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ABOUT THE FRAMEWORK

This framework has been designed to provide an overview of the recommendations of the Eye Bank
Association of Australia and New Zealand’s (EBAANZ) regarding the development of training opportunities,
and the implementation of a nationally agreed competency program within Australia and New Zealand.

This peer developed competency program is transferable across Australia and New Zealand Eye Banks.
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INTRODUCTION

Overview of the eye banking profession in Australia and New Zealand

There are currently six eye banks (EB) in Australia and New Zealand (and 12 fully licensed tissue banks in
Australia). The total number of professionals working in the eye and tissue banking profession in Australia is
low, with approximately 50 FTE positions in the sector and accounting for approximately 75-100
employees.

The EB profession offers a broad range of careers, such as retrievalists/enucleators and donor coordinators,
as well as quality managers, administrators and medical directors. There is generally a low staff turnover
within the eye and tissue banking sector, with a relatively low number of young professionals. This reflects
the nature of the work undertaken and the importance placed on tact, empathy and sensitivity; which are
seen as a consequence of age and life experience, suggesting that school leavers are not typically
appropriate for the profession as they lack this life experience.

There is no formal pathway into the EB profession; training has traditionally been on the job. In addition to
the training requirements for new personnel, there is an ongoing need to provide training and skill
recognition to existing employees. The relatively low number of personnel employed in the eye and tissue
banking sector and the ageing workforce, necessitates the need for a career path into the sector and
advancement within the sector in order to ensure continued availability of eye and tissue banking services
in the future.

Educational opportunities that are currently available to EB personnel include the Transplant Procurement
Management (TPM) ‘Advanced Course in Tissue Banking, Cell Therapy and Regenerative Medicine’ (5 day,
face-to-face course in Barcelona) and the TPM ‘International Online Course in Tissue Banking, Cell Therapy
and Regenerative Medicine’.

While a variety of external training opportunities are being explored between eye and tissue bank
professionals, in conjunction with the Organ and Tissue Authority (OTA) and formal training organisations,
to date, there are no courses within Australia and New Zealand which provide direct training options to EB
staff.
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Aim of the EBAANZ Training and Competency Framework

In order for the EB community to maintain and advance their level of service, with regard to
standardisation and sustainability of the service, and the provision of education opportunities,
there needs to be both national and local commitment by EB management and personnel to
implement standardised education and training.

The aim of this framework, based on peer recommendations and evidence-based best practice, is
designed to provide blended national and locally relevant education opportunities to staff. The
competencies, specifically, are recognizable and interchangeable between States and EBAANZ
members as the minimum standard level of professional practice. The competency framework has
been developed to support EBs to implement a standard program without the added burden of
‘starting-from-scratch’.

The framework also provides an outline of performance criteria, and the expectations, of both
staff and employees with regard to individual professional education.

Supporting regulations

As part of the profession’s ongoing commitment to sustainable practice and regulatory
requirements, a training and competency program is recommended.

The requirements of the biologic regulators, i.e. the Therapeutic Goods Administration (TGA) and
other bodies are also seeking confirmation that the staff developing biologicals are professionally
trained, and conduct their practice in a uniformed and systematic manner. In order for EBs to
remain viable and demonstrate that they are achieving the requirements of the TGA and other
groups, EB mangers, and individual staff, need to be responsible for their own education and
develop pathways for provision and completion of training inclusive of competency assessment.

Challenges

There are a variety of challenges facing the EB community, particularly with regard to the
standardisation of competency and training. This is based, partly on the back ground training and
experience of EB staff, which are from a variety of professions, and partly due to both EB size and
budget.
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Employee Demographics

Minimum education based on licence maintenance

Employees, such as nurses and medical directors, are registered with the Australian Health
Practitioners Regulation Agency (AHPRA) which requires members to complete a certain amount
of training hours per year, within their area of work, in order to maintain their professional license.
While the AHPRA system supports and ensures their members participate in educational
opportunities, for non-APHRA members, such as EB staff with science or technician training
backgrounds, there are currently no regulatory or licencing requirements that ask them to
complete a certain amount of training.

To date, the EB profession is not recognized as a professional national body that is regulated by
AHPRA or similar, and this is partly due to a lack of specific sub-specialized formal training
avenues, a competency framework and a limitation in EB publications within Australia and New
Zealand.

For the EB community, the variance in professional education requirements becomes a challenge
because staff may also be from a variety of workplace backgrounds, i.e. prior EB experience versus
new practice in both pathology and/or ophthalmology. It is also acknowledged that variances in
entry-base-skill-levels may exist. Therefore, the development of a minimum base-competency
framework will assist the profession to standardise the support to all staff, regardless of their
background.

The development of ta national competency program, by the EB sector demonstrates initiative to
develop an equal and consistent platform for employment, professional development and
standardisation of services.

Staffing size limits training opportunities

Within Australia, currently, the average EB employs between 5-10 staff. For these teams, providing
training and attendance, e.g. at conferences, is easier for rostering facilitation. In contrast, there
are currently 2 EB within Australia and New Zealand that have less than 5 employees. For these
teams, the education and training programs may prove to be far more difficult to implement i.e.
rostering and budget constraints, and the absence of staff from the workplace may also reduce
the level of service provision within their district.

Therefore, as education and competency frameworks develop, consideration and
conceptualisation of the programs suitability and adaptability, to both large and small EBs, is
required. A minimum expected level of education and training must also consider the burden and
boundaries placed on small facility managers and staff and, in addition, ensure that staff employed
within smaller facilities is not disadvantaged. This not only causes disparity but also defeats the
objectives of the national framework, to develop a standardised level of service provision and
professional advancement to its staff.
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Budgets

Budgeting within the health sector has always been a challenge, and budgeting limitations for
education will continue to pose a threat to the provision and advancement of the profession.
Budgeting for EB will also differ, depending on the size of the facility, affiliation to a state health
department, commercial entity and/or external benevolent, academic or not-for-profit
benefactors.

Therefore, annually, in order for EBs, both large and small, to sustain a nationally agreed level of
competence, EB managers and directors need to ensure adequate planning and budgeting for
education expenses that are practical and suitable for the requirements of their team while
achieving national EBAANZ recommendations.

While staff are ultimately responsible for their own career advancement, and at times, may self-
fund education opportunities, employers are also responsible for finding low cost and creative
ways to provide internal and external education opportunities and competency completion,
without stretching the budget or diminishing services during training periods.

Additionally, as the EBAANZ community is relatively small, pooling together resources, education
opportunities, and technologies, and working together to develop nationally expected standards,
will reduce the overall cost to implement and sustain education opportunities within the sector.

Developing leaders, trainers and mentors

In order to commence and implement a new competency program with no prior documentation
on who is and who is not competent, all personnel, from beginners to advanced, are advised to
complete the base-level of training, in order to launch the flow of training across the sector.
Existing personnel who are considered advanced, e.g. directors, may be required to seek
competency sign-off from similar advanced personnel in neighbouring EBs and/or managerial
positions, in order to complete their competency training.

Similarly, senior persons deemed appropriate to conduct the training and assessment of staff, may
seek adult-education ‘train-the-trainer’ support, should this be required.
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TRAINING PROGRAMS

Adult-education training programs may comprise a variety (blend) of training options, including
but not limited to:

e Competency assessment

e On-line e-learning/Massive Open Online Course (MOOC)

e Internal

e External

e Conferences

e In-service

e Annual and/or mandatory training

e Advanced learning

e Wet-labs

e Webinars/pod-casts

e Mentorship programs

e Projects and research opportunities.

Depending on the EB size and needs, training programs require:
e Objectives
e Aims
e Training feedback surveys completed by the attendees.

It is recommended that employer based training is provided when:
e Equipment and technology is changed or up-graded
e New techniques are required
e Services or products change
e Policies or work instructions change
e Enquiry has prompted a project or research opportunity
e A staff-needs-analysis has been completed. This can be collectively completed in a survey
format and/or during an annual review process.

Hours of training provided by the EB, per year, may be dictated by:
e Department HR policy
e AHPRA
e Asidentified on a case-by-case basis.
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IMPLEMENTATING THE COMPETENCY TRAINING PROGAM

Objectives of the EB competency program
The EB Competency program has been developed through the collaboration of EB specialist, mentors and
prior hands-on trainees. The competencies are consistent with the practice standards of several peer and
regulatory groups, such as the:
e EBAANZ Standards
e EBAA Standards
e ANZOTA Regulatory framework
The purpose of the program is to enable employees and the employer to:
e C(Clearly understand what is expected of them
e Identify personal development needs
e Provide evidence of achievements to support career development and progression
e Ensure standards are within peer recommended practice and consistent with the Class- 2
requirements of Human Ocular Biologicals, as outlined by the Therapeutic Goods Administration
(TGA).

Within this Framework
This package provides EBs with an outline of the nationally agreed EB competencies.

Note: The positions presented within the matrix are examples of the types of position titles held at an EB.
Therefore, it is recommended that the competency title and division of competency tasks be reviewed and
altered to suit the individual EB.
The framework includes:

e Overview of example positions and competency division - Appendix 1-2

e Each competency - Appendix 3

e Recommended resources - Appendix 4

e  Glossary of terms - Appendix 5

e Post-program evaluation - Appendix 6

Implementing a Competency based program within an EB
Prior to implementing a competency based program within an EB, it is essential to ensure that:

e Policies and work instructions are up-to-date and integrated into the individual competency. This
will ensure staff are maintaining competency in line with current protocol

e Confirmation of position titles and competency requirements are confirmed and cross-matched
with internal position descriptions and individual performance indicators

e The assessor is confirmed. This may include provision of ‘train-the-trainer’ opportunities if required

e The timeframe for implementation and assessment completion are practical and do not hinder
service provision

e Resources are accessible either internally or externally. Prior to commencement, staff are provided
with a copy of the competencies suitable to their position and educated on the competency
process
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THE COMPETENCY TRAINING PROGRAM

Program Eligibility
The program applies to all personnel employed by the EB and those who act as a delegate on behalf of the
EB.

Definition of Competency

Competency covers all aspects of workplace performance and involves performing individual tasks;
managing a range of different tasks; responding to contingencies or breakdowns and dealing with the
responsibilities of the workplace, including working with others. Workplace competency requires the ability
to apply relevant skills, knowledge and attitudes consistently over time, and in the required workplace
situations and environments.

Having all employees complete the same competency, EBs can ensure that the service is provided in a
uniformed and methodical manner which maintains consistency and reduces gaps in service.

Evidence of prior competence

Experienced new employees who have obtained competence from a peer EB may be exempt from some
specific areas of assessment. For this to occur, the employee is required to present documented evidence
of competence. The peer competence must be comparable with the EB competency. If this cannot be
demonstrated then the employee will be required to complete the full EB program.

Domains of Practice
Units of Competency
Domains of practice, underpin the foundations of this training program. These include:
e Knowledge: the outcome of the assimilation of information through learning. Knowledge is the body
of facts, principles, theories and practices that are related to a field of work or study
e Skills: the ability to apply knowledge to complete tasks and solve problems
e Professionalism: Ability to ensure that through knowledge and skill, the individual is performing their
work in a professional manner and seeks to enhance and advance the practice through their actions.
The Units of Competency represent the required skills and knowledge across the full range of positions
within the EB profession (Appendix 1 - 2). These are organised into the following competency fields:
e CLINICAL: application of clinical skills and knowledge
e OPERATIONAL: operating in an effective and safe manner
e PROFESSIONAL: accountability and responsibility, and maintenance of professional standards
e SOCIAL: collaboration and interaction with people
e TECHNICAL: application of skills and knowledge to perform a technical task/procedure
Components of the Units of Competency
Each Unit of Competency comprises of the following:

Competency Field: reflects the way the unit of competency is categorised (based on the
specialisation of function)
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Competency Title: a concise description of the competency outcome. For example: Obtain consent
for donation. Each unit of competency title is unique

Competency Statement and Reference: broadly communicates the content of the unit of competency
and the skill area it addresses. Where applicable, reference to the peer and regulatory standards are
also outlined

Competency Elements: the basic building blocks of the unit of competency. They describe in terms of
outcomes and the significance of functions and tasks required to demonstrate competence

Assessor Assessment: the assigned assessor shall sign, at the completion of the competency review,
to confirm competence has been met

Statement of Attainment: a statement of whether the individual has competence in all the
competency elements that make up the competency at a standard judged to be appropriate for the
level of employment. The individual may be assessed as achieving competence with or without
supervision

Evidence of Competency: evidence of how the competency may be demonstrated.

Assessment
An assessment guideline is provided at the end of each competency to ensure consistency.

An employee achieves competence once a trainer/assessor has judged that the individual demonstrates

achievement of all competency elements.

In order to determine competence, the assessor may review any of the following dimensions of

competency:

Task skills: the discrete, meaningful components of work

Task management skills: the ability to manage a number of different tasks within the job role or work
environment

Contingency management skills: the requirement to respond to irregularities and breakdowns in
routine

Job skills: the ability to deal with responsibilities and expectations of the workplace, including
working with others

Once the trainer/assessor confirms that the individual has achieved competence, the individual is given a

Statement of Attainment for that unit of competency. This statement is achieved through learning and

assessment pathways; an assessment only, or recognition of prior learning pathway; or a combination of

the two (Figure 1). Each of these assessment pathways lead to a Statement of Attainment — the critical

point is that the individual is competent, not how the competency was acquired.
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Learning and Assessment
Pathway

and/or

Units of Statement of
Competency Attainment

Assessment Only or Recognition
of Prior Learning Pathways

Figure 1: Assessment pathways for attaining competency in a unit of competency

Assessment Methods
A variety of assessment methods are provided to ensure the training is adapted to suit the situation and

employee’s needs. These include:

Evidence of recent practice: provides documented evidence of current knowledge and skill(s). The
evidence will be evaluated but may/ may not be sufficient on its own to demonstrate competence
Observation of practice: observation provides an opportunity for demonstration and assessment of
practice and allows for practical evaluation

Discussion/questioning/interviewing: the signing and dating of the form that corresponds to each
Unit of Competency, by an assessor, provides evidence that discussions have been held in which
competence has been demonstrated

Formal assessment/quizzes: Competency may integrate peer developed formal assessment as
required for additional learning or recognition of prior learning

Professional Development activities (e.g. scientific journal publication; oral presentation; serving on a
relevant committee): continuing professional development activities may demonstrate knowledge
and skill(s) and will be evaluated individually for appropriate evidence of competence.

As measuring continuing competence goes beyond measurement of basic skills, a combination of many of

the above strategies may be needed in order to demonstrate competence.
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Assessor’s Expertise

Assessment within the Framework is the process of collecting evidence and making judgements about
whether competency has been achieved to confirm whether an individual can perform to the standards
expected of EB, as expressed in the relevant unit of competency. The units of competency are the
benchmark for assessment.

Each person involved in training or assessment must be competent within the assessment area they are
assessing. Therefore trainers and assessors shall display or possess some/all of the following:
e Completion of the relevant competencies they are training
e Relevant vocational or post-graduate experience in the competency being assessed
e Comprehensive knowledge of current practices in the eye and tissue banking sector
e Continual professional development of their own knowledge of EB Standards
e Experience providing training to adult-learners
e Approval by the EB MD, DMD or Director to provide training and assessment
e Familiarity with this training program
Current knowledge may be demonstrated through:
e Participation in EBAANZ professional development activities or similar
e Relevant eye and/or tissue banking project or research activity
e Recent and relevant work experience in an EB
e Involvement in EBAANZ networking events or similar
e Participation in assessment and/or training activities conducted in the workplace
e Completion of the EB Education, Mentor and/or Assessor competency

Documentation of competency

Completion of the EB training program will be documented in the employee’s file and internal document
management systems. Additionally, EB will provide the employee with a certificate of competency
completion.

Timeline for documentation of competency

A new employee is required to demonstrate competency in all units associated to his/her employment
position, within 12 months of employment. Appendix 1-2 summarises the position title and the number of
competency units required for a person to be deemed competent to perform the duties required of that
position. The EB Director may require an employee to demonstrate competency, in units of competency
not listed in Appendix 1, and will discuss this directly with the employee and the Education Officer.

Every 24 months, existing and ongoing employees are required to demonstrate competence in all units of
competency associated with their employment position.
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Flexible learning

The EB Program acknowledges that people can achieve vocational competency in many ways, and places an
emphasis on the learner’s abilities, rather than how or where the employee completed their learning. For
example, experienced personnel may be able to demonstrate competency against the units of competence
without completing a formal training program.

Through the provision of a 12 month time frame for new employees and a 24 month timeframe for existing
employees, it is believed that ample time for completion has been provided to employees. Employees with
extenuating circumstances may apply for an extension on a case-by-case basis. Application is to be directly
discussed with the Director of EB.

Competency Grading Dispute

Should the employee feel that the competency sign-off provided by the trainer/assessor does not reflect
their performance levels, the employee is entitled to discuss the matter privately with the EB Director,
Education Officer and/or HR, as available.

Continual Professional Development

During the course of employment at an EB, staff members are encouraged to participate in internal and
external professional development activities relevant to their position. Employees are required to
document their attendance on their File and document management system file, for reference.
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Competency Matrix: Defining Levels of Eye Banking Practice

The EB Competency Matrix provides a list of those units of competency that must be achieved for a person
to be deemed competent to perform the duties required for each of the EB positions. Refer to Appendix 1-9
for the complete competency position matrix for each of the positions outlined below.

In order to develop career paths for EB professionals, a Competency Matrix has been developed. This
matrix is separated into two parts. Part 1 explores the variance between competent, expert and advanced
EB professionals at facility, while Part 2 explores the competency task division as identified in individual
position descriptions.

Competency Matrix: Part 1 — Level of Competence

In order to determine a level of competence in each task, the assessor is required to ascertain a trainee’s
level of proficiency. To action this, a grading system has been developed. Note, this system requires the
assessor to grade each task rather than each competency. Therefore, an individual may receive varied
grades within each competency depending on their abilities. The grading is defined as:

0 = Not applicable to my position
1 = High proficiency

2 = Moderate proficiency

3 = Limited proficiency

The assessor, once each task is graded, can ascertain the competency level based on the Competency Level
Matrix below. This matrix will assist in identifying growth and achievement over time.

Competency Level Matrix

Level: Beginner —

Achieved Level: Proficient-Expert Level: Proficient-Advanced
Competent
Performs duties Autonomous in
autonomously delegated/designated

areas of practice

Competency grade | 1-3 (high — limited
achieved as per proficiency)
competency tasks

Added
responsibility

Adult Education

Table 1: The Competency Level Matrix defines competence, and provides evidence of an employee’s
growth, development and competence-retention, over the course of their employment.
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Competency Matrix: Part 2 - EB Position Description Competency Matrix

The table below _is an example of specific competencies required for each position within an EB. Note: It is

acknowledged that smaller facilities may have different titles, position outlines and delegations of tasks.
EBAANZ recommends that the below Position Competency Matrix is altered to suit the EB staffing structure.

Position Titles at EB (examples) Coml\:)i:L:?::lani -
Donor Coordinator 24
Laboratory Technician 26
Quality Officer 13
Manager/Director 17
e.g. Deputy/Medical Director 4

Table 2: An example of EB position titles and the corresponding number of competency units.

Getting Started on the Competencies
Before completing each competency, it is advised those employees:

e Meet with the assessor/trainer to develop a timeline of learning needs, priorities and expectations

e Schedule hands-on supervised training opportunities within the EB service schedule

e Familiarise self with the EB Policies, Work Instructions (WI) and Standard Operating Procedures
(SOP) that are available on the File and document management system

e Utilize training resources to support learning (see Appendix 4 and 5)

e Familiarise self with the required competencies for the position — Appendix 1 and 2, and the
followed individual competency form located in Appendix 3.

Completing Competency

When completing a competency assessment with an assessor/trainer, the employee will need to provide a
copy of the individual competency (Appendix 3).

Once completed, the competency can be marked as completed within each individual position description
matrix relevant to that position (Appendix 1-3). This will assist in monitoring employee progress.
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Appendix 1: Competency Matrix — Example please adapt position titles and competency division to suit the individual EB

e CL-CLINICAL

e OP—OPERATIONAL
e PR —PROFESSIONAL
e SO -SOCIAL

e TE-TECHNICAL

c N 2
5 S . 8 g
E £ g o 5
S o b5 a I
= - o =
o S~ L]
o o Z = 3]
o o = [
| - @ Qo E
o © =) © ~
g ] g s g
a = = a
- (]
o
CLo1 General medical terminology v v v v
CL02 General ocular anatomy and physiology v v v v
CLO3 Indications for surgical use of ocular tissue v v v v
CLo4 Perform gross eye examination of donor v
CLO5 Perform physical assessment of donor v
CLO6 Specular microscopy/light microscopy evaluation v
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CLo7 Slit lamp evaluation and interpretation v

CLo8 Mandatory infectious disease testing v v v v
CL09 Cadaveric identification v

CL10 Microbial testing - general v

OPO1 Human Tissue Act (legal framework) v v v v
OP02 Comply with Good Manufacturing Practice v v v v
OPO3 Good Manufacturing Practice legislation v v
0P04 Comply with infection f:ontrol, and a.septic tec.:hni.que, policies and v v

procedures (elements include handling/cleaning instruments)

OPO5 Biological waste and disposal v v

OPO6 Patient confidentiality and privacy v v v v
OPO7 Package and transportation of tissue and blood samples from eye bank v v v
OPO8 Package and transportation of tissue and blood samples to eye bank v v v
OP09 Transplant schedule management v v v
OP10 Electronic data system (File and document management system) v v v v
OP11 Educator, mentorship and/or competency assessor (Senior staff Only) v v v v
OP12 Quality management v v
PRO1 Act on non-conformities v v
PRO2 Release criteria v v v
S001 Respond to loss, grief and trauma v

EBAANZ National Competency and Training Framework 2014
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S002 Obtain consent for donation v

S003 Screen of the donor v

TEO1 Obtain a blood sample from the donor v

TEO2 Perform in situ corneo-scleral disc excision (SCSDE) v v

TEO3 Perform enucleation v

TEO4 Haemodilution/plasma dilution assessment v

TEOS Microbial testing — micro-sampling methods v

TEO6 Corneal preservation methods v

TEOQ7 Sclera storage methods v

TEO8 Pre-cut tissue preparation and preservation v

TEO9 Cadaveric identification theory and knowledge v
v

TE10 Amniotic tissue preparation and preservation (if service provided at EB)

EBAANZ National Competency and Training Framework 2014
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Appendix 2: Matrix Tick-sheet for an individual position Example please create for each position, and adapt to suit needs

Competency Matrix — Deputy/Medical Director Name:
Competency | Competency Tick and date on Completion and entry to File and document
Field management system records
CLO8 Mandatory infectious disease testing
OPO1 Human tissue act (legal framework)
OPO03 Comply with good manufacturing practice legislation
TEO9 Cadaveric identification theory and knowledge
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Appendix 3: Competencies
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CLO1: General medical terminology

Competency Statement: The employee demonstrates an understanding of medical terminology
related to the human eye and conditions that may be a contraindication for donation. The
employee is able to correctly and appropriately use terminology within their work processes.

Competency Elements Assessor’s assessment

0 = Not applicable to the position
1 = High proficiency

2 = Moderate proficiency

3 = Limited proficiency

e Demonstrates knowledge of medical terminology and abbreviations
relating to the human eye and associated conditions

e Correctly spells and pronounces terminology

e Uses appropriate terminology and abbreviations in written and verbal
communication to professional staff and family members

e Demonstrates familiarity with terminology of:
» Anatomy and physiology related to the human eye
» Common medical conditions that may be a contra indicator for
donation or transplant
> Laboratory test results
> Industry associated acronyms

e Adequately explain terminology in lay

Statement of Attainment
The Competency Statement has been achieved by this employee to the level of:
[] Competent without supervision [] Competent with supervision

Evidence of achieving Competency Statement:

[ ] Recent practice

[ ] Observation of everyday performance

[ ] Result of discussion/questioning/interviewing

[ ] Result of formal assessment(s)/quizzes

[ ] Continuing Professional Development activities

[ ] Other (please clarify)

Employee Name Signature Date / /

Assessor’s Name Signature Date / /
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CLO2: General ocular anatomy and ocular physiology

Competency Statement: The employee has an understanding of the general anatomy and
physiology of the human eye and has an understanding of common corneal abnormalities. The
employee is able to correctly and appropriately use terminology relating to ocular anatomy and
ocular physiology.

Competency Elements

Assessor’s assessment

0 = Not applicable to the position
1 = High proficiency

2 = Moderate proficiency

3 = Limited proficiency

e Demonstrates an understanding of medical terminology and
abbreviations relating to ocular anatomy, ocular physiology and
common ocular injuries and diseases

e Correctly spells and pronounces terminology relating to ocular
anatomy, ocular physiology and common ocular injuries and diseases

e Correctly uses terminology and abbreviations in written and verbal
communication

e Demonstrates knowledge of basic human ocular anatomy and ocular
physiology including the ability to name and locate the:

>
>
>
>
>

>
>

Coatings/layers of the eye

Chambers of the eye

Main layers of the cornea

Extraocular muscles (including ability to locate insertion point of
muscles to the eye)

Structures found within the eye

Dimensions of the eye and cornea

Optic nerve

e Describes external structures and appearance of the human eye

e Uses appropriate terminology in written and verbal communication
with other health care professionals and donor family members

Statement of Attainment

The Competency Statement has been achieved by this employee to the level of:
[] Competent without supervision [] Competent with supervision

Evidence of achieving Competency Statement:

[ ] Recent practice

[ ] Observation of everyday performance

[ ] Result of discussion/questioning/interviewing

[ ] Result of formal assessment(s)/quizzes

[ ] Continuing Professional Development activities

[ ] Other (please clarify)

Employee Name Signature

Assessor’s Name Signature

Date _ / /

Date_ / [/
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CLO3: Indications for surgical use of ocular tissue

Competency Statement: The employee demonstrates an understanding of ocular tissue use and
the surgical request process involved in routine use, and performs tissue preparation steps as per
EB policy to maximize surgical benefit and recipient outcomes.

Competency Elements Assessor’s assessment

0 = Not applicable to the position
1 = High proficiency

2 = Moderate proficiency

3 = Limited proficiency

e Demonstrates knowledgeable of:

» Common ocular conditions associated with corneal or ocular surface
disease

> Tissue type selection for corneal or ocular surface disease

> Tissue type preparation (e.g. PK or EK) for specific corneal disease

> EB Policies and work instructions for surgical request

e Demonstrates familiarity with common, potential, treatment care-plans
that may be implemented to assist corneal and ocular surface disease,
including:

Medical options

Surgical options

Referral pathways to surgery

Day surgery and over-night surgical care

General outcomes of surgical transplantation

YVVVYVYYVYVY

e Provides tissue for the surgical request in accordance with EB policy and
supports the user (treating surgeon), as required, to ascertain best
options

» Liaises with the EB Medical Director as required for surgical
requests

e Uses clinical judgement, available tissue testing results and known
donor history when selecting appropriate available tissue for each
surgical request specification

Statement of Attainment
The Competency Statement has been achieved by this employee to the level of:
[] Competent without supervision [] Competent with supervision

Evidence of achieving Competency Statement:

[ ] Recent practice

[ ] Observation of everyday performance

[ ] Result of discussion/questioning/interviewing

[ ] Result of formal assessment(s)/quizzes

[ ] Continuing Professional Development activities

[ ] Other (please clarify)

Employee Name Signature Date / /

Assessor’s Name Signature Date / /
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CLO4: Perform gross eye examination of the donor

Competency Statement: The employee is able to perform a gross examination of the donor’s
eye(s) in order to ascertain the suitability of the donation for surgical use.

Competency Elements Assessor’s assessment

0 = Not applicable to the position
1 = High proficiency

2 = Moderate proficiency

3 = Limited proficiency

e Demonstrates an understanding of workplace policies and procedures
regarding gross eye examination of a donor, including accurate
documentation of gross eye examination

e Ensures own safety by inspecting their immediate surroundings,
removing hazards and donning PPE prior to touching the deceased

e Performs a gross eye examination that includes the identification of:
» Corneal Damage
> Abnormal corneal shape

Blood or cloudiness in the anterior chamber

Corneal scars or infiltrates

Arcus semilis

Conjunctival discharge or similar

Previous eye surgery

YV V V VYV V

e |[dentifies normal and abnormal physical ocular appearance and make
appropriate at-the-time decision to proceed with the retrieval

Statement of Attainment
The Competency Statement has been achieved by this employee to the level of:
[] Competent without supervision [ ] Competent with supervision

Evidence of achieving Competency Statement:

[] Recent practice

[ ] Observation of everyday performance

[ ] Result of discussion/questioning/interviewing

[ ] Result of formal assessment(s)/quizzes

[ ] Continuing Professional Development activities

[ ] Other (please clarify)

Employee Name Signature Date / /

Assessor Name Signature Date / /
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CLO5: Perform physical assessment of donor

Competency Statement: The employee is able to perform a physical assessment of the donor in
order to determine any possible risk/contraindications that may render the donor unsuitable to
donation.

Competency Elements Assessor’s assessment

0 = Not applicable to the position
1 = High proficiency

2 = Moderate proficiency

3 = Limited proficiency

e Demonstrates an understanding of EB workplace policies and
procedures regarding physical assessment of a donor, and utilizes
available guidelines for contraindication to donate, as required

e |[dentifies potential donor risk prior to retrieval, to ascertain suitability
of donation. Including utilization of:

» Medical history

> Social history

> Visual inspection (e.g. wounds, puncture marks or tattoos on the
body)

» (Conducts a thorough examination when informed of prior high risk
behaviour)

e Ensures the completion and documentation of:
» Medical, social and physical assessment
» Contraindications to donate

e Regulatory and blood sample analysis timelines requirements from
point of death to retrieval

e Utilizes clinical judgement, and workplace safety knowledge, to
ascertain accessibility to the eyes when the cadaver is not in a supine
position

e Ensures own safety within immediate surroundings, removes hazards
and dons PPE prior to touching the deceased

Statement of Attainment
The Competency Statement has been achieved by this employee to the level of:
[] Competent without supervision [ ] Competent with supervision

Evidence of achieving Competency Statement:

[ ] Recent practice

[ ] Observation of everyday performance

[ ] Result of discussion/questioning/interviewing

[ ] Result of formal assessment(s)/quizzes

[ ] Continuing Professional Development activities

[ ] Other (please clarify)

Employee Name Signature Date / /

Assessor Name Signature Date /]

EBAANZ National Competency and Training Framework 2014 Page 27 of 72




CLO6: Specular microscopy/light microscopy evaluation

Competency Statement: The employee demonstrates an understanding of the utilization of
microscopy when assessing ocular tissue, and appropriately uses the equipment for its intended
purpose.

Competency Elements Assessor’s assessment

0 = Not applicable to the position
1 = High proficiency

2 = Moderate proficiency

3 = Limited proficiency

e Demonstrates knowledge of microscopy utilization in ocular tissue
assessment

e Follows policies, work instructions and standard operating procedures,
in conjunction with the manufacturers recommendations for use

e Performs set-up and shut-down of the system

e Completes non-conformance documentation and notifies
management of malfunctions, data issues or electrical safety issues
associated with the equipment (and ceases use until the non-
conformance is addressed)

e Performs microscopy cell count effectively, including:

» Carefully placing the corneal tissue (within transport medium) in
and out of the microscopy holding-arm

Focusing the microscope for a clear image

Identifying the best cross-section to count

Utilizing the standard counting formula (x 25)

Examining the integrity of the cells

Recording any other identified cellular damage that may be a
contraindication for transplantation

> Asrequired, takes a photo ready for e-storage and/or printout

YV V VYV V V

Statement of Attainment
The Competency Statement has been achieved by this employee to the level of:
[] Competent without supervision [] Competent with supervision

Evidence of achieving Competency Statement:

[ ] Recent practice

[ ] Observation of everyday performance

[ ] Result of discussion/questioning/interviewing

[ ] Result of formal assessment(s)/quizzes

[ ] Continuing Professional Development activities

[ ] Other (please clarify)

Employee Name Signature Date / /

Assessor’s Name Signature Date / /
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CLO7: Slit lamp evaluation and interpretation

Competency Statement: The employee demonstrates an understanding of the utilization of slit
lamp use when assessing ocular tissue, and appropriately uses the equipment for its intended
purpose.

Competency Elements Assessor’s assessment

0 = Not applicable to the position
1 = High proficiency

2 = Moderate proficiency

3 = Limited proficiency

e Demonstrates knowledge of slit lamp utilization in assessment

e Follows policies, work instructions and standard operating procedures,
in conjunction with the manufacturers recommendations for use

e Performs sets-up and shut-down of the system

e Adjusts the slit lamp apparatus to enhance the viewing quality

e Completes non-conformance documentation and notifies management
of malfunctions, data issues or electrical safety issues associated with
the equipment, and ceases use until the non-conformance is addressed

e Performs slit lamp examination effectively including:

» Carefully placing the corneal tissue (within transport medium) in and
out of the slit lamp holding-arm

Adjusting the slit lamp for a clear image

Identifying the corneal layers

Identifying the corneal layer thickness

Examining the integrity of the cells

Recording any other identified corneal damage that may be a
contraindication for transplantation

YV V V V V

e As required, taking a photo ready for printout and/or e-storage

Statement of Attainment
The Competency Statement has been achieved by this employee to the level of:
[] Competent without supervision [] Competent with supervision

Evidence of achieving Competency Statement:

[ ] Recent practice

[ ] Observation of everyday performance

[ ] Result of discussion/questioning/interviewing

[ ] Result of formal assessment(s)/quizzes

[ ] Continuing Professional Development activities

[ ] Other (please clarify)

Employee Name Signature Date / /

Assessor’s Name Signature Date / /
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CLO8: Mandatory infectious disease testing

Competency Statement: The employee demonstrates an understanding of regulatory
requirements for mandatory infectious disease testing and performs testing as per EB policy.

Competency Elements Assessor’s assessment

0 = Not applicable to the position
1 = High proficiency

2 = Moderate proficiency

3 = Limited proficiency

e Demonstrates an understanding of mandatory testing: policies, work
instructions, standards operating procedures and regulations

e Dons PPE when obtaining test samples

e Correctly selects labels, container type and transport
materials/mediums for the specific test

e Completes EB and laboratory request documentation prior to dispatch
and up-dates the tracking system

e Places the test tubes/containers in an appropriate storage area until
ready for transfer

e Dispatches, with associated paper work and within appropriate
transport container, to the laboratory in a timeline manner

e Ensures test results are returned in a timely manner and ensures:

Results are recorded within the donor chart

Results are interpreted and any adverse results followed-up

The tracking system is updated

Preparation of the tissue and documentation for transplantation,
rejection or further testing as defined by the results

Y V V V

¢ Notifies the donors family of possible infectious disease risk, as deemed
necessary, in conjunction with the EB Director

Statement of Attainment
The Competency Statement has been achieved by this employee to the level of:
[] Competent without supervision [] Competent with supervision

Evidence of achieving Competency Statement:

[ ] Recent practice

[ ] Observation of everyday performance

[ ] Result of discussion/questioning/interviewing

[ ] Result of formal assessment(s)/quizzes

[ ] Continuing Professional Development activities

[ ] Other (please clarify)

Employee Name Signature Date / /

Assessor’s Name Signature Date / /
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CL09: Cadaveric identification

Competency Statement: The employee accurately confirming the identification of the deceased,

post consent, and prior to the commencement of the retrieval process.

Competency Elements

Assessor’s assessment

0 = Not applicable to the position
1 = High proficiency

2 = Moderate proficiency

3 = Limited proficiency

e Introduces self to the staff at the retrieval location on entry

e Informs the location staff that consent for retrieval has been obtained
and follows location safety and privacy protocol

e Uses 2 or more unique identifiers to confirm the identity of the
presented cadaver, such as:
» E-donation registry notification match
> Name (toe or wrist)band
» Family or multidisciplinary health care team confirmation

» Funeral home, mortuary or coronial documentation
» Visual descriptions such as: gender, ethnicity, size or other

e Demonstrates an understanding that the retrieval shall not proceed in
the event that the presented cadaver is unidentified (i.e. less than 2
identifiers) or a document error is identified

e Demonstrates an understanding of the ‘trouble-shooting procedure’ to
follow in the event of non-confirmation of diseased or the identity of
the presented cadaver

Statement of Attainment

The Competency Statement has been achieved by this employee to the level of:
[] Competent without supervision [] Competent with supervision

Evidence of achieving Competency Statement:

[ ] Recent practice

[ ] Observation of everyday performance

[ ] Result of discussion/questioning/interviewing

[ ] Result of formal assessment(s)/quizzes

[ ] Continuing Professional Development activities

[ ] Other (please clarify)

Employee Name Signature

Date . / [/

Assessor’s Name Signature

Date_ / [/
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CL10: Microbial testing - general

Competency Statement: The employee demonstrates an understanding of the mandatory
microbial testing for ocular tissue and performs testing in accordance with EB policy.

Competency Elements Assessor’s assessment

0 = Not applicable to the position
1 = High proficiency

2 = Moderate proficiency

3 = Limited proficiency

e Demonstrates an understating of the microbial testing require for
ocular tissue

e Demonstrates familiarity with regulations and the EB policies, work
instructions and standard operating procedures regarding microbial
testing

e Ensures microbial testing is completed within appropriate timeframes
and documented within EB donor charts

e Selects appropriate materials for conducting microbial testing

e Performs and prepares sampling in accordance with policy and
laboratory requirements

e Obtains results and utilizes results to confirm tissue suitability prior to
tissue release

Statement of Attainment
The Competency Statement has been achieved by this employee to the level of:
[] Competent without supervision [] Competent with supervision

Evidence of achieving Competency Statement:

[ ] Recent practice

[ ] Observation of everyday performance

[ ] Result of discussion/questioning/interviewing

[ ] Result of formal assessment(s)/quizzes

[ ] Continuing Professional Development activities

[ ] Other (please clarify)

Employee Name Signature Date / /

Assessor’s Name Signature Date / /
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OP01: Human Tissue Act (legal framework)

Competency Statement: The employee demonstrates an understanding of the relevant Human
Tissue Act and demonstrates an ability to perform duties in accordance with requirements
outlined in the relevant Human Tissue Act (the Act).

Competency Elements Assessor’s assessment

0 = Not applicable to the position
1 = High proficiency

2 = Moderate proficiency

3 = Limited proficiency

e Understands the relevance of The Act and any applicable amendments

e Applies the principles of The Act when in the workplace and does so in
accordance with workplace policies, work instructions and standard
operating procedures

e Demonstrates awareness of non-compliance with The Act

e Alerts the Director of any potential or actual non-conformance that
may contravene The Act.

Statement of Attainment
The Competency Statement has been achieved by this employee to the level of:
[] Competent without supervision [] Competent with supervision

Evidence of achieving Competency Statement:

[ ] Recent practice

[ ] Observation of everyday performance

[ ] Result of discussion/questioning/interviewing

[ ] Result of formal assessment(s)/quizzes

[ ] Continuing Professional Development activities

[ ] Other (please clarify)

Employee Name Signature Date / /

Assessor’s Name Signature Date / /
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OP02: Comply with Good Manufacturing Practice

Competency Statement: The employee demonstrates an understanding of the principles of Good
Manufacturing Practice (GMP) and an understanding of how the GMP regulations apply to the
manufacture of ocular tissue.

Competency Elements Assessor’s assessment

0 = Not applicable to the position
1 = High proficiency

2 = Moderate proficiency

3 = Limited proficiency

e Demonstrates knowledge of relevant GMP practices related to EB
product manufacturing, including:
> Requirements of collection, processing, testing, storage and release
> Processes of; quality management, professional development,
documentation control, equipment care, maintenance and audits
> EB policies relating to operations and processing of tissue

e Participates in the quality management system as per policies, work
instructions and standard operating procedures and/or as delegated

e Maintains safe environmental practices during all stages of retrieval,
processing, preservation and storage

e Accurately documents any processes involved in the manufacture of
Medical Devices of Human Origin

e Safely quarantines tissue and critical materials as required

e Validates tissue and participates in the vigilance and surveillance
system

e Responds to out-of-specification measures (e.g. equipment failure) and
completes non-conformance documentation accordingly

e Appropriately selects required and approved; materials, containers,
and/or packaging material

Statement of Attainment
The Competency Statement has been achieved by this employee to the level of:
[] Competent without supervision [ ] Competent with supervision

Evidence of achieving Competency Statement:

[ ] Recent practice

[ ] Observation of everyday performance

[ ] Result of discussion/questioning/interviewing

[ ] Result of formal assessment(s)/quizzes

[ ] Continuing Professional Development activities

[ ] Other (please clarify)

Employee Name Signature Date / /

Assessor Name Signature Date / /
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OP03: Good Manufacturing Practice legislation

Competency Statement: The employee demonstrates an understanding of the principles of Good
Manufacturing Practice (GMP) legislation and an understanding of how the GMP regulations

apply to the manufacture of ocular tissue.

Competency Elements

Assessor’s assessment

0 = Not applicable to the position
1 = High proficiency

2 = Moderate proficiency

3 = Limited proficiency

e Demonstrates knowledge of relevant GMP practices related to EB
product manufacturing, including:
> Requirements of collection, processing, testing, storage and release
> Processes of; quality management, professional development,
documentation control, equipment care, maintenance and audits
> EB policies relating to operations and processing of tissue

e Participates in the quality management system as per policies, work
instructions and standard operating procedures and/or as delegated

e Participates in the development and maintenance of TGA GMP
manufacturing requirements

Statement of Attainment

The Competency Statement has been achieved by this employee to the level of:
[] Competent without supervision [ ] Competent with supervision

Evidence of achieving Competency Statement:

[] Recent practice

[ ] Observation of everyday performance

[ ] Result of discussion/questioning/interviewing

[ ] Result of formal assessment(s)/quizzes

[ ] Continuing Professional Development activities

[ ] Other (please clarify)

Employee Name Signature

Date . / [/

Assessor Name Signature

Date /)
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OP04: Comply with infection control and aseptic technique policies and

procedures

Competency Statement: The employee correct handles, cleans and stores; tissue, biological
samples, equipment and instruments, as per infection control, aseptic technique
recommendations, personal hygiene expectations and EB policies and procedures.

Competency Elements

Assessor’s assessment

0 = Not applicable to the position
1 = High proficiency

2 = Moderate proficiency

3 = Limited proficiency

e Performs duties in accordance with AS/NZS 4187:2003 - Cleaning,
disinfecting and sterilizing reusable medical and surgical instruments
and equipment, and maintenance of associated environments in health
care facilities

e Demonstrates an understanding of the EB policies, work instructions
and standing operating procedures relating to infection control and
aseptic technique

e Takes responsibly for own immunisation status

o Effectively performs hand hygiene, including:
> before and after touching potentially contaminated or dirty material
> Before and after wearing gloves
> Routine day-to-day hand washing
> Surgical hand washing

e Dons personal protective equipment

e Correctly drapes incision sight to reduce potential cross contamination
and fluid pooling

e Minimizes the risk of contamination when retrieving tissue and
handling donor samples

e Verifies disposable/reusable instruments as sterile prior to use,
including:
» Confirmation that internal and external, universal biological
indicators have changed to the colour expected of the sterilized item
> Examination of the integrity of the packaging, including breaks and
water marks

e Cleans excess loose organic material from a used instrument prior to
placement into its carrying tray and ensures the tray is isolated ready
for transport back to the sterilization department

e Disposes of single-use contaminated instruments / equipment as per
the biological waste management protocols

e Cleans work area after:
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Competency Statement: The employee correct handles, cleans and stores; tissue, biological
samples, equipment and instruments, as per infection control, aseptic technique
recommendations, personal hygiene expectations and EB policies and procedures.

Competency Elements Assessor’s assessment

0 = Not applicable to the position
1 = High proficiency

2 = Moderate proficiency

3 = Limited proficiency

> Retrieving tissue
> Transferring tissue

> Obtaining media sample
> Transferring materials

e Follows policy when:
> Exposed to blood/body fluid
» Sustaining a needle stick or sharps injury

¢ And, completes applicable notification (non-conformance process —
incident reporting) and testing procedures

Statement of Attainment
The Competency Statement has been achieved by this employee to the level of:
[] Competent without supervision [ ] Competent with supervision

Evidence of achieving Competency Statement:

[ ] Recent practice

[ ] Observation of everyday performance

[ ] Result of discussion/questioning/interviewing

[ ] Result of formal assessment(s)/quizzes

[ ] Continuing Professional Development activities

[ ] Other (please clarify)

Employee Name Signature Date / /

Assessor Name Signature Date /]
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OPO5: Biological waste and disposal

Competency Statement: The employee safely disposes of biological wastes in accordance with
workplace health and safety policy and procedures.

Competency Elements Assessor’s assessment

0 = Not applicable to the position
1 = High proficiency

2 = Moderate proficiency
3 = Limited proficiency

e Dons Personal Protective Equipment (PPE) when handling biological
waste

e Demonstrates safe handling of sharp items and utilises provided sharps
containers — does not re-cap needles

e Demonstrates knowledge of EB policies and procedures for waste
management, including waste colour (yellow) segregation system, and
performs duties accordingly

e |[dentifies and segregate waste into biological and general waste
without cross-contamination of self or the environment

e Closes/secures all lids and bags after use

e Removes PPE and washes hands prior to exiting the area

Statement of Attainment
The Competency Statement has been achieved by this employee to the level of:
[] Competent without supervision [] Competent with supervision

Evidence of achieving Competency Statement:

[ ] Recent practice

[ ] Observation of everyday performance

[ ] Result of discussion/questioning/interviewing

[ ] Result of formal assessment(s)/quizzes

[ ] Continuing Professional Development activities

[ ] Other (please clarify)

Employee Name Signature Date / /

Assessor’s Name Signature Date / /
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OPO06: Patient confidentiality and privacy

Competency Statement: The employee maintains confidentiality and privacy principles when
working within EB or a retrieval location, and when interacting with external bodies.

Competency Elements Assessor’s assessment

1 = High proficiency
2 = Moderate proficiency
3 = Limited proficiency

e Demonstrates knowledge of legal and regulatory requirements
regarding the privacy of donor and recipient information

e Ensures strict document control processes are in place

e Confirms the identification and authorization level of persons prior to
disclosure of information

e Only discusses donor-related matters with appropriate persons

e Uses discretion and professional judgement during communication

e Seeks advice and clarification from relevant personnel (E.g. EB Director)
if a potential confidentiality issue arises when dealing with donors, their
families or other external parties and knowledgeable historians

e Use verbal and non-verbal communication skills with donors, recipients
and their family members

Statement of Attainment
The Competency Statement has been achieved by this employee to the level of:
[] Competent without supervision [ ] Competent with supervision

Evidence of achieving Competency Statement:

[ ] Recent practice

[ ] Observation of everyday performance

[ ] Result of discussion/questioning/interviewing

[ ] Result of formal assessment(s)/quizzes

[ ] Continuing Professional Development activities

[ ] Other (please clarify)

Employee Name Signature Date / /

Assessor Name Signature Date / /
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OPO07: Package and transportation of tissue and blood samples from the
eye bank

Competency Statement: The employee transports all biological, blood and tissue samples, from
the eye bank, in accordance with safe and appropriate regulatory and workplace practices in
order to maintain quality and integrity.

Competency Elements Assessor’s assessment

0 = Not applicable to the position
1 = High proficiency

2 = Moderate proficiency

3 = Limited proficiency

e Demonstrates knowledge of EB policies, work instructions, standard
operating procedures and regulatory requirements regarding the
transport of donor blood and tissue samples

e Selects appropriate: transport medium, container and packaging for
each tissue type

e Correctly preserves, stores, dispatches and transports tissue according
to workplace and regulatory requirements

e Ensures correct labelling and transport of tissue, including the
requirement for any environmental controls, are maintained

e Labels each item with its unique donor identifier

e Records dispatch, as appropriate, on the tissue container label,
accompanying documentation and EB chart

e Accurately completes documentation that accompanies tissue and
blood sample during transport

e Possesses a current and valid driver’s licence (if required to transport
tissue or blood samples)

e Utilizes approved courier and laboratory services only

Statement of Attainment
The Competency Statement has been achieved by this employee to the level of:
[] Competent without supervision [ ] Competent with supervision

Evidence of achieving Competency Statement:

[ ] Recent practice

[ ] Observation of everyday performance

[ ] Result of discussion/questioning/interviewing

[ ] Result of formal assessment(s)/quizzes

[ ] Continuing Professional Development activities

[ ] Other (please clarify)

Employee Name Signature Date / /

Assessor Name Signature Date / /
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OPO08: Package and transportation of tissue and blood samples to the
eye bank

Competency Statement: The employee transports all biological, blood and tissue samples, to the

eye bank, in accordance with safe and appropriate regulatory and workplace practices in order to

maintain quality and integrity.

Competency Elements Assessor’s assessment

0 = Not applicable to the position
1 = High proficiency

2 = Moderate proficiency
3 = Limited proficiency

e Demonstrates familiarity with the EB policies and work instructions
regarding; packaging, and utilises pre-prepared EB branded sticker and
number identification system as per policy

e Demonstrates familiarity with the EB policies and work instructions
regarding transportation to the EB, including safe cool storage
requirements

e Does not leave tissue unattended

e Demonstrates familiarity with the safe collection, packaging and
transportation of blood samples to the EB

e Ensures that the tissue is safely transported to the EB in a timely and
safe manner

e Completes appropriate retrieval documentation and develops a unique
identification chart on return to the EB

e Arranges for the timely delivery of the blood samples to the nominated
laboratory

Statement of Attainment
The Competency Statement has been achieved by this employee to the level of:
[] Competent without supervision [] Competent with supervision

Evidence of achieving Competency Statement:

[ ] Recent practice

[ ] Observation of everyday performance

[ ] Result of discussion/questioning/interviewing

[ ] Result of formal assessment(s)/quizzes

[ ] Continuing Professional Development activities

[ ] Other (please clarify)

Employee Name Signature Date / /

Assessor’s Name Signature Date / /
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OP09: Transplant schedule management (TSM)

Competency Statement: The employee utilizes the Transplant Schedule Management (TSM)
system and participates, as a member of the EB team, to ensure it remains up-to-date and
accurate.

Competency Elements Assessor’s assessment

0 = Not applicable to the position
1 = High proficiency

2 = Moderate proficiency

3 = Limited proficiency

e Demonstrates an understanding of the rationale, and EB processes and
policies involved in the TSM system

e Ensures active participation and use as per EB policy

e Demonstrates familiarity with navigation of the TSM system and is able
to access, enter and alter the calendar

e Demonstrates familiarity with the TSM’s colour coding system and
common abbreviations for locations and surgeons

e Ensures the TSM system and the laboratory tracking board

Statement of Attainment
The Competency Statement has been achieved by this employee to the level of:
[] Competent without supervision [] Competent with supervision

Evidence of achieving Competency Statement:

[ ] Recent practice

[ ] Observation of everyday performance

[ ] Result of discussion/questioning/interviewing

[ ] Result of formal assessment(s)/quizzes

[ ] Continuing Professional Development activities

[ ] Other (please clarify)

Employee Name Signature Date / /

Assessor’s Name Signature Date / /
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OP10: Electronic data (File and document management system)

Competency Statement: The employee utilizes the end-user function of File and document
management system as part of their daily routine.

Competency Elements Assessor’s assessment

0 = Not applicable to the position
1 = High proficiency

2 = Moderate proficiency

3 = Limited proficiency

e Successfully logs onto the system

e Demonstrates proficiency with accessing documents required for
review, sign-off or finalization

e Understands the document or task ‘alarm’ notification system

e Able to up-load their own non-EB related continual professional
development activities

Statement of Attainment
The Competency Statement has been achieved by this employee to the level of:
[] Competent without supervision [] Competent with supervision

Evidence of achieving Competency Statement:

[ ] Recent practice

[ ] Observation of everyday performance

[ ] Result of discussion/questioning/interviewing

[ ] Result of formal assessment(s)/quizzes

[ ] Continuing Professional Development activities

[ ] Other (please clarify)

Employee Name Signature Date / /

Assessor’s Name Signature Date / /
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OP11: Educator, mentorship and/or competency assessor

Competency Statement: The employee provides appropriate adult-education training and
mentor support in a constructive and positive manner.

Competency Elements Assessor’s assessment

0 = Not applicable to the position
1 = High proficiency

2 = Moderate proficiency

3 = Limited proficiency

e Achieved own competency in the relevant competency prior to
becoming a mentor/assessor of a specific competency unit

e Demonstrates understanding of adult education principles

e Utilises appropriate training materials, such as; EB Training Program
Package, e-resources and other appropriate materials required to
support trainee learning and assist teaching

e Provides assistant, support and constructive critique to their trainee

e Signs-off on trainee competency via hard-copy and File and document
management system

e Understands the process for preventing and/or reporting recurring or
un-safe practice issues to the Manager, Director or other assigned
educator as appropriate

Statement of Attainment
The Competency Statement has been achieved by this employee to the level of:
[] Competent without supervision [] Competent with supervision

Evidence of achieving Competency Statement:

[ ] Recent practice

[ ] Observation of everyday performance

[ ] Result of discussion/questioning/interviewing

[ ] Result of formal assessment(s)/quizzes

[ ] Continuing Professional Development activities

[ ] Other (please clarify)

Employee Name Signature Date / /

Assessor’s Name Signature Date / /
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OP12: Quality management

Competency Statement: The employee implements and maintains safe Quality Management
practices in their daily routine.

Competency Elements Assessor’s assessment

0 = Not applicable to the position
1 = High proficiency

2 = Moderate proficiency

3 = Limited proficiency

e Demonstrates familiarity with the EB policies, work instructions and
standard operating practices

e Demonstrates understanding of internal and external regulatory
requirements and auditing processes

e Proficiently and accurately manages File and document management
system administrative processes for quality management purposes

e Correctly records and reports data to the Authorities

e Correctly and appropriately manages non-conformance in a timely
manner

e Utilizes appropriate channels for policy and procedure change,
addition and sign-off

e Notifies staff of significant changes and provides educational
opportunity as required

Statement of Attainment
The Competency Statement has been achieved by this employee to the level of:
[] Competent without supervision [] Competent with supervision

Evidence of achieving Competency Statement:

[ ] Recent practice

[ ] Observation of everyday performance

[ ] Result of discussion/questioning/interviewing

[ ] Result of formal assessment(s)/quizzes

[ ] Continuing Professional Development activities

[ ] Other (please clarify)

Employee Name Signature Date / /

Assessor’s Name Signature Date / /
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PRO1: Act on non-conformities

Competency Statement: The employee demonstrates an understanding of issues adEBe,
instructions, warnings, notices, fines and other actions in response to non-compliance situations,
and takes action where non-compliance is reported, suspected or alleged.

Competency Elements Assessor’s assessment

0 = Not applicable to the position
1 = High proficiency

2 = Moderate proficiency

3 = Limited proficiency

e Demonstrates an understanding of the EB Health policies, work
instructions and standard operation procedures associated with non-
compliance, and does so in a timely manner

e Demonstrates a familiarity with EB and the health authority non-
conformance reporting requirements, paperwork

e Manages any reported and/or suspected non-compliance in a
confidential and timely manner

e Takes action, where appropriate, when hazard, risk or mitigating
circumstances arise, and immediately acts to prevent further risk
through appropriate measures

e Informs necessary parties of non-conformance events including:
circumstances, justification, action and intended follow-up outcomes

e Conducts self in accordance with appropriate positive workplace
behaviour practices by demonstrating:

> Negotiation and conflict resolution skills

Risk management techniques

Self and staff preservation techniques

Responds to concerns in an equitable manner

Knowledgeable of workplace health and safety specific to the work
environment of an eye bank

YV V V V

e Develops mechanisms and/or provides education to ensure the
likelihood of a repeat non-conformance of the same or similar nature
are reduced
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Competency Statement: The employee demonstrates an understanding of issues adEBe,
instructions, warnings, notices, fines and other actions in response to non-compliance situations,
and takes action where non-compliance is reported, suspected or alleged.

Competency Elements Assessor’s assessment

0 = Not applicable to the position
1 = High proficiency

2 = Moderate proficiency

3 = Limited proficiency

Statement of Attainment
The Competency Statement has been achieved by this employee to the level of:
[] Competent without supervision [] Competent with supervision

Evidence of achieving Competency Statement:

[ ] Recent practice

[ ] Observation of everyday performance

[ ] Result of discussion/questioning/interviewing

[ ] Result of formal assessment(s)/quizzes

[ ] Continuing Professional Development activities

[ ] Other (please clarify)

Employee Name Signature Date / /

Assessor’s Name Signature Date / /
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PRO2: Release criteria

Competency Statement: The employee releases tissue in accordance with strict release criteria as

per EB policy.

Competency Elements

Assessor’s assessment

0 = Not applicable to the position

1 = High proficiency
2 = Moderate proficiency
3 = Limited proficiency

e Demonstrates an understanding of the policies, work instructions and
standard operating procedures relating to the release of eye tissue

e Utilises EB paperwork, transfer documents and transport containers

e Works collegially with the physician and their team to ensure the
appropriate selection of tissues for the appropriate recipient

e Ensures selected tissue has completed the preparation cycle, including:
testing, transfer-medium preparation and documentation

e |f required, schedules own daily work plan to prepare pre-cut tissue as
per physician request (and either performs the pre-cut if competent or
assists another EB member, who is competent, to prepare the tissue)

e Utilises the TSM system and tracking system to ensure tissue is released
appropriately and on time

e Demonstrates effective communication skills with the receiving
physician teams to appropriately transfer the tissue to their care

Statement of Attainment
The Competency Statement has been achieved by this employee to the level of:
[] Competent without supervision [] Competent with supervision

Evidence of achieving Competency Statement:

[ ] Recent practice

[ ] Observation of everyday performance

[ ] Result of discussion/questioning/interviewing

[ ] Result of formal assessment(s)/quizzes

[ ] Continuing Professional Development activities

[ ] Other (please clarify)

Date _ / /

Employee Name Signature

Date_ / [/

Assessor’s Name Signature
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SO01: Respond to loss, grief and trauma

Competency Statement: The employee responds appropriately to loss, grief and trauma and

does so in a manner that is respectful of religious and cultural beliefs.

Competency Elements

Assessor’s assessment

0 = Not applicable to the position
1 = High proficiency

2 = Moderate proficiency

3 = Limited proficiency

e Demonstrates familiarity with the EB policies, work instructions and
standard operating procedures regarding communication and
interaction with donors, their families and friends

e Demonstrates a genuine social and emotional response to loss, grief
and trauma

e Takes into account the historical, cultural, spiritual, psycho-social and
economic impact that can occur from loss, grief and trauma

e Maintains duty of care and confidentiality and adheres to cultural
protocol

e |[dentifies and respects the responses and decisions of individuals,
families and communities

e Responds to verbal and non-verbal cues from individuals and family
members during the pre-retrieval medical history questionnaire phase,
including intuitively knowing when to cease a line of enquiry or cease
the pre-medical history questionnaire completely

e Demonstrates maturity and ability to manage:

> Psychological effects of trauma including symptoms of post-
traumatic stress disorder

> Effects on culture, heritage, religion, spirituality and trans-
generations

> Awareness of own attitude, spirituality and beliefs around death,
loss, grief and trauma

e Demonstrates skill and ability to manage:

> Cross-cultural issues

> Negotiation (and deflect/prevent potential altercations during times
of difficulty)

> Collection processes, including: assessment, consent and retrieval
process during a stressful and tense period for the donor family
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Competency Statement: The employee responds appropriately to loss, grief and trauma and

does so in a manner that is respectful of religious and cultural beliefs.

Competency Elements

Assessor’s assessment

0= Not applicable to the position
1 = High proficiency

2 = Moderate proficiency

3 = Limited proficiency

e Conducts self in a cultural, ethical and professional manner when
visiting a retrieval location e.g. funeral home, place of worship,
mortuary, operating theatre or hospital ward, and:
> Dons required attire e.g. scrubs
> Wears professionally appropriate day clothes to-and-from the

location

e Refers donors to other EB team members as necessary in the event that
the deceased is known to them or if they are unable to complete the
retrieval

e Seeks support from other EB team members, the EB Director or an
external grief counselling services should they need

Statement of Attainment

The Competency Statement has been achieved by this employee to the level of:
[] Competent without supervision [] Competent with supervision

Evidence of achieving Competency Statement:

[ ] Recent practice

[ ] Observation of everyday performance

[ ] Result of discussion/questioning/interviewing

[ ] Result of formal assessment(s)/quizzes

[ ] Continuing Professional Development activities

[ ] Other (please clarify)

Employee Name Signature Date / /
Assessor’s Name Signature Date / /
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S002: Obtain consent for donation

Competency Statement: The employee obtains consent for the donation of tissue in an ethical
and professional manner and in accordance with Australia’s opt-in donation system.

Competency Elements

Assessor’s assessment

0 = Not applicable to the position
1 = High proficiency

2 = Moderate proficiency

3 = Limited proficiency

e Demonstrates a mature ethical approach to obtaining consent in line
with competencies: SO01 and EB policies, work instruction and
standard operating procedures

e Works collaboratively with the multi-disciplinary team to develop an
approach plan on a case-by-case basis. This team could include:
physician, nurse, donor specialist or spiritual leader

e Through the multidisciplinary team, confirms the families acceptance of
loss prior to discussing donation consent

e Utilizes available donation registry information to assist in the decision
making as required (accesses the electronic donor registry as required)

e Utilizes approved EB consent for donation documentation

e Appropriately decouples the connection between death and donation
by providing space, to the donor family, for decision making prior to
seeking consent

e Discusses the potential to donate with family members including: how
and where the donations may be used (e.g. transplantation or
research), the timeline for retrieval, and the post-retrieval physical
appearance

e Provides the donor and family members with adequate information and
answers their questions prior to signing to ensure full informed-consent
is provided

e Follows the agreed plan for obtaining consent on BDB or DCD with the
multidisciplinary team
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Competency Statement: The employee obtains consent for the donation of tissue in an ethical
and professional manner and in accordance with Australia’s opt-in donation system.

Competency Elements Assessor’s assessment

0 = Not applicable to the position
1 = High proficiency

2 = Moderate proficiency

3 = Limited proficiency

e Honours agreed consent with respect to the wishes of the donor and
family. E.g. corneal tissue only or not-for-research

e Appropriately and respectfully explores an initial refusal to donate to
ensure the decision was not rushed

e Appropriately and respectfully accepts second refusal post exploration
of initial refusal and does not cause added burden or stress to the
family members

e Does not enter into issues surrounding family disputes or conflict
however respectfully asks the family to make a collective decision
regarding donation

Statement of Attainment
The Competency Statement has been achieved by this employee to the level of:
[] Competent without supervision [] Competent with supervision

Evidence of achieving Competency Statement:

[ ] Recent practice

[ ] Observation of everyday performance

[ ] Result of discussion/questioning/interviewing

[ ] Result of formal assessment(s)/quizzes

[ ] Continuing Professional Development activities

[ ] Other (please clarify)

Employee Name Signature Date / /

Assessor’s Name Signature Date / /
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S003: Screening of the donor

Competency Statement: The employee respectfully completes the donor screening process to
ensure tissue is safely transferred from the donor to preservation, and then to the recipient, and

does so without causing un-due distress to the donor family members.

Competency Elements

Assessor’s assessment

0 = Not applicable to the position
1 = High proficiency

2 = Moderate proficiency

3 = Limited proficiency

e Demonstrates knowledge of the EB policies, work instructions and
standard operating processes with regard to donor screening

e Utilized approved EB documentation screening forms

e Utilizes a variety of avenues to establish the medical and social history
of the donor, including but not limited to:

National donation registries (e-DR)

Next of kin, carers or power-of-attorney or other known historian
Medical records

Advanced health care directive (if available and up-to-date)
General Practitioner

In-hospital multidisciplinary team: physician, nurse, donor
coordinator or spiritual leader

» Documentation from a coronial, police, forensic or other relevant
official report

YV V V V V V

e Follows own intuition and appropriately investigates un-confirmed facts
or results

e Confirms time of death and circumstances surrounding the death

e Reduces risk by respectfully rejecting donations-for-surgery from
persons with a known or potential contra-indications for ocular
donation

Statement of Attainment

The Competency Statement has been achieved by this employee to the level of:
[] Competent without supervision [] Competent with supervision

Evidence of achieving Competency Statement:

[ ] Recent practice

[ ] Observation of everyday performance

[ ] Result of discussion/questioning/interviewing

[ ] Result of formal assessment(s)/quizzes

[ ] Continuing Professional Development activities

[ ] Other (please clarify)

Employee Name Signature

Assessor’s Name Signature

Date_ / [/

Date_ / [/
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TEO1: Obtaining a blood sample from the donor

Competency Statement: The employee safely and effectively obtains a donor blood sample or a
previously drawn pre-mortem sample, of the appropriate quality and sample size required for
testing, as per EB policy.

Competency Elements Assessor’s assessment

0 = Not applicable to the position
1 = High proficiency

2 = Moderate proficiency

3 = Limited proficiency

e Demonstrates basic knowledge of human anatomy and physiology in
relation to:
» Vascular, arterial and nervous system relevant to blood
collection procedures and collection sites
» Cadaveric collection principles and practices

e Applies appropriate terminology

e Mitigates risk involved with collection by adherence to EB policy, work
instruction and standard operating procedures, including workplace
safety

e Dons PPE

e Maintains aseptic technique and infection control practices and
procedures

e Performs the best technique for collecting a donor blood sample
depending on cadaveric positioning and time-of-death

e Determines the most appropriate blood collection site and procedure

e Selects the appropriate equipment to perform tests required by the
regulatory standards(e.g. allowable sample collection time following
asystole; allowable sample collection time pre and post tissue retrieval,
cadaveric positioning) , including: needles and syringe size, blood
collection tube, laboratory bag and request form and sharps container

e Safely collects a donor blood sample and uses technique(s) that
minimise the risk of sample contamination or needle stick injury

e Demonstrates knowledge of plasma dilution factors

e Records collection on approved EB documentation and laboratory
request forms to ensure traceability

e Ensures appropriate quality and supply of test blood to ensure the
laboratory can complete their testing (e.g. minimum sample volume)

e Correctly labels blood sample with a unique identifier
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Competency Statement: The employee safely and effectively obtains a donor blood sample or a
previously drawn pre-mortem sample, of the appropriate quality and sample size required for

testing, as per EB policy.

Competency Elements

Assessor’s assessment

0 = Not applicable to the position
1 = High proficiency

2 = Moderate proficiency

3 = Limited proficiency

e Positively matches a pre-drawn (pre-mortem) sample as belonging to the
donor

e Adheres to workplace and regulatory blood sample labelling, storage and
transport requirements and transports samples in accordance with

policy

e Complies with biological waste management practice and disposes of
sharps appropriately

e Takes self-preventative measures to reduce needle stick injury. E.g. does
not re-cap the needle

e Seeks immediate medical attention in the event of a needle stick injury
and completes necessary incident reporting documentation

Statement of Attainment

The Competency Statement has been achieved by this employee to the level of:
[] Competent without supervision [ ] Competent with supervision

Evidence of achieving Competency Statement:

[] Recent practice

[ ] Observation of everyday performance

[ ] Result of discussion/questioning/interviewing

[ ] Result of formal assessment(s)/quizzes

[ ] Continuing Professional Development activities

[ ] Other (please clarify)

Employee Name Signature

Date . / [/

Assessor Name Signature

Date /]
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TEO2: Perform in situ corneo-scleral disc excision (SCSDE)

Competency Statement: The employee effectively performs in situ corneo-scleral disc excision,
and restores the donor’s appearance post donation.

Competency Elements Assessor’s assessment

0 = Not applicable to the position
1 = High proficiency

2 = Moderate proficiency

3 = Limited proficiency

e Demonstrates Knowledge of consent requirements prior to donation
(including an understanding of the difference between consent to
donate eyes for transplantation; consent to donate corneas for
transplantation; and consent for research) and circumstances that
require a coroner’s consent prior to donation

e Adheres to the EB policies, work instructions and standard operating
procedures

e Establishes that consent has been obtained (including establishing
coronial consent if required) and extent of donation

e Able to demonstrate discernment regarding appropriateness for
proceeding with SCSDE

e Confirms criteria needed to positively identify a donor prior to donation
and confirms consent

e Adheres to regulatory requirements regarding time between death and
retrieval

e Completes self, risk assessment

e Completes sterilization of instrument check and ensures all required
items are present prior to donning PPE

e Dons PPE

e Applies aseptic technique and infection control practices and
procedures, including positioning of the drape

e Performs the excision, starting at the right eye if a bilateral retrieval

e Using Westcott Scissors in the dominant hand, and toothed platform
forceps in the non-dominant hand, cuts back the conjunctival tissue to
expose the scleral margins, and uses a scalpel, in the dominant hand, to
clear any remaining conjunctiva as required

e Utilises best clinical judgement, to determine the incision site based on
the positioning of the cadaveric head. Upon doing so, the blade is use to
create the initial incision (around 5-10 mm in length through the sclera
at an appropriate distance from the limbus to give an approximately 16-
18mm corneoscleral disc)

e Performs excision by cutting in either a continual circle or clock-
wise/anti-clockwise fashion until the corneal disc is detached along the
limbic-scleral margin, through the use of Westcotts in the dominant
hand.
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Competency Statement: The employee effectively performs in situ corneo-scleral disc excision,
and restores the donor’s appearance post donation.

Competency Elements Assessor’s assessment

0 = Not applicable to the position
1 = High proficiency

2 = Moderate proficiency

3 = Limited proficiency

e Places tissue from the first eye into the transport jar prior to
commencing retrieval on the second eye

e Places a plastic disc over the eye-socket and draws down the eyelid, to
keep the disc in place (the disc has ‘dimpled protrusions’ on the plastic
which adhere to the eyelid for self-closure)

» Wipes over the eye and face area to remove blood

e Removes excess organic material from the instruments before placing
them back into the tray, and ensures that the instrument tray is ready
for transportation to the sterilization department inside an isolated
container

e Ensures excised globes are moistened with Balanced Salt solution (BSS)
or similar prior to closing the lid
» Placed the jar/s inside cooler for transportation

e Adheres to waste management protocol

e Correctly labels, seals and prepares tissue for transplantation to EB

e Correctly preserve SCSDE

e Completes documentation on approved EB forms, including the
provision of a unique identifier

e Communicates effectively with other health care professionals, mortuary
staff and donor family members

Statement of Attainment
The Competency Statement has been achieved by this employee to the level of:
[] Competent without supervision [ ] Competent with supervision

Evidence of achieving Competency Statement:

[ ] Recent practice

[ ] Observation of everyday performance

[ ] Result of discussion/questioning/interviewing

[ ] Result of formal assessment(s)/quizzes

[ ] Continuing Professional Development activities

[ ] Other (please clarify)

Employee Name Signature Date / /

Assessor Name Signature Date /]
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TEO3: Perform enucleation

Competency Statement: The employee effectively performs an enucleation and restores the

donor’s appearance post donation.

Competency Elements

Assessor’s assessment

0 = Not applicable to the position
1 = High proficiency

2 = Moderate proficiency

3 = Limited proficiency

e Demonstrates Knowledge of consent requirements prior to excision
(including an understanding of the difference between consent to
donate eyes for transplantation; consent to donate corneas for
transplantation; and consent for research) and circumstances that
require a coroner’s consent prior to donation

e Adheres to the EB policies, work instructions and standard operating
procedures

e Establishes that consent has been obtained (including establishing
coronial consent if required) and extent of donation

e Able to demonstrate discernment regarding appropriateness for
proceeding with enucleation

e Confirms criteria needed to positively identify a donor prior to
donation and confirm consent for a enucleation

e Adheres to regulatory requirements regarding time between death
and retrieval

e Completes self, risk assessment

e Completes sterilization of instrument check and ensures all required
items are present prior to donning PPE

e Dons PPE

e Applies aseptic technique and infection control practices and
procedures, including positioning of the drape

e Performs the excision, starting at the right eye if a bilateral retrieval

e Using Westcott Scissors in the dominant hand, and toothed platform
forceps in the non-dominant hand, peel back the conjunctival tissue
to expose the muscles

e Utilises best clinical judgement, to determine the initial muscle to cut,
based on the positioning of the cadaveric head. Upon doing so, uses a
curved scissor (e.g. Stephens Tonotomy) to cut each muscle

e Completes globe detachment by using long curved scissors to move
behind the eye and isolate and cut the optic disc

e Places the globe onto a moistened gauze square, inside the transport
jar prior to commencing retrieval on the second eye

e Utilizes prosthetic materials to restore the donor appearance post
donation
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Competency Statement: The employee effectively performs an enucleation and restores the
donor’s appearance post donation.

Competency Elements Assessor’s assessment

0= Not applicable to the position
1 = High proficiency

2 = Moderate proficiency

3 = Limited proficiency

e Removes excess organic material from the instruments and places
them back into the tray, and ensures that the instrument tray is ready
for transportation to the sterilization department inside an isolated
container

e Ensures excised globes are moistened with Balanced Salt solution
(BSS) or similar prior to closing the lid and placement inside a
transport cooler

e Adheres to waste management disposal practices regarding
biologicals and sharps

e Correctly labels, seals and prepares tissue for transplantation to EB

e Correctly preserve enucleated eye

e Completes documentation on approved EB forms, including the
provision of a unique identifier

e Communicates effectively with other health care professionals,
mortuary staff and donor family members

Statement of Attainment
The Competency Statement has been achieved by this employee to the level of:
[] Competent without supervision [ ] Competent with supervision

Evidence of achieving Competency Statement:

[] Recent practice

[ ] Observation of everyday performance

[ ] Result of discussion/questioning/interviewing

[ ] Result of formal assessment(s)/quizzes

[ ] Continuing Professional Development activities

[ ] Other (please clarify)

Employee Name Signature Date / /

Assessor Name Signature Date / /
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TEO4: Haemodilutation/plasma dilution assessment

Competency Statement: The employee understands and performs haemodilutation/plasma
dilution assessment of ocular tissue in accordance with EB policy.

Competency Elements Assessor’s assessment

0 = Not applicable to the position
1 = High proficiency

2 = Moderate proficiency

3 = Limited proficiency

e Demonstrates familiarity with regulations and the EB policies, work
instructions and standard operating procedures regarding
haemodilutation/plasma dilution assessment

e Selects appropriate equipment and consumable items to perform the
assessment and uses them as per the manufacturers recommendations

e Can determine levels of haemodilutation and can act appropriately in
acquiring valid blood samples for testing.

e Documents, within donor chart, when assessment has been completed
and when results have been returned

e Utilizes clinical judgement when interpreting and acts upon result
findings

Statement of Attainment
The Competency Statement has been achieved by this employee to the level of:
[] Competent without supervision [] Competent with supervision

Evidence of achieving Competency Statement:

[ ] Recent practice

[ ] Observation of everyday performance

[ ] Result of discussion/questioning/interviewing

[ ] Result of formal assessment(s)/quizzes

[ ] Continuing Professional Development activities

[ ] Other (please clarify)

Employee Name Signature Date / /

Assessor’s Name Signature Date / /
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TEO5: Microbial testing — micro sampling methods

Competency Statement: The employee demonstrates technical understanding of the mandatory
microbial testing for ocular tissue.

Competency Elements Assessor’s assessment

0 = Not applicable to the position
1 = High proficiency

2 = Moderate proficiency

3 = Limited proficiency

e Demonstrates knowledge of micro-sampling methods of normothermic
ocular media

e Demonstrates familiarity with regulations and the EB policies, work
instructions and standard operating procedures regarding micro-
sampling methods of normothermic ocular media

e Demonstrates competency in EB competency CL10: Microbial Testing -
General

e Performs micro-sampling as per EB policy

Statement of Attainment
The Competency Statement has been achieved by this employee to the level of:
[] Competent without supervision [] Competent with supervision

Evidence of achieving Competency Statement:

[ ] Recent practice

[ ] Observation of everyday performance

[ ] Result of discussion/questioning/interviewing

[ ] Result of formal assessment(s)/quizzes

[ ] Continuing Professional Development activities

[ ] Other (please clarify)

Employee Name Signature Date / /

Assessor’s Name Signature Date / /
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TEO06: Corneal preservation

Competency Statement: The employee correctly prepares and preserves the cornea in
accordance with policy and procedure, and performs their duties to ensure quality is maintained
at all times.

Competency Elements Assessor’s assessment

0 = Not applicable to the position
1 = High proficiency

2 = Moderate proficiency

3 = Limited proficiency

e Demonstrates knowledge of:

» EBAANZ Standards, regulatory requirements, policies, work
instructions and standard operating procedures related to the
preservation or cornea or eye globes
Corneal preservation methods
EB preservation work instructions
EB’s process for preservation medium preparation
Preservation materials used in the development of in-house
and pre-purchased preservation materials
> Preservation medium test (validation) requirements and

timeframes for testing
» Shelf life and storage requirements of preservation materials

YV VY

e Selects appropriate tissue for normothermic or hypothermic
preservation as required to provide the best quality tissue within the
required surgical schedule request timeframe

e Reviews surgical schedule to ensure surgical requests for pre-cut tissue
(EK) is appropriately planned for during the manufacturing stages

e Remains vigilant to the temperature and time requirements for
preservation and maintains surveillance systems accordingly

e Records the critical materials that may be used in the preservation of a
cornea or eye globe

e Maintains vigilance systems including:

> Provision of a unique identification number and documentation
> Places newly prepared cornea to the back of the stock-pile
> Completes biological tests prior to release
e Retains vigilance over the expiration-date/shelf life of corneas within
each preservation medium

e Ensures correct preservation antimicrobial’s are inserted into the
storage medium as per policy, work instructions and standard operating
procedures

e Preserves the cornea and eye globe, post donation, in accordance with
workplace and regulatory requirements
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Competency Statement: The employee correctly prepares and preserves the cornea in
accordance with policy and procedure, and performs their duties to ensure quality is maintained

at all times.

Competency Elements

Assessor’s assessment

0 = Not applicable to the position
1 = High proficiency

2 = Moderate proficiency

3 = Limited proficiency

Statement of Attainment

The Competency Statement has been achieved by this employee to the level of:

Evidence of achieving Competency Statement:

[ ] Recent practice

[ ] Observation of everyday performance

[ ] Result of discussion/questioning/interviewing

[ ] Result of formal assessment(s)/quizzes

[ ] Continuing Professional Development activities

[ ] Other (please clarify)

Employee Name

Assessor’s Name
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TEOQ7: Sclera storage methods

Competency Statement: The employee correctly prepares and preserves the sclera in accordance
with policy and procedure, and performs their duties to ensure quality is maintained at all times.

Competency Elements Assessor’s assessment

0 = Not applicable to the position
1 = High proficiency

2 = Moderate proficiency

3 = Limited proficiency

e Demonstrates knowledge of room temperature preservation of sclera

e Adheres to the EBAANZ standards and regulatory requirements for
scleral preparation, preservation and storage

e Adheres to the, EB policies, work instructions and standard operating
procedures regarding preparation and preservation of sclera

e Dons PPE and adheres to aseptic technique and waste management
practices during the tissue preparation phase

e Maintains vigilance systems including:
> Provision of a unique identification number and documentation
> Rotation of sclera from the storage area by placing newly prepared
sclera to the back of the stock-pile
> Completes biological tests prior to release

Retains vigilance over the expiration-date/shelf life of corneas within
each preservation medium

o Utilizes approved medium (alcohol 95%) for preservation as per policy

e Ensures requests for sclera are entered into the TSM system and liaises
with the physician and their team as required

e Ensures all other ocular content is removed from the sclera prior to
preservation preparation

Statement of Attainment
The Competency Statement has been achieved by this employee to the level of:
[] Competent without supervision [] Competent with supervision

Evidence of achieving Competency Statement:

[ ] Recent practice

[ ] Observation of everyday performance

[ ] Result of discussion/questioning/interviewing

[ ] Result of formal assessment(s)/quizzes

[ ] Continuing Professional Development activities

[ ] Other (please clarify)

Employee Name Signature Date / /

Assessor’s Name Signature Date / /
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TEOS: Pre-cut tissue preparation and preservation

Competency Statement: The employee correctly prepares and preserves pre-cut tissue in
accordance with policy and procedure, and performs their duties to ensure quality is maintained

at all times.

Competency Elements

Assessor’s assessment

0 = Not applicable to the position
1 = High proficiency

2 = Moderate proficiency

3 = Limited proficiency

e Demonstrates knowledge of the:
» Anatomy and physiology of the corneal layers
» Principles around surgical pre-cut tissue practice, and associated
corneal disease/s
» Pre-cut equipment and accessories

e Performs duties in accordance with the:
> EB policies and work instructions pertaining to corneal pre-cut
tissue preparation and preservation
» Surgical request for pre-cut tissue, and schedules pre-cutting
sessions accordingly
» Pre-cut machine recommendations for use and maintenance

e Uses clinical judgement and tissue test results to select appropriate
tissue for pre-cutting

e Ensures materials, equipment and instruments required for the pre-cut
procedure are ready. This includes:
» Sterile consumables and instruments
» Preparation and preservation materials and jars
» Pre-cut machine and accessories (E.g. gas bottle with connectors,
compatible trephines of required size, and pachymetry machine)

e Dons PPE and uses aseptic technique

e Performs pre-cut without damaging the tissue when collecting, placing
or testing the tissue
» Does not touch the centre of the cornea. Uses forceps on the

corneo-scleral rim only
» Places tissue onto the trephine cutting platform
> Inspects the tissue prior to and after cutting
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Competency Statement: The employee correctly prepares and preserves pre-cut tissue in
accordance with policy and procedure, and performs their duties to ensure quality is maintained
at all times.

Competency Elements Assessor’s assessment

0 = Not applicable to the position
1 = High proficiency

2 = Moderate proficiency

3 = Limited proficiency

Completes steps:

e Prepares the sterile field, trephine and trephine blade

e Places cornea onto the trephine cutting platform

e Moistens the cornea (via BSS connected to the trephine)

e Uses the gas, via the trephine system, to ensure that the cornea is taut
but not stretched

e Checks corneal thickness via the pakimetre

e Performs cut once satisfied with preparation steps

e Releases pressure in the trephine

e Places the cut-layer safely onto the remaining cornea ready for transfer
to the medium

e Transfers cornea into the medium

e Cleans the procedure room, ensuring waste and used instruments are
managed accordingly

e Completes:
» Documentation and labelling and places cornea into the
preservation-storage cabinet.
» Up-dates TMS and tracking systems
» Prepares tissue for release

Statement of Attainment
The Competency Statement has been achieved by this employee to the level of:
[] Competent without supervision [] Competent with supervision

Evidence of achieving Competency Statement:

[ ] Recent practice

[ ] Observation of everyday performance

[ ] Result of discussion/questioning/interviewing

[ ] Result of formal assessment(s)/quizzes

[ ] Continuing Professional Development activities

[ ] Other (please clarify)

Employee Name Signature Date / /

Assessor’s Name Signature Date / /
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TE09: Cadaveric identification theory

Competency Statement: The employee accurately confirming the identification of the deceased,

post consent, and prior to the commencement of the retrieval process.

Competency Elements

Assessor’s assessment

0 = Not applicable to the position
1 = High proficiency

2 = Moderate proficiency

3 = Limited proficiency

e Demonstrates knowledge and understanding of:

>
>

>

Universal identifiers

Requirements and contraindications associated with ocular
donation

Awareness of the contraindication screening and prevention
processes that are in place to prevent risk to the recipient

e Demonstrates an understanding of:

>

EB policies, work instructions and standard operating processes
regarding management and confirmation of identification in
relation to known or un-known risk behaviour and/or other medical
contraindications

Consent and identification processes

Social, medical and physical assessment (and examination)

Statement of Attainment

The Competency Statement has been achieved by this employee to the level of:
[] Competent without supervision [] Competent with supervision

Evidence of achieving Competency Statement:

[ ] Recent practice

[ ] Observation of everyday performance

[ ] Result of discussion/questioning/interviewing

[ ] Result of formal assessment(s)/quizzes

[ ] Continuing Professional Development activities

[ ] Other (please clarify)

Employee Name Signature

Assessor’s Name Signature

Date _ / /

Date . / [/
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TE10: Amniotic tissue preparation and preservation

Competency Statement: The employee demonstrates an understanding of

Competency Elements Self-assessment Assessor’s assessment
0= Not applicable to my position 0= Not applicable to the position
1 = High proficiency 1 = High proficiency
2 = Moderate proficiency 2 = Moderate proficiency
3 = Limited proficiency 3 = Limited proficiency

Statement of Attainment
The Competency Statement has been achieved by this employee to the level of:
[] Competent without supervision [] Competent with supervision

Evidence of achieving Competency Statement:

[ ] Recent practice

[ ] Observation of everyday performance

[ ] Result of discussion/questioning/interviewing

[ ] Result of formal assessment(s)/quizzes

[ ] Continuing Professional Development activities

[ ] Other (please clarify)

Employee Name Signature Date / /

Assessor’s Name Signature Date / /
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Appendix 4: Recommended Resources
Text

e Vajpayee. R. b, N. Sharma, Tabin, G, C., & Taylor. H. R. (2010). Corneal Transplantation 2" Ed.
Jaypee-Highlights Medical Publishers. New Delhi

e EQSTB. (2007). Guide of Recommendations for Tissue Banking. EQSTB Project co-funded by the DG
SANCO European Commission. Bologna, Italy.

Journal

e International Journal of Eye Banking www.EyeBankinglournal.org

Peer Eye and Tissue Bank Organizations

e EBAANZ www.ebaanz.org.au
o EBAANZ Medical and Quality Standards for Eye Donation and Eye Tissue Banking
e GAEBA www.gaeba.org

Regulation and Authority Groups

e Donatelife: Donatelife.gov.au
e Human Tissue Act 1982. Version Number 0.36
http://www.health.vic.gov.au/ data/assets/pdf file/0020/323327/HT-Act-v36.pdf
e Available on Q-Pulse
o Therapeutic Goods Act # 85, 87 & 88

External Groups

e Association of Eye Banks of Asia www.eyebankingasia.org

e Furopean Eye Bank Association www.europeaneyebanks.org

e Fye Bank Association of America www.restoresight.org

e Fye Bank Association of India www.ebai.org

e  Pan American Association of Eye Banks www.apaboeyebanks.org
WHO: Initiative for Medical Products of Human Origin, SDS/HIS (special Service Delivery)
www.who.int/transplantation/en

Educational Programs

Transplant Procurement Management Provide online, short course and post-graduate courses relating to
tissue and organ donation and regenerative medicine http://www.tpm.org/dti.php?L=EN
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Appendix 5: Glossary

Professional/Sector Acronyms

Acronym/Name Meaning (Organization/Sector)
AATB American Association of Tissue Banks
ANZOTA Australia and New Zealand Organ Tissue Authority

‘Authorities’

Organ Donor Registry - Australia

ARTG Australian Register of Therapeutic Goods — Therapeutic Goods Order
BAA Biotheraputics Association of Australia (otherwise known as ATBF)
cGMP Code of Good Manufacturing Practice

Donatelife Public face of donation campaign and managers of the e-donor registry
DTBV Donor Tissue Bank of Victoria

EBAANZ Eye Bank Association of Australia and New Zealand

EEBA European Eye Bank Association

EQSTB European Quality System for Tissue Banking

ETEIG Eye Tissue Education Interest Group

ETDIG Eye and Tissue Donation Initiative Group

FDA United States Food and Drug Administration

GAEBA Global Alliance of Eye Bank Associations

OTA Organ and Tissue Authority

TGA Therapeutic Goods Administration

TGO Therapeutic Goods Orders

TSANZ Transplant Society of Australia and New Zealand

VIFM Victorian Institute of Forensic Medicine

WHO World Health Organization

Clinical and Scientific Acronyms

Acronym/Name Meaning

DALK Deep anterior lamellar keratoplasty

DMEK Descemet membrane endothelial keratoplasty
DSEK Descemet scraping endothelial keratoplasty
NAT Nucleic Acid Test

OCM Organ Culture Medium

ISCSDE In Situ Corneo-Scleral Disc Excision

™ Transport Medium
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Appendix 6: Competency Evaluation

As part of the EB commitment to continuing to improve practice, we would appreciate it you could take a
moment to complete this evaluation. Your evaluation shall remain confidential and will assist our team to
improve the process for future team members.

Evaluation Grading: 1 — Poor / 3 — Average / 4 — Above Average / 5 Excellent

Evaluation Mark 1-5 Comment

Duration of Program

Order of training topics

Relevance of competencies to your
position at EB

Opportunities for practical training

Access to resources

Accessibility and supportive nature of
your assessor/trainer

Additional Suggestions:

Please return this evaluation to the EB designated education officer/manager at the completion of the
training program.
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EBAANZ

Eye Bank Association
of Australia & New Zealand

www.ebaanz.org
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