owner is responsible to plan for staffing requirements.

2.2 Organizational Structure and Authority

2.2.1

Policy Statement

The company will maintain an organizational chart that depicts the reporting
relationships and will allocate responsibility for decision-making. This ensures that
everyone in the organization is aware of their own and others’ responsibilities, and to
whom they should go if they need approvals, sign-offs, etc.

I‘ See the following links for samples of biotechnology organizational charts:

. Centre for Integrated Biotechnology

NRC-CNRC

« University of lowa — Center for Biocatalysis and
Bioprocessing

- National Institute of Technology and Evaluation

Consult Appendix 2-G: Organizational Chart — Example
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2.2.2 Procedures

Proposals to create a new regular position or to reassign decision-making authority must be
submitted to the owner for approval.

2.2.3 Accountability/Responsibility

The owner is responsible for ensuring that the organizational structure is clarified and staff is
informed of the structure and authorities. This responsibility can be delegated to the
supervisor.

2.3 Skills Profiles (NEW)

2.3.1 Policy Statement

BioTalent Canada’s Bio-economy Skills Profiles

Biotechnology’s fusion of science and business creates unique requirements for jobs in the
sector. Candidates often need skills suited to both laboratory and business. As a result,
occupational descriptions from other sources or sectors don't always appropriately fit the bio-
economy. That's why, in partnership with industry stakeholders, BioTalent Canada has
developed skills profiles specific to the bio-economy - a project that will continue with the
ongoing addition of other functions over time.

Each profile includes a definition of the occupation, a list of competencies and associated
tasks, a summary situational analysis, language benchmarks, and essential skills.

As BioTalent Canada’s Bio-economy Skills Profiles were created in consultation with industry to
reflect a comprehensive list of the common tasks associated with a given role within
companies at various stages of development, the positions in your organization may differ
from what is outlined.

Looking at the skills in the organization now and what they will need in the future will support
proactive human resource planning as well as business planning due to an accurate
assessment of available human talent within the organization.

What is the difference between a Skills Profile versus a Job Description?

A skills profile presents the areas of competence, tasks and sub-tasks associated with a specific
occupation e.g. Intellectual Property Officer. Because they are comprehensive, they include
every area of competence, task and sub-task that could be required for a specific occupation.
In reality the definition of a given job will encompass a narrower subset of the profile. Hiring
organizations must choose the elements of the profiles that are relevant to their business and
tailor those elements as necessary to more precisely describe their particular job
requirements. The resulting elements that are selected for a specific job will form the basis for
the job description.

© BioTalent Canada 2010 Page 5 of 65



BioTalent’ .
Canada Human Resources Planning

2.3.2 Procedures

1. Plan - Determine the priority of positions to be assessed in your organization using
Bio-economy Skills Profiles. (i.e. Which jobs or departments do you want to start with?)
Determine the internal review process (e.g. meetings, email, online, etc.)

2. Describe what the Bio-economy Skills Profiles and Summary Tools are.
3. Download the Bio-economy Skills Profiles from www.biotalent.ca/profiles.

4. Communication - Hold a meeting/send an email/send a letter/have managers brief
their staff or some combination of activities to apprise all staff of the initiative about to
be undertaken. Regardless of the medium used, the message should include the
following:

e Describe the need to use these documents to support the HR function
(accuracy and comprehensiveness to ensure staffing efforts,
professional development programs, succession planning, team
building initiatives, and performance management initiatives are
based on valid information)

e Describe the internal process to be followed to review and if necessary,
update these documents for your specific organization

e Describe each person’s responsibilities (e.g. employees and managers)

e Describe the outcome (e.g. all employees will understand their role
within the organization)

e Provide a timeline for the initiative

5. Compare the competencies against the function in your organization. This should
involve position incumbents and their managers. It can be done as a focus group,
individually via email to each incumbent, by a manager having a one-on-one meeting
with each incumbent in their area of responsibility, or with a representative from HR
sitting with groups or individual position incumbent(s) and manager(s). Identify tasks,
sub-tasks, and knowledge or skill statements that do not apply within your
organization. Add any missing tasks, sub-tasks, and knowledge or skill statements that
are performed by the position within your organization. Please refer to Appendix 2-H
(Aide for Comparative Use) to explain the purpose of the review to participants.

6. Review — Collect all information gathered in step 3 and review for consistency,
accuracy, and organizational requirements. This review should involve the owner,
management, and the HR function to ensure comprehensiveness and alignment with
the business needs.

7. Utilization — Provide all employees with a copy of their specific position. Use these
documents in your HR processes as outlined step-by-step in further modules of this
BioTalent Tool Kit.

8. Periodic Review- Develop a process to periodically review the Bio-economy Skills
Profiles to ensure currency (e.g. during annual performance appraisals). Include a
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similar process for review in the event an employee wishes to appeal his/her position’s
competencies.
2.3.3 Accountability/Responsibility

The Owner is responsible to review and choose the appropriate competencies from the Bio-
economy Skills Profiles.

Management is responsible to provide input and to review and approve employee
submissions to ensure the accuracy and comprehensiveness of the documents.

Employees are responsible to provide accurate information about their job tasks.

The Owner is responsible to ensure the development and implementation of a periodic
review and employee appeal process.

Consult Appendix 2-H: Aide for Comparative Use of the Bio-economy Skills Profiles

2.4 Job Descriptions

2.4.1 Policy Statement

The company will ensure that every position in the organization has an accurate
and regularly updated job description. In addition, the company will ensure that
each employee and his/her supervisor are aware of the contents of their job
description. This is to ensure that job expectations are clearly understood by each
employee

2.4.2 Procedures

The job description includes the following items:

e general information (e.g., title, job code, reporting relationships, labour exemption
status, supervisory position, last date of review and name of approving authority)

e asummary of the position
e acomprehensive list of essential duties and responsibilities
e qualifications of the job including:

o the skills required (e.g., education; experience; language requirements;
behavioural skills, such as communication, analytical ability, teamwork; and
technical skills, such as specialized knowledge of computers or mathematics)

¢ the effort involved (e.g., the physical demands, such as heavy lifting or sitting
in one position all day)
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¢ the working conditions (e.g., work environment)

For additional information on job descriptions:
Consult Appendix 2-1: Job Description - Process
Consult: Appendix 2-J: Job Description — Template
Consult Appendix 2-K: Job Description — Example

The following common job descriptions are provided in Appendix 2-L:
Project Manager
Research Associate
Laboratory Assistant
Biostatistician
Scientist
Regulatory Affairs Manager
Quality Control Analyst
Laboratory Services Manager
Compliance Officer
Clinical Data Manager

Job descriptions must be based on a thorough position analysis involving those who are most
familiar with the position. BioTalent Canada’s skills profileg should be consulted where
applicable. It is advisable that job descriptions be reviewed and updated on a regular basis by
the supervisor and the employee to ensure that they are current and accurate (possibly at the
time of the annual performance review).

2.4.3 Accountability/Responsibility

The owner has authority to approve job descriptions. This authority can be delegated to
supervisors.

2.5 Position Classification and Assessment

This is only applicable where an organization has sufficient numbers to establish a formal
classification system. Expert assistance will be required.

2.5.1 Policy Statement

The company will assess and classify all positions using an objective, approved
“position assessment system” to ensure that equitable and appropriate
classification levels are established. The classification levels will be used to
determine fair and equitable compensation based on a systematic measure of the
worth of the positions.

© BioTalent Canada 2010 Page 8 of 65


www.biotalent.ca/profiles

BioTalent’ .
Canada Human Resources Planning

2.5.2 Procedures

Definitions

Position assessment — a systematic procedure for determining the value of a position within
an organization relative to all other positions in the organization.

Position classification — the categorization of positions into groups and levels based on factors
such as responsibilities, accountabilities, effort, education and skill.

Pay equity — the legal requirement in Canada for all employers to pay males and females
equally for substantially the same kind of work, or work that is different but of equal or
comparable value.

Assessment and Classification

The company will determine the salary/wage level for each position based on an assessment
of the position; the assessment determines the level of authority of the position, the
complexity of the duties, the level of qualifications and the degree of experience required.
Each position will be classified, categorized and assigned a level within its category.

Before a classification can take place, a description of the following must be secured:
e responsibilities of the position

o skills, education, experience and training required for effective position
performance

o effort required — physical and mental
e working conditions of the position; and

e formal links of authority between the position and other positions

The information used to classify positions includes the following:
e relevant job descriptions
e the organizational structure for the company showing where the position fits
e an up-to-date copy of the classification standards, and other relevant instructions

e any other information required to make an informed assessment of the position
(e.g., information on other positions in the organization)

The classification is for the position only and is not related to the performance of the
incumbent in the job.

When to Have a Position Assessed
Assessment and classification occurs under the following conditions:

e When a new position is created.
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o When the duties/responsibilities of an existing position(s) have changed
significantly (a significant change is one where the nature of the position changes
or a major responsibility has been removed/added).

e When a staff member requests a reclassification.
o If there has been restructuring/reorganizing or significant tasks have been added
(in which case all of the positions in the organization will be submitted for
assessment).
Appeal Procedure
Where a formal classification system exists, it is recommended that a formal appeal process be
established.
2.5.3 Accountability/Responsibility (UPDATED)

The owner is responsible for assessing and classifying positions. The owner may ask
supervisors to assist by reviewing the duties as indicated in the job descriptions and confirm
that the information is accurate or requires change.

The owner is responsible for approving the following items:
e new positions
e reviewing the employee competencies
e new job descriptions
e changes to the administrative structure or general policy matters

e results of the position assessment and classification
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Appendix 2-A
HR Planning Process — 5 Steps

HR Planning Process

Step 1. Consider your business goals and needs. What are
your strategic and business priorities?

:

Step 2. Scan the environment. What are the business
drivers and inhibitors?

:

Step3. Conduct a gap analysis.
What are the gaps in terms of numbers and skills?

(

Step4. SetHR priorities to address capacity gaps.

(

Step 5. Are you meeting your business goals and
objectives?

Measure, monitor, and report on progress and
action needed.
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1. Consider business goals and needs. — What are your strategic and business priorities?

Human resources plans must directly support the strategic/business goals and workload
expectations of your company. In order to ensure this happens, consider the human
resources implications of these goals and expectations at an early stage. That is, for each
strategic priority, for each business goal, and for each work plan outcome, consider the
implications in terms of staffing, training, performance management, etc.

2. Scan the environment. — What are the business drivers and inhibitors?

An environmental scan simply requires taking stock of existing drivers and inhibitors that
could impact the human resources activities in your area. This process can be quite
involved at the corporate management level, or can be fairly straight forward in a small
organization. It is useful to consider the following categories of drivers and inhibitors:

e factors external to the organization (e.g., new legislative requirements, the labour
market)

e factors internal to the organization (e.g., results from an employee survey,
potential retirements/departures)

Potential sources of information for your environmental scan include the following:
e trade publications
e professional associations
e conferences and seminars
e professional consultants
3. Conduct a gap analysis. — What are the gaps in terms of numbers and skills?

Determine whether there are gaps between the current HR capacity (as established at
Step 2) and the required HR capacity to carry out the organization’s strategic/business
plans or workload expectations (established at Step 1). Gaps could include skills or
competencies needed to implement a new initiative, capacity to recruit applicants to
positions in labour market shortage areas, etc.

The extent and nature of the gap should be sufficiently determined at this step to permit
an assessment of risk associated with the gap. That is, what would be the consequences if
a particular gap was not addressed? For example, if a skill identified as part of your
business plan was not developed within your work group, what impact would that have
on the likely success of the plan? Finally, particularly for those gaps where the risk is
substantial, one or more options should be identified that will effectively address the gap.

4. Prioritize gaps to address. — Which gaps pose significant risks?

Once the HR capacity gaps have been identified and the risks associated with those gaps
determined, it is time to prioritize and choose amongst the gaps those that will be
addressed. Further, at this step decisions are made on how the gap will be closed, that is,
which options from Step 3 will be implemented. The implementation plan should include
key steps, timing, who will do what, costs, etc.
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5. Measure, monitor, and report on progress and action needed. — Are you meeting your
business goals and objectives?

The final step in the HR planning process is to measure the results of the planned
initiatives. This will provide important information in determining two things. The first is
whether an initiative was effective and is worth retaining — or even expanding to other
parts of the organization. The second is, if it was not effective, to understand why it did not
work so that it may be corrected if possible.

It is often useful to measure both whether an initiative was implemented as planned and
whether it had its intended effect. An initiative (e.g., training) can be carried out just as
planned, but have little impact if the training program is not well designed. Or, if it is
found that the initiative did not have the intended effect, it may be tracked back to
problems in implementation (e.g., the identified employees were not able to attend the
training, the training had to be done in half the time required).

Therefore, Step 5 should include a balance of measures: some to monitor the degree to
which initiatives were actually carried out as planned; and others to determine whether
the initiatives obtained the expected results (e.g., that a particular HR capacity gap was
closed). For example, with respect to a training initiative, a simple measure of
implementation is whether the intended people took the required training. A measure
of effectiveness of the same training is whether those who took the training were now
more effective on the job as a result of the training.
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Appendix 2-B
HR Planning Process — Checklist (UPDATED)

The following checklist will help you work through the HR planning process.

Step 1: What are your business goals and needs, and what are the implications for HR?

O

O

What are the organization’s key priorities (e.g., market share, revenues per
customer)?

What skills and competencies are identified in the Bio-economy Skills Profiles?

What emerging directions and changes within the organization will have an impact
on HR issues (e.g., company expansion, higher level skills requirements,
management, and company’s phase of development and leadership requirements)?

Are you developing your plan in consideration of supporting material (e.g., business
plan, existing HR policy manuals)?

Step 2: What are the drivers and inhibitors?

OooOooo

O

O

oo

For factors external to your organization, have you considered the following items?

Demand and supply of employees with the skills you need?
Sources of recruitment?
Labour market for key occupations?

Industry-wide trends (e.g., new legislation, new products and services, shortage of
labour, lack of highly skilled labour pool)?

Laws, rules, and regulations relevant to the organization’s mandate (e.g.,
government standards, regulatory issues, health and safety regulations)?

Other relevant external factors (e.g., general economic conditions of key customers,
competition, new technology)?

For factors internal to your organization, have you considered the following items?

Potential changes in product, research and/or service delivery (e.g., new
technology)?

Changes in priorities?
Customer satisfaction?

Demographics and employment characteristics (e.g., retention, retirement, turnover
rates)?

Skills/competencies (e.g., training/learning data, performance management data,
language competencies)?

Information on employee preferences, attitude and satisfaction?

© BioTalent Canada 2010 Page 14 of 65




BioTalent’

Canada

Human Resources Planning

Step 3: What are the gaps in terms of numbers and skills?

O

Do you have any immediate hiring needs?
Based on projections, do you foresee a skills shortage for specific jobs?

Will changes in research and development/product/service delivery require the
acquisition of new skills (e.g., specialized knowledge)?

Do you have enough qualified people on your team ready to fill key vacancies in the
event of unexpected departures (i.e., succession planning)?

If not, are you aware of where you can go to attract the right people?

Have you reviewed the Bio-economy Skills Profiles for skills your organization would
be expected to benefit from acquiring in the future?

Step 4: What are the critical gaps that need to be addressed?

oo

OooOooao

Are some gaps threatening the profitability of your business?

Are you taking advantage of HR tools available to you (e.g., selection tools,
performance management tools)?

What options are available to you to meet the gaps?

Which initiatives would be most effective and efficient in achieving objectives?
Who will be in charge of implementing the initiatives?

What will be the timelines?

Step 5: Are you meeting the business goals and needs?

Do you have clear and measurable HR-related goals?

Are the HR performance measures aligned with your business performance
measures?

Are systems in place to track performance indicators and analyze cost benefit?

Do results from your performance indicators feed into your priority setting for the
next fiscal year? For the next planning cycle?

What further actions are required?
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Appendix 2-C

HR Planning Process — 5 Steps Template

On the following pages are five worksheets, corresponding to the five HR planning steps. These are intended as guides only. That is,
for your specific HR planning requirements, you may wish to add, remove, or modify some of the suggested columns in these

worksheets.

Step 1: What are your business goals and needs, and what are the implications for HR?

Business Goals and Needs

Implications for HR (i.e., staffing, training, performance management, etc.)

© BioTalent Canada 2010
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Step 2: What are the drivers and inhibitors?

External Factors

Observed or Anticipated Impact

HR Implications

Internal Factors

Observed or Anticipated Impact

HR Implications

© BioTalent Canada 2010
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Step 3: What are the gaps in terms of numbers and skills? (UPDATED)

Business Goals and Needs?

What are the HR
requirements to deliver on
these goals or needs?

What skills from the Bio-economy
Skills Profiles would I like to
develop?

Gaps —
Do | have what | need to achieve these
expectations (sufficient staff, etc.)?

© BioTalent Canada 2010
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Step 4: What are the critical gaps that need to be addressed?

What is the outcome of not
addressing the gap?

Is the gap critical (high
risk associated with it)?

Potential solutions to
address the gap

Which initiative will be implemented and
how (key steps, who does what, etc.)?

© BioTalent Canada 2010
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Step 5: Are the business goals and needs being met?

Business Goals and Needs Initiatives What measures will be
used to monitor the
initiatives (increase in
employee productivity,
skilled workforce)?

How will the results
be reported and
used?

What further actions are
required?
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Appendix 2-D
HR Planning Process — 5 Steps Sample

On the following pages are five worksheets, corresponding to the five HR planning steps. These are intended as guides only. That is,
for your specific HR planning requirements, you may wish to add, remove, or modify some of the suggested columns in these

worksheets.

Step 1: What are your business goals and needs, and what are the implications for HR?

Business Goals and Needs

Implications for HR (e.g., staffing, training, performance management)

Expand product division and increase product revenue by
20%.

Will require a committed product team with a project
manager (PM).

Research associates will be required to identify patentable
inventions and act as principal investigators in conducting
own experiments.

Staffing requirement: 1 additional scientist (entry level) — Educational requirement,
PhD and up to 2 years experience in biotechnology research and development, or
equivalent. Requires knowledge of Regulatory Requirements, Standard Operating
Procedures (SOP), Good Clinical Practice (GCP) and Good Laboratory Practices (GLP).

2 additional research associates — MSc in related science plus up to 2 years research
experience in a biotechnology or BSc in related science, plus up to 5 years experience.
Requires knowledge of Standard Operating Procedures (SOP), Good Clinical Practice
(GCP) and Good Laboratory Practices (GLP).

1 project manager — Requires a MSc/PhD in a scientific discipline and several years of
managing large complex projects related to research phases from concept to Phase Il.
Requires experience using project management principles (PMI) in the biotechnology
industry. Requires knowledge of Standard Operating Procedures (SOP), Good Clinical
Practice (GCP) and Good Laboratory Practices (GLP).
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Step 2: What are the drivers and inhibitors?

External Factors

Observed or Anticipated Impact

HR Implications

Lack of highly skilled labour force to draw
from.

Time to hire could influence ability to
drive product revenues.

Wrong hiring choice will effect ability to
achieve revenue and impact timeline to
deliver results.

Must establish some means of reaching out to and
attracting workers both from abroad and from within
Canada — including, for example, members of the country’s
Aboriginal population.

Must find a way to evaluate the skills of workers trained
internationally: not only their professional credentials but
also their readiness to participate in a Canadian
biotechnology work environment.

Need resources that can support the acculturation and
language training of international professionals.

Review orientation and onboarding programs to ensure
focus on diverse groups entering the workplace.
Interview training for managers.

Best practices in selection and recruitment.

Internal Factors

Observed or Anticipated Impact

HR Implications

Current internal workforce is overworked
and cannot meet demands for current
product development.

Current research associates are level 1/
entry level need to build capacity at
higher levels (2 and 3).

Inability or delays in achieving planned
revenue objectives/staff retention.

Need for HR policies and programs to meet needs of
workforce.

Ensure competitive benefits in place, employee satisfaction,
workplace balance, culture, and employee recognition
programs in place.

Development and career planning programs.
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Step 3: What are the gaps in terms of numbers and skills?

Business Goals and Needs What are the HRrequirementsto  Gaps — Do | have what | need to achieve these expectations (sufficient
deliver on these goals or needs? staff, etc.)?

Increase product division Specific team focus on product Insufficient staff — require total of 4 new employees (scientist, 2 research
revenues by 20%. development side. associates, project manager).

Training and development of researchers to level 2 and level 3.
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Step 4: What are the critical gaps that need to be addressed?

What is the outcome of
not addressing the gap?

Is the gap critical (high risk associated
with it)?

Potential solutions to address the
gap

Which initiative will be
implemented and how (key
steps, who does what, etc.)?

Inability or delays in
achieving planned
revenue objectives

e current staff
dissatisfaction

e client dissatisfaction
e organization credibility

High risk

Immediate hiring campaign
Focus on HR programs to attract new
employees

Development training for current
research associates

HR — hiring of 4 employees

1 scientist, 2 research
associates, 1 project manager.

HR to implement best practices
in recruitment and selection
(Sept. 2007 to Dec. 2007)

HR to implement performance
management program to assess
current employee
competencies and initiate
career planning. (Jan, 2008 to
March 2008)

HR policies and programs to
meet needs of workforce.
Ensure competitive benefits in
place, employee satisfaction,
workplace balance, culture, and
employee recognition
programs in place.
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Step 5: Are the business goals and needs being met?

Business Goals and Needs

Initiatives

What measures will be
used to monitor the
initiatives (increase in
employee productivity,
skilled workforce)?

How will the results
be reported and
used?

What further actions are
required?

20% increase in revenue —
new product division

New hires

Product development
business strategy

Designated PM to manage
new product division

Skilled workforce

Increase in department
productivity

Ability to meet project
timelines

Quarterly business
report.

Select PM to manage product
division.
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Appendix 2-E
Succession Plan Process — Manager’s Worksheet Instructions

Managers’ Worksheet — Completion Instructions

Step 1: Identify Critical Positions

The first step in succession planning is to identify critical positions. This is done by reviewing
all the positions in your organization and asking a series of questions about each position to
determine which are critical according to the following definition.

Key/critical positions are those that exert critical influence on the operational activities
or the strategic objectives of the organization and which have characteristics unique to
the organization making it difficult to fill from the open marketplace.

Step 1 of the Manager’'s Worksheet provides you with a template for the identification of
critical positions in your organization.

1. Position Number: Enter the Position Number.

2. Position Title: Enter the Position Title.

3. Position Group & Level: Enter the Position Group and Level.

4. Position Location: Enter the Branch/Work Unit, etc., where the position is located.
5

Critical Task Performed: (UPDATED)

Briefly describe the critical task/job performed by the position. The task/job should be one
that is critical to the operational or strategic objectives of the organization. To determine
whether or not the position performs a critical task/job, consider whether a critical action
would be stopped from taking place if the position were vacant. Review the Bio-economy
Skills Profile for an appropriate position in your organization and note the tasks performed
in your organization. Using this list it will be easier to identify the critical tasks
performed.6. Difficulty to Hire Externally (High/Medium/Low):

Does this position have characteristics unique to the organization that make it difficult to
fill from the open marketplace? Is it so unique that external recruitment will be very
difficult? Rate the difficulty of external hiring as high, medium or low.

7. Impact of Vacancy on Operations (High/Medium/Low):
Briefly describe the impact that a vacancy in this position would have on the organization.
Consider how the position fits into the overall organization or area of responsibility. Is the
position critical because it is part of the decision making process or relieves others to make
valuable decisions? If there is a vacancy in this position, would the function it performs
continue? What would the impact be on operations, productivity, performance and level
of service?

8. Impact of Mistakes Made by Position on Organization Success High/Medium/Low? Why?
Consider the level of responsibility and risk involved in this position and the impact that
mistakes made by the position would have on the organization and the success of the
organization to fulfil its mandate? Rate the impact of mistakes as high, medium or low and
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explain why mistakes would have this level of impact (e.g., type of significant
consequence, costs).

9. lIsthe Position Critical to Future Work? Yes/No? How?
Indicate whether the position is critical to future work in the organization. Consider where
the organization is going in the future and what types of knowledge, skills and leadership
will be needed. Determine the extent to which the position has an impact on the delivery
of future projects, programs and services. Explain briefly how the position is critical to the
future work of the organization.

10. Is this a Critical Position? Yes/No?
The last step in identifying whether a position is considered critical is to review the
information recorded in each of the previous columns. Look at the various criteria and
rating levels assigned to determine the critical nature of the position. Enter yes or no.

Succession Plan — Step 1: Identify Critical Positions (Example)

Position 1.# |2.Title: 3. Group & Level 4. Location: Branch & Work Unit

0056 | Scientist Level 3 Alberta, Research and Development

5. Critical Task | Leads the organization’s research project and scientific business activities applying a
Performed leading edge expertise in emerging biotechnology.

Contributes to the success of the operational plan of the company by developing,
implementing and delivering one or more major projects that form the framework of
the operational plan.

Sets priorities for scientific programs. Contributes to the development of the scientific
component of the company’s strategic plan and operational plan, as required.

Conceives and conducts high-level scientific research that contributes to the
intellectual property and patent position of the company. Brings new research/product
ideas to the attention of the leadership team.

6. Difficulty to | V] High
hire externally

7.Impact of M High

vacancy High impact due to level of organizational knowledge and technical expertise.

Immediate impact on ability of organization to deliver.

8.Impactof | High

mistakes Mistakes made at this level directly affect the credibility of the organization and the

ability to deliver to clients.

9. Critical to M Yes
future work?

10. Critical? M Yes

© BioTalent Canada 2010 Page 27 of 65



BioTalent’ .
Canada Human Resources Planning

Step 2: Review Incumbents, Identify Successors, Outline Succession Strategies

Once you have identified which positions in your organization are critical, the next step is to
review these to determine which ones are vulnerable, identify potential successors, and/or
outline succession strategies to fill actual or anticipated vacancies.

Critical positions which are vacant or have incumbents anticipated to leave within a year are
highly vulnerable and need to be included in your succession plan. This is especially important
if there are no potential successors elsewhere in the organization. Step 2 of the Managers’
Worksheet helps to identify these vulnerable or high risk positions and define a succession
planning strategy to address them.

For each critical position identified in Step 1, repeat in the first four columns in Step 2:
1. Position Number

2. Position Title

3. Position Group & Level

4. Position Location (Branch & Work Unit)

5

Encumbered or Vacant? (E/V):
Indicate if the position is currently encumbered by a permanent full time employee or if it
is vacant.

6. Likelihood of Departure in Coming Year? High/Medium/Low?
Based on an informal assessment using best guess, instinct and knowledge of staff and
their intentions, rate their likelihood of departure in the coming year.

7. Retirement Eligibility Date
Record the retirement eligibility date for the incumbent.

8. Internal Successors? Yes/No
Record whether or not there are potential successors within the organization who might
be eligible to assume the duties of the position. Consider employees who have an interest
in the position and who have the knowledge, skills and abilities required or who have the
capability to acquire these through training and professional development.

9. Succession Planning Strategy/Action Required
Indicate your succession planning strategy for the position. This may include recruitment
or selection processes (internal or external). It could also involve stretch assignments,
acting assignments, job rotations, mentoring and coaching for potential successors.

Consider how you will handle corporate knowledge transfer for critical positions and
include this in your succession strategy.
Next Steps

Once you have identified the critical positions in your organization, defined their current
vulnerability and formulated a high-level succession strategy, your next step should include
consultation with your Human Resources Advisors (could include classification, staffing,
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training and development, etc.) to determine how they may assist you to ensure coverage of
critical positions to support organization critical objectives.
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Appendix 2-F
Succession Planning — Manager’s Worksheet Template

Succession Plan — Step 1: Identify Critical Positions

Position 1.# |2.Title 3. Group & Level 4. Location: Branch & Work Unit

5. Critical Task
Performed

6. Difficulty to | [0 High O Med. O Low
hire externally

7. Impact of
vacancy

8.Impactof | High O Med. O Low Why?
mistakes

9. Critical to O Yes O No
future work?

10. Critical? O Yes O No

Succession Plan — Step 2: Review Incumbents, Identify Successors,
Formulate High Level Succession Strategy

Position 1.# |2.Title 3. Group & Level 4. Location: Branch & Work Unit

5. Encumbered or | 0 Encumbered by a permanent full-time employee O Vacant
Vacant?

6. Likelihood of | [ High O Med. O Low
Departure in
Coming Year

7. Retirement
Eligibility Date

8. Internal O Yes O No
Successors? (Y/N)

9. Succession
Planning
Strategy/Action
Required
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Appendix 2-G
Organizational Chart — Example

Note: This organizational chart can be changed and edited to reflect your company’s own organizational structure.

President /
Chief Executive
Officer
Executive Assistant
1 1 1 1
Chief Financial Officer Chief Scientific Officer Vice-President of Chief Operating
Regulatory Affairs Officer
1 1
Regulatory Affairs Quality Control (QC)
Specialist Analyst
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Appendix 2-H (NEW)
Aide for Comparative Use of Bio-economy Skills Profiles

What are the BioTalent Canada’s Bio-economy Skills Profiles

Biotechnology's fusion of science and business creates unique requirements for jobs in the
sector. Candidates often need skills suited to both the laboratory and business. As a result,
occupational descriptions from other sources or sectors don’t always fit the bio-economy.
That's why, in partnership with industry stakeholders, BioTalent Canada has developed skills
profiles specific to the bio-economy - a project that will continue with the ongoing addition of
other functions over time.

Each profile includes a definition of the occupation, a list of competencies and associated
tasks, a summary situational analysis, language benchmarks, and essential skills.

As BioTalent’s Bio-economy Skills Profiles were created in consultation with industry to reflect a
comprehensive list of the common tasks associated with a given role within companies at
various stages of development, the positions in your organization may differ.

What is the difference between a Skills Profile versus a Job Description

A skills profile presents the areas of competence, tasks and sub-tasks associated with a specific
occupation e.g. Intellectual Property Officer. Because they are comprehensive, they include
every area of competence, task and sub-task that could be required for a specific occupation.
In reality the definition of a given job will likely encompass a narrower subset of the profile.
Hiring organizations must choose the elements of the profiles that are relevant to their
business and tailor those elements as necessary to more precisely describe their particular job
requirements. The resulting elements that are selected for a specific job will form the basis for
the job description.

Instructions for Review:

You have been asked to review the attached Bio-economy Skills Profile(s) for applicability
within your organization. Based on your knowledge of the position(s) please consider the
questions below and make adjustments accordingly.

1. Are there any tasks, sub-tasks, and knowledge or skill statements from the Skills Profile
that are not performed by this position in your organization? If so, do not check them
off.

2. Arethere any tasks, sub-tasks, and knowledge or skills that are performed by this
position in your organization that are not identified within the Skills Profile? If so, note
them on your copy of the profile.
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Appendix 2-1
Job Description — Process (UPDATED)

Job Description

Effectively developed, the job description is a communication tool that can contribute
significantly to your organization’s success in terms of giving people a clear focus and helping
them to set priorities. A good job description is the cornerstone of a sound human resources
management system and forms the basis for selection, performance appraisal, and training.

Skills Profiles

The Bio-economy skills profiles form the foundation of the job description development
process. These profiles are an organized and validated list of all tasks and sub-tasks performed
by members of a job group. Use them as a key reference while developing a job description.
You may also see examples of job descriptions on The PetriDish™ job bank, a free service for
the biotechnology industry. Please visit www.petridish.ca for more details.

Review the Bio-economy Skills Profile for each position for which you are drafting a job
description. Using the Summary document, place a checkmark beside each task performed by
this job in your organization. The marked tasks can now be prioritized into Primary and
Secondary Responsibilities and these competencies can be included in the job description.
For more senior roles, the tasks may also be categorized in a succinct format as Supervisory
Responsibilities.

What is the difference between a Skills Profile versus a Job Description

A skills profile presents the areas of competence, tasks and sub-tasks which may be associated
with a specific occupation e.g. Intellectual Property Officer. Because they are comprehensive,
they include every area of competence, task and sub-task that could be required for a specific
occupation. In reality the definition of a given job will likely encompass a narrower subset of
the profile. Hiring organizations must choose the elements of the profiles that are relevant to
their business to more precisely describe their particular job requirements. The resulting
elements that are selected for a specific job will form the basis for the job description.

Job Description Content Overview

A job description can take many forms depending on the size and complexity of the
organization. Whatever format chosen, there are essential elements that need to be included
as part of a good job description. Here are ten suggested sections:

1. Title and Reporting Relationships
Purpose of Job
Primary Responsibilities

Secondary Responsibilities

o N

Supervisory Responsibilities
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6. Financial Responsibilities

7. Interaction with Clientele and Public
8. Physical Demands

9. Working Conditions and Environment

10. Knowledge and Skills Required

Title and Reporting Relationships

This section covers the job title, department, the position to which it reports, and the positions
that report directly to it.

Purpose of Job

This section is also often called “Main Duties.” This is a brief paragraph that describes the
essence of the position in one to four sentences. It is particularly useful for including in job
advertisements. It usually includes:

e An overview of the main responsibilities of the position
e The degree of supervision/management received

e The degree of supervision/management of others

Primary Responsibilities

This is the key section which describes the essential responsibilities of the position. Here are
some preparation tips:

For a new job description: (UPDATED)

1. Note down all of the aspects of the job. Think about work processes, planning,
executing, reporting, communicating, working with others, resources needed for the
job, money, information needed and delivered, inputs/outputs, necessary knowledge,
skills, abilities and attributes for the job, etc. Reference how to use the Skills Profile.
Review the appropriate Bio-economy Skills Profile for the position for which you are
drafting a job description. Using the Summary document, place a checkmark beside
each task performed by this job in your organization. The marked tasks can now be
prioritized into Primary and Secondary Responsibilities and these competencies can
be included in the job description. For more senior roles, the tasks may also be
categorized in a succinct format as Supervisory Responsibilities.

2. Combine the random collection of tasks and attributes into a set of 5 to 15 key
responsibilities (depending on the complexity of the job).

3. Rank them in order of importance.
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4. Start each sentence with an action verb (e.g., develops, maintains, lifts, operates).
Avoid vague terms such as “helps with,” “
primary responsibilities.

" ou

assists,” “is responsible for” in statements of

5. Include details of decisions the job holder is expected to make, levels of authority over
staff and financial matters.

6. Do not put goals on a job description. These change through the year and depending
on current priorities.

Secondary Responsibilities
These are non-essential or infrequent activities that, if carried out by someone else, would not
affect the essence of the position. Guidelines for primary responsibilities apply here.
Supervisory Responsibilities
Include the number and titles of staff with a brief description of the responsibilities entailed by
the job holder.
Financial Responsibilities
Indicate any budget responsibility (including signing authority), and any activities related to
accounting, investments etc.
Interactions with Clientele and Public

List the types of external individuals and organizations with which the job holder has contact,
the frequency and type of contact (e.g., phone, in person, written, transactional, negotiation,
advice).

Physical Demands

Include the physical requirements that are essential to the job. That may include: lifting heavy
equipment, working on elevated catwalks, climbing book cases, etc.

Working Conditions and Environment

Often combined with Physical Demands, this section describes anything unusual about work
schedules and/or terms of employment. This may include shift work, evening and week-end
work, considerable travel, outdoor work, hazardous working environments, etc.

Knowledge and Skills Required

This section describes the specific knowledge, skills, abilities, and other attributes that are
required to perform the various functions of the position. They should be stated as the
minimum requirements and should include any physical abilities required to perform the
activities as detailed in the section above. You should use the Primary Responsibilities section
for clues on what to include in this section.
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e The National Occupational Code website of HRSDC can help you fill this section:

National Occupational Code
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Appendix 2-J
Job Description — Template

Job Title:
Reports to:

Reporting Staff:

Purpose of Job (What are the major duties of this position? Why does the job exist?)

Primary Responsibilities (The essential duties of the position)

Secondary Responsibilities (Responsibilities performed occasionally or in addition to
primary responsibilities)

Supervisory Responsibilities (including number and type of employee managed)
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Financial Responsibilities (Budgeting and accounting responsibilities, reporting and
auditing functions)

Interaction with Clientele and Public (frequency, nature, and type of contact)

Physical demands (e.g., walking, lifting, equipment operations)

Work Conditions (e.g., necessary travel, unusual work hours, unusual work
environment)

Knowledge and Skills Required (Indicate knowledge, skills, abilities, education, licenses,
certificates required for the job)
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Appendix 2-K
Job Description — Example

Job Title: Senior Research Associate
Reports to: Manager of Research
Reporting Staff: (n/a)

Purpose of Job

This role provides advanced support to the organization’s research projects and scientific
business activities by conducting, adapting and modifying and developing new scientific
methodologies and techniques related to biotechnology research. A research associate is
responsible for research and development in collaboration with others on projects. He or she
makes detailed observations, analyzes data, and interprets results.

This role works independently, with minimal supervision, and as a part of a team to achieve
work objectives. The Senior Research Associate may provide guidance and direction to other
laboratory employees.

Primary Responsibilities

1. Supports research and development projects. Applies a seasoned knowledge of scientific
methodologies, techniques, processes and procedures in order to adapt/modify and
develop new methodologies and techniques. Works on multiple projects independently
and as part of a team.

e Participates in a variety of sensitive, difficult laboratory tests, determinations,
analytical procedures, and investigations using both standard and special
procedures, equipment, examinations and analysis.

e Participates in the design of the study and determining how to report the results.

¢ Identifies opportunities to adapt/change existing methodologies and to develop
new methods and technologies for project advancement.

e Ensures protocols are implemented appropriately.
e Prepares reagents, solutions and culture media as required.
e Asrequired, carries out scientific techniques on animals, mice strains, etc.

e Sets up, supervises, operates, and maintains standard or specialized apparatus or
laboratory equipment.

e Schedules and carries out tests, analyze results, and explains reasons for variances.
Interprets results and makes recommendations on findings.

e Performs statistical analysis to characterize and improve classification.
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2. Prepares complete written reports and analyses of all phases of projects.
e Conducts or directs the maintenance of records on all projects.
e Describes methods.
e Makes scientific interpretations and summaries.
e Prepares data and makes recommendations for investigators and scientists.
¢ Drafts major sections of reports.
e Edits manuscripts.
3. Reviews literature applicable to specialized area of research and determined procedures
and methods.
Secondary Responsibilities
1. May attend conferences and seminars to broaden knowledge in area of work.
2. Responsible for maintenance of the laboratory.

e Directs and may perform cleaning sterilization and other routine duties to keep
laboratory neat, clean and in operational order.

e Maintains inventory of equipment, media and supplies at an adequate level for the
research projects.

e Writes standard operating procedures (SOP) for developed methodology.
3. Demonstrates equipment, techniques and procedures and standards to laboratory
personnel.
Supervisory Responsibilities (including number and type of employee managed)

May provide leadership and review work of laboratory employees. This may involve
recruitment and selection, orientation, training, monitoring progress, performance
management, and dealing with staffing problems.

Financial Responsibilities

N/A

Interaction with Clientele and Public

Interacts with internal team to gather and exchange information, provide advice and
assistance.

May be required to make presentations to external clients.

Physical Demands

Work requires handling average weight materials or equipment, but not for sustained periods.
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Work Conditions (e.g., necessary travel, unusual work hours, unusual work
environment)

Some exposure to disagreeable agents.
Work requires definite skilled and accurate physical operations requiring some closely
coordinated performance.

Knowledge and Skills Required

Knowledge

MSc in related science plus 2 to 5 years research experience in a biotechnology or BSc in
related science, plus 5 to 8 years. Requires a knowledge of Standard Operating Procedures
(SOP), Good Clinical Practice (GCP) and Good Laboratory Practices (GLP).

Skills

Judgment — Works on complex problems where analysis of situations or data requires an in-
depth evaluation of various factors. Exercises judgment within broadly defined
practices and policies in selecting methods, techniques and evaluation criteria for
obtaining results.

Communication — Demonstrates effective interpersonal, listening, and presentation skills. Is
perceptive in understanding the issues in a message and in providing effective
feedback.

Teamwork — Understands the structure, purpose and dynamics of a team. Works effectively
and co-operatively with other team members to support team objectives.

Collaboration — Shares ideas with team members. Incorporates differing perspectives and
builds rapport with others.

Problem Solving/Decision Making — Identifies key or underlying issues in complex situations.
Recommends and selects the best alternative for solving the problem.

Continuous Improvement — Finds ways to improve efficiency, reduce costs and focuses on
improving quality, business/scientific processes, products and systems.

Analytical Thinking — Identifies patterns and cause and effect relationships, and knows what
information is missing. Generates recommendations, ideas and solutions.

Project Management — Knows and applies project management principles in defining project
scope, work breakdown structure, scheduling, costing, budgeting, and applying the
project cycle.

Innovation — Recommends new and different ideas to deal with problems and opportunities.
Generates new ideas and goes beyond the status quo.

© BioTalent Canada 2010 Page 41 of 65



BioTalent’ .
Canada Human Resources Planning

Appendix 2-L

Job Descriptions — Samples
To write your own job description, use the template above. The following are other samples of
job descriptions.

Project Manager Level 2 — Full Working Level

Overview

This role coordinates research project teams that are responsible for smaller or sections of
larger projects to develop biotechnical products. Establishes and manages project work plans
that translate corporate vision and business strategy into achievable results within a realistic
and time-sensitive timeline. This includes the full phases of project management, project
planning, project documentation and project closure.

Accountabilities

1. Coordinates the project management associated with research projects.

o Works within a project charter that defines project scope, results and deliverables,
milestones, project plan, risk analysis, work breakdown structure and budget.

e Assigns project responsibilities.
2. Facilitates project teams in the management of projects.

e Continually reviews, tracks and updates project status to ensure changes to the
plan are documented and rationalized.

e Documents responsibilities and maintains an up-to-date project work plan that
sets out the roles, accountabilities and deadlines for individual team members.

e Prepares and distributes status reports to ensure stakeholders are kept aware of all
relevant project information in a timely manner.

e Manages project budget.

o Identifies issues and risks and proactively develops a plan to mitigate risks and
issues.

e Schedules and conducts regular team meetings and establishes follow up
accountabilities and timelines.

o Identifies and engages appropriate subject matter experts to address technical
questions.

3. Ensures project related documentation including charters, business case, project plans,
budgets, resource allocations, status reports, project changes, minutes from meeting,
checklists and templates, etc.

e Ensures issues and risks are appropriately documented, filed and available for
review by stakeholders.
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e Updates/adapts/modifies project documents on a continual basis to reflect
decisions and other changes.

4. Coordinates multiple projects by assisting the senior management team in establishing
project priorities and strategies, assisting project team leaders in coordinating resources
allocated to the project, and preparing impact assessments for multiple project, coveting
costs, scope, duration, etc.

5. Maintains an awareness of new and emerging methods of project management principles
and processes, data analysis and statistical analysis, biotechnology development, and
regulatory changes through literature review and attending conferences.

Knowledge Required

Requires a BSc in a scientific discipline with a minimum of 2 to 5 years experience in project
management, or a related MSc with up to 2 years related experience. Requires sound
understanding of project management principles (PMI). Requires knowledge of Standard
Operating Procedures (SOP), Good Clinical Practice (GCP) and Good Laboratory Practices
(GLP).

Judgment

Works on problems of diverse scope where analysis of data requires evaluation of identifiable
factors. Exercises judgment within generally defined practices and policies in selecting
methods and techniques for obtaining solutions.

Supervision Given/Received

Manages and coordinates the activities of the project in terms of costs, methods and
employees.

Competencies

Communication — Demonstrates effective interpersonal, listening, and presentation skills. Is
perceptive in understanding the issues in a message and in providing effective
feedback.

Teamwork — Understands the structure, purpose and dynamics of a team. Works effectively
and co-operatively with other team members to support team objectives.

Collaboration — Shares ideas with team members. Incorporates differing perspectives and
builds rapport with others.

Problem Solving/Decision Making — |dentifies key or underlying issues in complex situations.
Recommends and selects the best alternative for solving the problem.

Continuous Improvement — Finds ways to improve efficiency, reduce costs and focuses on
improving quality, business/scientific processes, products and systems.

Analytical Thinking — |dentifies patterns and cause and effect relationships, and knows what
information is missing. Generates recommendations, ideas and solutions.
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Project Management — Knows and applies project management principles in defining project
scope, work breakdown structure, scheduling, costing, budgeting, and applying the
project cycle.

Innovation — Recommends new and different ideas to deal with problems and opportunities.
Generates new ideas and goes beyond the status quo.
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Research Associate Level 1 — Entry Level

Overview

This role supports the organization’s research projects and scientific business activities by
carrying out scientific methodologies and techniques related to biotechnology research.
Examples of techniques may include: chromatography, immunoassays, immunochemistry,
antibody purification, conjugation, cell based assays, DNA cloning, genomic cloning, cell
biology and microscopy, analytical techniques involving HPLC, array methodologies,
genotyping assays, or any other technique that is relevant for the research project.
Accountabilities

1. Participates in research and development projects in area of scientific expertise. Applies
knowledge of scientific methodologies, techniques, processes and procedures to clearly
defined research projects and research goals.

o Performs a variety of sensitive, difficult tests, determinations, analytical procedures
and investigations using both standard and special procedures, equipment
examinations and analyses.

e Suggests variations and/or modifications of standard procedures and methods.
e Prepares reagents, solutions and culture media as required.
e Asrequired, carries out scientific techniques on animals, mice strains, etc.

e Sets up, operates and maintains standard or specialized apparatus or laboratory
equipment.

e Conducts tests, analyzes results, and explains reasons for variances. May interpret
results and make recommendations on findings.

e Performs statistical analysis to characterize and improve classification.
2. Prepares complete written reports and analyses of experiments.

e Makes detailed observations.

e Maintains records.

e Describes methods.

e Summarizes results.

e Prepares data.

3. Demonstrates equipment, techniques and procedures and standards to laboratory
personnel.

4. Responsible for maintenance of the laboratory.

e May perform cleaning sterilization and other routine duties to keep laboratory
neat, clean and in operational order.
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Knowledge Required

MSc or BSc in related science plus up to 2 years experience. Requires a knowledge of Standard
Operating Procedures (SOP), Good Clinical Practice (GCP) and Good Laboratory Practices
(GLP).

Judgment

Analysis of situations or data requires a review of identifiable factors. Exercises judgment
within defined procedures and practices to determine appropriate action.

Supervision Given/Received

Receives general instructions on routine work and detailed instructions on new assignments.

Competencies

Communication — Demonstrates effective interpersonal, listening, and presentation skills. Is
perceptive in understanding the issues in a message and in providing effective
feedback.

Teamwork — Understands the structure, purpose and dynamics of a team. Works effectively
and co-operatively with other team members to support team objectives.

Collaboration — Shares ideas with team members. Incorporates differing perspectives and
builds rapport with others.

Problem Solving/Decision Making — Identifies key or underlying issues in complex situations.
Recommends and selects the best alternative for solving the problem.

Continuous Improvement — Finds ways to improve efficiency, reduce costs and focuses on
improving quality, business/scientific processes, products and systems.

Analytical Thinking — ldentifies patterns and cause and effect relationships, and knows what
information is missing. Generates recommendations, ideas and solutions.

Project Management — Knows and applies project management principles in defining project
scope, work breakdown structure, scheduling, costing, budgeting, and applying the
project cycle.

Innovation — Recommends new and different ideas to deal with problems and opportunities.
Generates new ideas and goes beyond the status quo.
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Laboratory Assistant 1 (or Laboratory Technician 1)

Overview

Carries out routine laboratory procedures using standard operating protocols in support of
research projects. Maintains laboratory facilities, equipment and supplies. Examples of
procedures may include: chromatography, protein purifications, enzymatic assays,
immunoassays, immunochemistry, antibody purification, conjugation, cell based assays, cell
biology and microscopy, analytical techniques involving HPLC, array methodologies, or any
other technique that is relevant for the research project.

Accountabilities

1. Carries out routine and basic laboratory procedures according to established protocols
and detailed instructions.
e Follows established procedures and methodologies.

e Makes detailed observations, summarizes data, and provides a basic summary of
results.

o Prepares basic laboratory buffers and media required by media team according to
defined procedures.

e Cleans and restocks laboratory glassware.
o Sterilizes lab media and biohazardous waste.
e Provides assistance to support research activities as required.

2. Maintains laboratory equipment and inventory levels for laboratory supplies according to
departmental policies and procedures.

3. Maintains detailed records for experiments and may prepare experimental summaries.
4. Receives and distributes supplies around the facility.
5. Assists in maintaining the laboratory, including:

e Ensures a safe working environment for all staff through the use of safe and secure
laboratory practices.

e Maintains MSDS binders and updated information as required.

e Ensures quality control procedures are followed in the laboratory to ensure
reliable results.

¢ Maintains inventory of common laboratory supplies used for scientific techniques.
e Manages biohazardous waste according to established procedures.

e Maintains and calibrates laboratory equipment.
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Knowledge Required

Community College Diploma in related science. Ability to follow highly detailed laboratory
instructions. Requires knowledge of Standard Operating Procedures (SOP), Good Clinical
Practice (GCP) and Good Laboratory Practices (GLP).

Judgment

Works on assignments that are semi-routine in nature where ability to recognize deviation
from accepted practice is required. Exercises judgment within defined procedures and
practices to determine appropriate action.

Supervision Given/Received

Receives general instructions on routine work and detailed instructions on new assignments.

Competencies

Communication — Demonstrates effective interpersonal, listening, and presentation skills. Is
perceptive in understanding the issues in a message and in providing effective
feedback.

Teamwork — Understands the structure, purpose and dynamics of a team. Works effectively
and co-operatively with other team members to support team objectives.

Collaboration — Shares ideas with team members. Incorporates differing perspectives and
builds rapport with others.

Problem Solving/Decision Making — Identifies key or underlying issues in complex situations.
Recommends and selects the best alternative for solving the problem.

Continuous Improvement — Finds ways to improve efficiency, reduce costs and focuses on
improving quality, business/scientific processes, products and systems.

Analytical Thinking — Identifies patterns and cause and effect relationships, and knows what
information is missing. Generates recommendations, ideas and solutions.

Project Management — Knows and applies project management principles in defining project
scope, work breakdown structure, scheduling, costing, budgeting, and applying the
project cycle.

Innovation — Recommends new and different ideas to deal with problems and opportunities.
Generates new ideas and goes beyond the status quo.
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Biostatistician Level 2 — Full Working Level

Overview

Provides information and statistical analysis in support of clinical trials. This involves
designing, developing, adapting and evaluating a statistical and technical infrastructure to
support a clinical trial. The Biostatistician 2 works on projects of a small to medium sized
scope, or portions of a large, complex project that have defined parameters. The role applies a
full working level knowledge of biostatistics and statistical analysis.

Accountabilities

1. Works in a team setting with clinical investigators to determine protocol design of a
clinical trial and to prepare and evaluate statistical analysis and databases.

e Participates in protocol design.
e Establishes methods to collect and compile information.

e Provides statistically sound experimental design and data analysis input to meet
project objectives and regulatory requirements.

o Develops statistical programs as necessary to perform the analysis, prepares data
displays, verifies data accuracy and validity, and compiles and analyzes data.

e Reviews case report forms to ensure that protocol objectives are met and project
standards are maintained.

o Evaluates appropriateness of new and existing databases and statistical analysis
programs in conjunction with information systems and bioinformatics
professionals.

2. Analyzes and interprets statistical data. Evaluates reliability of source data. Writes
statistical analysis sections of reports and generates study randomizations.

3. Formulates conclusions, develops recommendations and forecasts and prepares summary
reports.

4. Writes the statistical analysis results in the clinical study report.

5. Reviews draft publications to ensure results and interpretations are statistically accurate
and appropriate.

6. Prepares statistical reports for regulatory submissions.

7. Collaborates on a variety of statistical issues with a team consisting of clinical research,
data management, programming, regulatory affairs, etc. Serves as a resource on project
management teams.

8. Provides training and guidance in the design of trials, statistical analysis methodology and
statistical programming.
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9. Maintains an awareness of new and emerging methods of data analysis and statistical
analysis of clinical trial data, biotechnology development, and regulatory changes through
literature review and attending conferences.

Knowledge Required

Requires MSc in statistics or biostatistics with up to 2 years experience in statistics in clinical
trials or a PhD with 2 to 5 years experience. Requires experience with statistical software
packages such as SAS. Requires knowledge of clinical trial study protocol, Standard Operating
Procedures (SOP), Good Clinical Practice (GCP) and Good Laboratory Practices (GLP).

Judgment

Applies knowledge of statistics/biostatistics and clinical trial processes to work on problems of
diverse scope. Analysis of data requires evolution of identifiable factors. Selects methods and
techniques for obtaining results.

Supervision Given/Received

Works independently on ongoing projects.

Competencies

Communication — Demonstrates effective interpersonal, listening, and presentation skills. Is
perceptive in understanding the issues in a message and in providing effective
feedback.

Teamwork — Understands the structure, purpose and dynamics of a team. Works effectively
and co-operatively with other team members to support team objectives.

Collaboration — Shares ideas with team members. Incorporates differing perspectives and
builds rapport with others.

Problem Solving/Decision Making — Identifies key or underlying issues in complex situations.
Recommends and selects the best alternative for solving the problem.

Continuous Improvement — Finds ways to improve efficiency, reduce costs and focuses on
improving quality, business/scientific processes, products and systems.

Analytical Thinking — Identifies patterns and cause and effect relationships, and knows what
information is missing. Generates recommendations, ideas and solutions.

Project Management — Knows and applies project management principles in defining project
scope, work breakdown structure, scheduling, costing, budgeting, and applying the
project cycle.

Innovation — Recommends new and different ideas to deal with problems and opportunities.
Generates new ideas and goes beyond the status quo.
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Scientist 2 (Working Level)

Overview

The Scientist 2 supports the organization’s research projects and scientific business activities
by working independently to apply a full working level specialized knowledge in emerging
biotechnology. The Scientist 2 may apply, adapt, and/or develop new methods associated
with any of the following examples of biotechnologies: monoclonal antibody, cell culture,
cloning (molecular, cellular, animal), genetic modification, protein engineering, genome
technology, biosensor technology, tissue engineering technology, DNA chip technology,
bioinformatics technology, etc. These biotechnologies may have application for health care,
agriculture, environment, space, animal health, marine biotechnology, industrial applications
to achieve industrial and environmental sustainability, and other uses such as DNA
fingerprinting, etc.

Accountabilities

1. Coordinates the work of multidisciplinary research teams established to develop new
products. Plans, designs, organizes, conducts and implements multiple and/or large
complex research projects that employ established and new scientific techniques to
facilitate the development of multiple and/or complex biotechnical processes and
techniques and products.

o Develops research study protocols.
o Completes research analysis by designing experiments.

e Prioritizes, plans, directs and monitors the conducting of experiments amongst
scientists and research associates.

e Develops methods to compile, document, interpret results, and analyze research
data to satisfy research objectives.

o Develops processes to ensure integrity of research and compliance with all
regulatory agencies.

e Develops methods to streamline and improve the research requirements while still
meeting research objectives.

e Generates and reviews research plans and reports.

o Identifies, recommends and implements new ways to improve processes or
products by recognizing and seizing opportunities for innovation.

2. Contributes to the development of new scientific methods and techniques by applying
scientific expertise in subject matter area. Adapts scientific methods, techniques and
processes to reflect a changing environment and to improve the process, quality and
timelines associated with developing a product. Applies new and unique methods and
procedures within the context of sound scientific reasoning and regulatory requirements.
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3. Prepares meaningful and concise research reports in timely manner ensuring technical
accuracy of data and quality of final product. Coordinates the efforts of all professionals
involved in developing the research report.

4. Responsible for writing and revising laboratory specific standard operating procedures.
(SOP).

5. Publishes related articles in professional journals and trade publications.

6. Presents research results internally and externally through written reports and seminars
and presentations.

7. Maintains relationships and alliances and enhances the reputation of the organization
with industry contacts, stakeholder groups, suppliers companies, organizations and
universities.

8. Maintains scientific standing by keeping current on new scientific developments through
peer reviewed publications, attending and presenting at relevant conferences and
publishing scientific findings in peer reviewed journals and/or patents, where appropriate.

9. Provides technical direction and leadership for the work of research associates, laboratory
technicians and laboratory assistants. Coaches, teaches and evaluates team members to
assist in their continued professional development.

Knowledge Required

PhD and 2 to 5 years experience in biotechnology research and development, or equivalent.
Demonstrated technical proficiency, scientific creativity, collaboration with others and
independent thought. Requires a knowledge of Regulatory Requirements, Standard Operating
Procedures (SOP), Good Clinical Practice (GCP) and Good Laboratory Practices (GLP).

Judgment

Works on problems of diverse scope where analysis of data requires evaluation of identifiable
factors. Exercises judgment within generally defined practices and policies in selecting
methods and techniques for obtaining solutions.

Supervision Given/Received

Works independently in a project team and carries out projects according to priorities
established by senior managers. may supervise the work of other research scientist, research
associates and/or technologists.

Competencies

Communication — Demonstrates effective interpersonal, listening, and presentation skills. Is
perceptive in understanding the issues in a message and in providing effective
feedback.

Teamwork — Understands the structure, purpose and dynamics of a team. Works effectively
and co-operatively with other team members to support team objectives.
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Collaboration — Shares ideas with team members. Incorporates differing perspectives and
builds rapport with others.

Problem Solving/Decision Making — Identifies key or underlying issues in complex situations.
Recommends and selects the best alternative for solving the problem.

Continuous Improvement — Finds ways to improve efficiency, reduce costs and focuses on
improving quality, business/scientific processes, products and systems.

Analytical Thinking — Identifies patterns and cause and effect relationships, and knows what
information is missing. Generates recommendations, ideas and solutions.

Project Management — Knows and applies project management principles in defining project
scope, work breakdown structure, scheduling, costing, budgeting, and applying the
project cycle.

Innovation — Recommends new and different ideas to deal with problems and opportunities.
Generates new ideas and goes beyond the status quo.
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Senior Regulatory Affairs Executive

Overview

Provides leadership and directs the company’s strategies and programs involving regulatory
and government agencies. Develops strategies to ensure regulatory requirements are met,
and to ensure products are expedited as quickly and effectively as possible from Phase 1
through Phase IV of the research cycle. Represents the company'’s interest in assessing the
implications of new regulatory requirements and guidelines on the company’s current and
future operations. Provides leadership to a team of regulatory affairs professionals and other
team members. Reports to the President and CEO.

Accountabilities

1. As a member of the senior management team, participates in setting strategic corporate
goals that cross all functional units and that align with company vision, mission, values,
and scientific vision and direction. Provides input into the business and operational plans,
by helping to translate strategies into short and long term goals and objectives.

2. Works with a team of regulatory affairs professionals to translate short and long term goals
and objectives into functional goals for the regulatory function. Develops organization-
wide regulatory strategies to ensure requirements are met and documented in all research
activities carried out by the company. Identifies key activities for regulatory goals for the
research team, and the regulatory affairs function, and sets clear targets to achieve results.
Oversees regular reviews of progress in relations to the operational plan and budget, and
takes action where required. Produces results consistent with functional and
organizational goals and objectives.

3. Participates in the annual budget cycle by projecting budgetary needs, building business
cases where necessary, managing resources, authorizing expenditures, and finding ways
to reduce unnecessary costs.

4, Assesses current and future staffing needs for the regulatory affairs team, based on
organizational goals, functional needs and budget realities. Ensures staff is appropriately
selected, developed, utilized, appraised and rewarded. Recognizes and develops
competencies within functional unit. Sets clear targets and expectations and holds people
accountable, while giving the opportunity and latitude to achieve targets and objectives.

5. Develops strong business relationships with regulatory and government agencies to
present the company’s point of view and to ensure products are expedited as quickly and
effectively as reasonably possible through Phase | through IV research. Negotiates and
provides additional information as required. Provides input into the development of
industry new regulations as they occur.

6. Keeps abreast of all ongoing regulatory changes and new regulations and assess their
implications to the company’s current and future business activities. Analyzes proposed
new regulations and/or changed regulations and their impact to the company’s products
and operations. Expedites action on organizational matters, which require government
approval.
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Provides expert advice to the executive team and to research teams to develop the
organization’s position and to ensure regulatory requirements are continually met
throughout the research cycle and life cycles of new and existing products.

If there is a Project Management Office in place, works within the company’s project
management framework to identify new projects, provide leadership on ongoing projects,
establish sponsorship for projects, develop project charters, and to carry out all other
relevant elements of the company’s project management process.

Interacts internally and externally with executive level managers and is required to
negotiate extremely difficult matters to influence policy making bodies both internally
and externally.

Qualifications

Req

uires a BSc or MSc in a scientific discipline or equivalent, plus 8 or more years in regulatory

affairs, including several years at the top leadership level in a biotechnical regulatory
environment. Experience in Canadian and/or international biotechnical regulations and
guidelines essential.

Competencies

Action Oriented — Takes charge in challenging, difficult or ambiguous situations.

Communication — Encourages open, two way dialogue. Presents information clearly and

concisely in a range of settings. Clearly expresses directions, goals and expectations.

Business Insight — Demonstrates a high level understanding of external and internal

environmental circumstances and how ongoing changes affect the operations of the
function, and of the company.

Decision Making/Problem Solving — Identifies key or underling issues in complex and

ambiguous situations. Identifies the best alternatives, anticipates potential problems,
and develops and implements an appropriate course of action.

Strategic Thinking — Formulates effective strategies consistent with the business and

competitive strategy of the company, and translates into functional goals and
objectives.

Results Focused — Overcomes obstacles and takes actions that have a positive impact on

results, profitability and the working environment.

Motivating and Inspiring Others — Recognizes competencies and develops the full potential

of staff by providing the needed resources, coaching, and work environment.
Measures performance and holds self and other accountable for achieving individual
and corporate business results.
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Quality Control Analyst — Level 2: Full Working Level

Overview

Responsible for conducting routine and non-routine analysis of raw materials, in-process, and
finished products according to standard operating procedures. Coordinates the testing
process by collecting testing data, identifying problems and issues, investigating reasons for
the problem/issue, and taking appropriate action to ensure the problem is resolved.
Accountabilities

1. Plans, schedules, coordinates and conducts routine and non-routine in-house and external
testing of raw materials, in-process and final products according to standard operation
procedures. Observes and records results. Analyzes data to ensure compliance.

2. Coordinates the testing process by:
e (ollecting testing data.

e Ensuring appropriate documentation is provided to document the testing
procedures carried out.

¢ Analyzing data to identify trends and to track abnormalities.
e Identifying problems and issues.

e Conducting an investigation and carrying out a root cause analysis to identify
reasons for non-conformance.

e Bringing the issues to the attention of the appropriate functions/individuals.
o Verifying that non-conformance issues have been investigated and reviewed.
e Ensuring appropriate action has been taken.

e Ensuring compliance with quality systems and regulatory directives.

3. May develop testing methods or techniques, or modify equipment to reflect the testing
required for products and processes. Resolves methodology problems as related to quality
control testing.

4. Maintains current and relevant current Standard Operating Procedures (SOP) and
develops new SOP as required. This involves:

e Performing annual review of SOP.

e Recommending and implementing changes needed to ensure SOP are kept up to
date.

e Recommending and developing new SOP as required.
e Assisting in the review and updating of training materials.
5. Calibrates, cleans and maintains standard laboratory equipment used for testing purposes.

6. May perform special projects on analytical and instrument problem solving.
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Knowledge Required

Requires a BSc in a scientific discipline or equivalent, plus 2 to 5 years experience or a Masters
with up to 2 years experience. Requires knowledge of a range of Regulatory Requirements,
Standard Operating Procedures (SOP), Good Manufacturing Practice (GMP) and Good
Laboratory Practices (GLP).

Judgment

Works on problems of diverse scope where analysis of data requires the evaluation of
identifiable factors. Exercises judgment within generally defined practices and policies in
selecting methods and techniques for obtaining solutions.

Supervision Given/Received

Normally receives no instructions on routine work, general instructions on new assignments.

Competencies

Communication — Demonstrates effective interpersonal, listening, and presentation skills. Is
perceptive in understanding the issues in a message and in providing effective
feedback.

Teamwork — Understands the structure, purpose and dynamics of a team. Works effectively
and co-operatively with other team members to support team objectives.

Collaboration — Shares ideas with team members. Incorporates differing perspectives and
builds rapport with others.

Problem Solving/Decision Making — Identifies key or underlying issues in complex situations.
Recommends and selects the best alternative for solving the problem.

Continuous Improvement — Finds ways to improve efficiency, reduce costs and focuses on
improving quality, business/scientific processes, products and systems.

Analytical Thinking — Identifies patterns and cause and effect relationships, and knows what
information is missing. Generates recommendations, ideas and solutions.

Project Management — Knows and applies project management principles in defining project
scope, work breakdown structure, scheduling, costing, budgeting, and applying the
project cycle.

Innovation — Recommends new and different ideas to deal with problems and opportunities.
Generates new ideas and goes beyond the status quo.
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Laboratory Management Level 2

Overview

The Laboratory Management Level 2 supports the organization’s laboratory. This position
would be at the managerial level within the organization, and responsible for developing and
implementing day-to-day tactical plans regarding the laboratory. This involves: managing and
coordinating the research laboratories including the installation, maintenance and servicing of
laboratory equipment; providing services and supplies necessary to operate a research
laboratory; and ensuring that the lab is operated in a safe manner.
Accountabilities
1. Responsible for managing the laboratory and its equipment including:

e Maintenance, servicing, and repair of equipment.

e Coordinating the servicing, maintenance, acquisition and positioning of laboratory
equipment.

¢ Managing the provision of laboratory services, such as gas, liquids, waste products,
garbage removal and recycling.

e Managing laboratory supplies including ordering, shipping, receiving, storage, and
stocking.

e Ensuring that laboratory operates in compliance with all relevant safety
regulations and recommendations, including bio-safety, radiochemical safety and
chemical safety.

e Developing safety procedures and policies to ensure the laboratory operates
according to current regulations.

e Preparing laboratory activity reports and making recommendations on how to
improve laboratory operations.

2. Establishes the budget and manages the team of laboratory assistants:
e Develops and administers budgets, schedules and performance requirements.

e Assesses current and future staffing needs based on organizational goals, unit
needs and budget realities.

e Ensures laboratory staff is trained in relevant scientific techniques and procedures.
e Establishes and defines work processes and procedures.

e Responsible for recruitment, selection, training, orientation, and retention of team
members.

e Establishes performance criteria for the unit and team members. Monitors results
and takes corrective action where appropriate.

e Coaches and develops knowledge and competences of team members.
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3. Ensures relevant and effective technology is in place to support research projects in the
most effective manner possible.

4. Frequently interacts with subordinate supervisors, customers and/or functional peer
group managers. May interact with senior management. Interactions normally involve
matters between functional areas, other company divisions or units or customers.

Knowledge Required

BSc and several years’ laboratory experience in biotechnology research and development, or
equivalent. Requires knowledge of Health and Safety, Standard Operating Procedures (SOP),
Good Clinical Practice (GCP) and Good Laboratory Practices (GLP).

Judgment

Works on problems of diverse scope where analysis of data requires evaluation of identifiable
factors. Exercises judgment within generally defined practices and policies in selecting
methods and techniques for obtaining solutions. Acts as advisor to subordinate(s) to meet
schedules and/or resolve technical problems.

Supervision Given/Received

Manages through subordinate supervisors the coordination of the activities of a section(s) or
department(s) with responsibility for results in terms of costs, methods and employees. In
some instances the manager may be responsible for a functional area and may not have
subordinate supervisors/employees.

Competencies

Communication — Demonstrates effective interpersonal, listening, and presentation skills. Is
perceptive in understanding the issues in a message and in providing effective
feedback.

Teamwork — Understands the structure, purpose and dynamics of a team. Works effectively
and co-operatively with other team members to support team objectives.

Collaboration — Shares ideas with team members. Incorporates differing perspectives and
builds rapport with others.

Problem Solving/Decision Making — Identifies key or underlying issues in complex situations.
Recommends and selects the best alternative for solving the problem.

Continuous Improvement — Finds ways to improve efficiency, reduce costs and focuses on
improving quality, business/scientific processes, products and systems.

Analytical Thinking — Identifies patterns and cause and effect relationships, and knows what
information is missing. Generates recommendations, ideas and solutions.

Project Management — Knows and applies project management principles in defining project
scope, work breakdown structure, scheduling, costing, budgeting, and applying the
project cycle.
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Innovation — Recommends new and different ideas to deal with problems and opportunities.
Generates new ideas and goes beyond the status quo.
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Compliance Officer— Level 2: Full Working Level

Overview

Maintains quality compliance by identifying quality standards.

Accountabilities
1. Identifies quality requirements.

2. Communicates quality goals and requirements through training and written
documentation.

Assess quality compliance.
Improves quality compliance.

Prepares quality assurance reports.

IS T

May be required to coordinate and/or participate in cross-functional internal committees
regarding quality compliance.

7. Maintains an awareness of new and emerging methods of quality control in area of quality
assurance in the biotechnology industry and related regulatory requirements and ongoing
changes through literature review and attending conferences.

Knowledge Required

Requires a BSc in a scientific discipline or equivalent plus 2 to 5 years experience or a Masters
with up to 2 years experience. Requires knowledge of a range of Regulatory Requirements,
Standard Operating Procedures (SOP), Good Manufacturing Practice (GCP) and Good
Laboratory Practices (GLP).

Judgment

Works on problems of diverse scope where analysis of data requires the evaluation of
identifiable factors. Exercises judgment within generally defined practices and policies in
selecting methods and techniques for obtaining solutions.

Supervision Given/Received

Normally receives no instructions on routine work, general instructions on new assignments.

Competencies

Communication — Demonstrates effective interpersonal, listening, and presentation skills. Is
perceptive in understanding the issues in a message and in providing effective
feedback.

Teamwork — Understands the structure, purpose and dynamics of a team. Works effectively
and co-operatively with other team members to support team objectives.

Collaboration — Shares ideas with team members. Incorporates differing perspectives and
builds rapport with others.
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Problem Solving/Decision Making — Identifies key or underlying issues in complex situations.
Recommends and selects the best alternative for solving the problem.

Continuous Improvement — Finds ways to improve efficiency, reduce costs and focuses on
improving quality, business/scientific processes, products and systems.

Analytical Thinking — Identifies patterns and cause and effect relationships, and knows what
information is missing. Generates recommendations, ideas and solutions.

Project Management — Knows and applies project management principles in defining project
scope, work breakdown structure, scheduling, costing, budgeting, and applying the
project cycle.

Innovation — Recommends new and different ideas to deal with problems and opportunities.
Generates new ideas and goes beyond the status quo.
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Overview

Clinical Data Manager

Provides leadership and direction to the Clinical Data Management group, consisting of a
team of clinical data professionals. Leads the development, implementation and support of
data and knowledge management solutions for multiple concurrent projects. Establishes a
team business plan to support the Research Operations business plan and manages the day-
to-day operations of the Clinical Data Unit. Manages the computer systems including
compilation and/or installation of new software, and re-compilation and optimization of
existing software.

Accountabilities

1. Leads the development, implementation and support of data and knowledge
management solutions for multiple concurrent projects.

Ensures systems are in place that ensure integrity, reliability and security for all
corporate databases in compliance with regulatory requirements.

Develops policies and procedures for data management.
Responsible for database administration, maintenance, and monitoring.
Responds to and follows up on new data management issues.

Manages the technical development of the data management infrastructure,
including both new data management systems and the streamlining and
integration of existing database systems.

Defines workflow and requirements with the assistance of expert users.

2. Manages the computer systems including compilation and/or installation of new software,
and re-compilation and optimization of existing software.

3. Establishes a team business plan to support the Research Operations business plan and
manages the day-to-day operations of the Clinical Data Unit.

Recommends, implements, monitors, and analyzes the departmental budget for
the Data Management Group.

Assesses current and future staffing needs based on organizational goals, unit
needs and budget realities.

Establishes and defines work processes and procedures.

Responsible for recruitment, selection, training, orientation, and retention of team
members.

Establishes performance criteria for the unit and team members. Monitors results
and takes corrective action where appropriate.

Coaches and develops knowledge and competences of team members.
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e (Collaborates with scientific researchers on the high level design of clinical data
studies to address data needs, establish systems and processes, and ensure
compliance with all regulatory and compliance requirements.

4. Develops and monitors project plans, budgets, and departmental reports. Establishes
parameters for the clinical data specialists on major projects.

5. Participates as part of a team in business development, negotiating with vendors, and
securing strategic alliances with technology partners.

6. Maintains relationships with external representatives regarding informatics and data
management. Attends industry conference and training programs to update skills and
maintain current awareness of emerging technologies.

Knowledge Required

Requires BSc in statistics and/or medical research or equivalent, with 5 or more years
experience, or an MSc in statistics and/or medical discipline with 2 to 5 years experience in
clinical research, statistical analysis, database management and data maintenance. Some
experience in software programs and hardware related to data management. Knowledge of
software programs and hardware related to data management, as well as knowledge of
regulations and compliance guidelines pertaining to electronic records and clinical data
management. Requires knowledge of Standard Operating Procedures (SOP), Good Clinical
Practice (GCP) and Good Laboratory Practices (GLP).

Judgment

Applies knowledge of clinical data processes to work on problems of diverse scope where
analysis of data requires evaluation of identifiable factors. Selects methods and techniques for
obtaining results.

Supervision Given/Received

Works independently on ongoing projects.

Competencies

Communication — Demonstrates effective interpersonal, listening, and presentation skills. Is
perceptive in understanding the issues in a message and in providing effective
feedback.

Teamwork — Understands the structure, purpose and dynamics of a team. Works effectively
and co-operatively with other team members to support team objectives.

Collaboration — Shares ideas with team members. Incorporates differing perspectives and
builds rapport with others.

Problem Solving/Decision Making — Identifies key or underlying issues in complex situations.
Recommends and selects the best alternative for solving the problem.

© BioTalent Canada 2010 Page 64 of 65



BioTalent’ .
Canada Human Resources Planning

Continuous Improvement — Finds ways to improve efficiency, reduce costs and focuses on
improving quality, business/scientific processes, products and systems.

Analytical Thinking — Identifies patterns and cause and effect relationships, and knows what
information is missing. Generates recommendations, ideas and solutions.

Project Management — Knows and applies project management principles in defining project
scope, work breakdown structure, scheduling, costing, budgeting, and applying the
project cycle.

Innovation — Recommends new and different ideas to deal with problems and opportunities.
Generates new ideas and goes beyond the status quo.
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