
CODE 

C1.01 

C1.02 

C1.03 

C1.04 

C1.05 

C1.06 

C1.07 

C1.08 

PRAXIS 
A U S T R A L  A 

Promoting Ethics and 
Education in Research 

TITLE 

Science and the Scientific 

Method 

Identifying and Formulating Research 
Questions 

Evidence in Research 

Differentiating Research from Innovation, 
Clinical Care, Audit and QA 

Research Design and Methods 

Designing a Research Proposal 

Funding of Research in Australia 

The Social Impact of Research 

RESEARCH ESSENTIALS 

COMPETENCY UNIT 

SCIENTIFIC 

CONCEPTS AND 

RESEARCH DESIGN 

Module Overview 

DESCRIPTION 

In this module you will be introduced to a few ways 
of thinking about science that challenge conventional 
notions of how science is best understood. This will call 
upon you to reflect critically on science and the scientific 
method, leading to a more critically informed perspective 
of science. 

In this module, you will learn how to identify research 
questions that are important from clinical, social and 
political perspectives. This will help you to develop 
research projects that are most likely to create change, 
benefit society and to be funded. 

In this module, you will learn about the ways in which 
evidence is conceptualised in health and medicine. You 
will also explore the strengths and weaknesses of the well
known 'evidence-based practice' (EBP) paradigm. 

This module will introduce you to the differing concepts of 
research and non-research activities and how to determine 
if a project falls under the remit of research. 

Having a good understanding of research design will 
enhance the quality of any research project. This module 
will introduce you to the research process, different types 
of research methods and research designs. 

This module will help you to easily identify appropriate 
inclusions in a research proposal depending on the type of 
research you are undertaking. 

In this module you will become familiar with expenditure 
on research in Australia, sources of research funding, 
potential problems in research funding, and consider the 
research funding of non-scientific areas of research. 

In this module you will be introduced to a few ways of 
thinking about the responsibility of researchers to consider 
the impacts of their research. This will require you to take 
a critical eye to the way that the duties of researchers have 
been traditionally framed, resulting in a more informed 
perspective on the duties of the researcher towards their 
society and beyond. 





CODE 

C3.01 

C3.02 

C3.03 

C3.04 

C3.05 

C3.06 

C3.08

PRAXIS 
A U S T R A L  A 

Promoting Ethics and 
Education in Research 

TITLE 

Management Concepts in Research 

Principles of Project Planning 

Site Management in Clinical Trials 

Managing Financial and Personnel 
Resources in Research 

Research Monitoring and Audit: The 
Roles and Processes for the Monitoring of 
Clinical Trials 

Essential Documentation in Clinical Trials 

SOPS The Basics

RESEARCH ESSENTIALS 

COMPETENCY UNIT 

RESEARCH 

MANAGEMENT 

Module Overview 

DESCRIPTION 

This module will introduce you to five different (5) 
management concepts and how they can be applied to 
research. It aims to assist students to become familiar with 
the basic premise of each of the concepts so that you 
can determine which is the most effective to assist in the 
management of your current and future projects. 

This module will introduce you to the basic principles 
of project management, some common methodologies 
and how they can be applied to best meet the needs of a 
project. 

This module will introduce you to the tools and skills you 
will need to be an effective research manager, including 
understanding the trial feasibility process and how 
understanding all your available resources, such as staff, 
supporting departments and other projects will help you 
assess your priorities and capabilities. 

Writing a grant application for your research or wondering 
if a Sponsor's budget is adequate for the conduct of a 
trial at your site can be an onerous and circular activity, 
to the point where most of us will think that an estimate 
will do! Nothing could be further from the reality of 
research funding. This module will provide you with some 
introductory information and tools you will need to ensure 
your research endeavours are appropriately funded and 
resourced. 

In this module you will learn about the roles and 
responsibilities of all individuals involved in the conduct 
and monitoring of clinical trials, including what is involved 
in the conduct of a clinical trial audit. 

In this module, you will learn about the key documentation 
requirements for Essential Documentation including 
source documents, trial site files, master files, case report 
forms and safety forms, each of which can be viewed as a 
discrete system of maintaining a particular set of Essential 
Documents critical to the conduct and management of 
clinical research. 

In this module, you will learn how to define the main 
features of Standard Operating Procedures (SOPs), 
understand quality and reliability of data, the difference 
between work instructions and SOPs, and the TGA 
inspection process and SOPs. 

Quality Assurance for Clinical Trial sites C3.07 This module will introduce you to the tools and skills you 
will need ensure all your clinical research projects and 
trials are managed to the highest quality and adhere 
to applicable regulatory and Good Clinical Practice 
standards. 







CODE 

C6.01 

C6.02 

C6.03 

C6.04 

C6.05 

C6.06 

C6.07 

PRAXIS 
A U S T R A L  A 

Promoting Ethics and 
Education in Research 

TITLE 

Principles of Leadership, Management 
and Mentorship 

Building and Strengthening Teams 

Multidisciplinary Research and 
Collaboration 

Publication and Authorship 

Basics Presentation Skills 

Skills for 'Getting Published' 

Intellectual Property for Researchers 

RESEARCH ESSENTIALS 

COMPETENCY UNIT 

COMMUNICATION 

LEADERSHIP 

AND INTER

PROFESSIONALISM 

Module Overview 

DESCRIPTION 

This module will introduce you to key elements, definitions 
and characteristics within leadership, management 
and mentorship and provide opportunity for personal 
reflection and recognition of these competencies. 

**Currently unavailable. Content being updated. 

This module will introduce you to different ways in which 
researchers and other parties work together in conducting 
research. This includes research that spans multiple 
disciplines (cross-disciplinary research) and multiple 
organisations (collaboration). 

The aim of research is to create new knowledge, or find 
new ways of using current knowledge. Translation of 
this new knowledge into improved practice requires the 
knowledge to be available in the public domain thus 
researchers should strive to get the results of their work 
published. Researchers also have a moral obligation 
to publish their findings, to justify the substantial, often 
tax-payer derived, funding they receive and the burden 
placed on research participants, both human and non
human. In this module we will discuss some of the ethical 
issues associated with the publication of research results 

Presentation and public speaking skills are essential for 
many aspects of work and life, for self-development, and 
for a range of social and professional situations. This 
module will help you to develop the confidence and ability 
to prepare and deliver effective presentations targeted to 
your audience. Whether you are an experienced presenter 
or just beginning, there will be something in this module 
to help you improve. 

This module aims to introduce you to the basic skills and 
knowledge required to help you get your work published; 
and to help you develop a publication strategy for your 
current research. 

In this module we will explore different types of IP and 
then focus on patent fundamentals and the relevant 
considerations involved in obtaining patents, with a 
particular focus on the research sector. 



CODE 

EC.01 

EC.02 

EC.03 

EC.04 

EC.OS 

EC.06 

EC.07 

EC.08 

EC.09 

PRAXIS 
A U S T R A L  A 

Promoting Ethics and 
Education in Research 

TITLE 

Working with Industry and Conflict of 
Interest 

Management of lnvestigational Products 

Safety Monitoring and Reporting in 
Clinical Trials 

Principles of Research Governance 

Development of Drugs and Medical 
Devices 

Regulation of Drugs and Medical Devices 

Rational Prescribing and the Quality Use 
of Medicines 

Business Management Skills 

Animal Research - Principles 

RESEARCH ESSENTIALS 

COMPETENCY UNIT 

ELECTIVES 

Module Overview 

DESCRIPTION 

In this elective, you will learn about the conflicts of interest 
that can arise from interactions between researchers and 
the 'industries' that fund research. For the purposes of 
this elective, the term 'industries' will be used to refer 
to government departments (other than those that 
exist specifically to fund research), non-government 
organisations and private industries. 

This elective is structured to take you through the 
lnvestigational Product lifecycle, from manufacture/supply 
to transport, receipt, and storage, use of investigational 
products including dispensing/ accountability then finally 
the return and destruction. 

Maintaining the rights, safety and wellbeing of clinical trial 
participants is the most important cornerstone of Good 
Clinical Practice (GCP). In this elective you will learn about 
the ways in which safety of clinical trial participants is 
monitored by the Investigator, Sponsor, Human Research 
Ethics Committees and regulatory authorities. You 
will also learn about safety reporting requirements for 
Investigators and Sponsors conducting clinical trials. 

This elective will introduce you to research governance 
principles and processes, the guiding documents, the key 
elements and critical factors that contribute to a timely 
and efficient review process, the authorisation steps and 
the importance of communication with key stakeholders. 

**Currently unavailable. Content being updated. 

In this elective, we will look at how new drugs and 
devices are regulated, both before and once they reach 
the market. We will also look at funding schemes that 
allow patients to access treatments and some current 
controversies surrounding access to medicines. 

In this elective, you will learn about the rational use 
of medicines, and its opposite, the suboptimal use of 
medicines. For the purposes of this Elective, the term 
"rational use of medicines" will be used to encompass 
"quality use of medicines" as well as "responsible use of 
medicines". 

This elective explains some of the basic skills you need to 
run a successful business or project, how to identify your 
existing skills or the existing skills within your team and 
where you or your team may need further training. 

This elective will introduce you to how animal research 
links into research involving human subjects and is used 
to inform the development and validation of clinical 
treatments, the ethical challenges that arise and the 
principles applied in the design and conduct of animal 
research 



CODE 

EC.10 

EC.11 

EM. 12

EM.02 

EM.03 

EM.04 

PRAXIS 
A U S T R A L  A 

Promoting Ethics and 
Education in Research 

TITLE 

Animal Research - Ethical Oversight in 
Australia 

Personalised Medical Devices 

Research with Aboriginal and Torres Strait 
Islander People 

Social Media Research 

Clinical Trial Design: An Introduction to 
Clinical "Drug" Trials 

Research with Children 

RESEARCH ESSENTIALS 

COMPETENCY UNIT 

ELECTIVES 

Module Overview 

DESCRIPTION 

This elective will introduce you to how the principles of 
the Australian Code for the Care and Use of Animals 
for Scientific Purposes underpin the ethical oversight of 
animal research in this country and establish a governance 
framework within which those involved are responsible 
and accountable for their decisions and actions. 

This module will give you an overview of consumer and 
patient involvement in research, and help you better 
understand how you can involve consumers and patients 
in your own research. 

The ability to use Personalised Medical Devices (PMDs) is an 
exciting development applicable to a wide range of 
medical specialties that has made significant improvements 
in the capacity to treat people more successfully through 
personalised approaches to their care.

In general, we rely on commerce for drug development 
and therefore, clinical drug trials are sponsored mainly 
by pharmaceutical companies. Understandably, these 
companies aim for global markets and this aim is largely 
responsible for an international uniformity in the design 
and execution of drug trials. This elective explores how a 
new investigational drug can move along different paths 
from laboratory to clinic according to decisions made at a 
multiplicity of check points. 

Research involving vulnerable people and populations 
is enormously challenging. But whereas in the past 
vulnerable populations have simply been excluded from 
research - this approach only serves to harm those we are 
seeking to protect. In this elective you will learn about the 
specific issues that arise in research with children 
-including those around recruitment, selection, consent,
risk assessment, harm minimisation and ongoing care.

**Currently unavailable. Content being updated.

EM.01 

Consumer and Patient Involvement in 
Research 

**Currently unavailable. Content being updated.



CODE 

EM.OS 

EM.06 

EM.07 

EM.08 

EM.09 

EM.10 

EM.11 

EM.12 

EM.13 

PRAXIS 
A U S T R A L  A 

Promoting Ethics and 
Education in Research 

TITLE 

Introduction to Pharmacology 

Introduction to Routine Data 

Understand Data Linkage, e-Health Data 
and 'Big Data' 

Genetics Research- Basic concepts 

Genetics Research - Ethical issues 

Good Laboratory Practice 

An Introduction to Statistical Methods 

An Introduction to Statistical Methods in 
Clinical Trials 

Systematic Reviews and Meta-Analysis 

RESEARCH ESSENTIALS 

COMPETENCY UNIT 

ELECTIVES 

Module Overview 

DESCRIPTION 

In this elective, you will learn about the science of 
pharmacology, or the study of drug action. This includes 
two components- the effect of a drug on the body 
(pharmacodynamics or PD) and how the body deals with 
drugs (pharmacokinetics or PK). In this module, the term 
"drug" refers to a substance of known chemical structure 
(other than a nutrient or essential dietary ingredient) 
which, when administered to a living organism produces a 
biological effect. 

Governments, public services and the private sector in 
Australia collect vast amounts of routine data. In this 
module, you will learn what routine data are, and are not; 
how they can help us understand and solve policy and 
practice problems; and, how to get access to and begin 
working with them. 

This elective aims to describe these three major sources 
of research data, introduce you to their potential 
applications, and consider some of the ethical and privacy 
issues raised by each. 

This elective will introduce you to the basics of Genes, 
DNA and the genome; Genetic variation and mutations, 
inheritance patterns, and the use of genetic testing in 
health and disease. 

In this elective you will learn about some of the ethical 
issues that arise from human genetics research and how 
they may be managed effectively. 

In this elective, you will learn about the key aspects of 
Good Laboratory Practice and explore ways to incorporate 
the quality system tools in your current and future roles . 

This module will introduce some basic terminology and 
statistical tests that will assist in you in both interpreting 
published research and analysing your own data. 

**Currently unavailable. Content being updated.

**Currently unavailable.  Content being updated.



FREQUENTLY ASKED QUESTIONS 

Why should i do this course? 
Researchers need to be skilled in all 
aspects of their craft and be able to 
respond to the demands for rapid 
innovation. This course offers a unique 
model of education that allows members 
of the research workforce from a diverse 
range of disciplines to undertake flexible, 
affordable and contemporary training 
that is self-paced and individually 
tailored. This course offers a constant 
source of expanding modules and 
electives that reflect the changing nature 
of research in the Australian setting. 

How does it work? 
Research Essentials allows you to design 
your own pathway of study across the 
various Competency Units, Modules 
and Electives. Alternatively, our system 
will design a course of study individually 
tailored, based on your needs, particular 
areas of interest and your current 
research role. Design your own adventure 
or let our system design one for you! 

How does the system choose the right 
Course for me? 
On entry into our Learning Portal, you 
will be asked to provide some basic 
information, including your areas of 
interest and discipline and your current 
research role. Based on this information, 
the software will select an appropriate 
course of study from across the various 
Competency Units and Electives to 
ensure that you receive the training most 
appropriate to your needs. 

Can I choose my own Course or 
pathway of study? 
Certainly! One of the benefits of the 
Research Essentials course is that it has 
inbuilt flexibility that enables participants 
to devise their own courses of study 
- from single modules right up to full
programs.

How long does the course take to 
complete? 
This will vary depending on what you 
require and/or choose. 

A Course, Competency Unit, Skill Set, 
Elective or an individual Module all have 
different time requirements. 

Some definitions are useful here: 

COURSE A course is comprised of a 
combination of Modules and Electives. 

You can design your own Course by 
selecting from the array of Modules 
and Electives - or let our system choose 
a pathway of study for you. A "self
designed" course can be made up of up 
to 24 modules and 6 electives. If you let 
the system choose a Course for you it is 
likely there will be more than this number 
of modules and electives. 

COMPETENCY UNIT 
Six internationally accepted Competency 
Units are described overleaf. Each 
Competency Unit is comprised of 
multiple Modules. 

CORE SKILLS SET To help make 
choosing your course of study easier we 
have suggested a pathway of learning 
comprised of a smaller number of 
modules and electives, selected from 
across the 6 core competency areas. You 
can start at Skill Set 1 and work your way 
through each suggested subsequent Skill 
Set applicable to your current role or just 
choose one Skill Set that interests you or 
is relevant to your needs and experience. 

MODULE A Module is a single block 
of study that takes about 2 hours to 
complete. The number of Modules you 
select will affect how long your chosen 
study pathway takes to complete. 

ELECTIVES Electives are individual 
blocks of study that either extend 
Modules within the Competency Units or 
cover areas of interest outside them. An 
Elective takes about three to four hours 
to complete. The number of Electives 
available will expand as we continue to 
develop our resources and respond to 
the changing research landscape. 

Can I complete the study in my own 
time and at my own pace? 
Yes! The Research Essentials course has 
been designed to accommodate the 
competing commitments of a complex 
workforce. You can choose the course 
of study that suits you and you can pace 
your learning to reflect your personal 
needs. The course is designed to add 
value to your career, not to distract you 
from your other responsibilities! 

Is the course only available online? 
Research Essentials has been designed 
for an online environment. We can 
however, also provide face to face 
workshops to deepen the learning 
experience and promote peer interaction 
and discussion. Talk to us about this at 
any time. 

What accreditation will I receive at the 
end? 
Participants will receive certificates of 
completion from PRAXIS on completion 
of each Module, Elective, Skill Set, 
Competency Unit or Course, detailing 
the Modules studied that can be used to 
accrue CPD. We are also working with a 
number of professional bodies to have 
this course endorsed. 

How much does it all cost? 
PRAXIS Australia is a not for profit 
company committed to supporting the 
research sector through the creation 
of new services. We recognise that 
cost can be a major barrier to access 
to professional education and have 
therefore priced this course well below 
current market prices for tertiary style 
programs. Actual costs are as follows: 

Full Course $2500 

Competency Unit $950 per unit 
(inclusive of all of the modules listed 
under the selected Competency Unit) 

CORE SKILLS SET $950 per skill set 
(inclusive of all 9 modules and electives 
within a skill set) 

Module $180 per module 

Elective $250 per elective 

Heavily discounted Institutional and 
group discounts are available via our 
specially designed licensing model. 
We can also create tailored packages 
for individuals or institutions. Talk to us 
about these options at any time. 

Do I need to have any pre-requisite 
skills and knowledge? 

No - just a passion to learn! 

Will support be available if I need help 
during the course? 
At PRAXIS we are very proud of the level 
of support our students receive. This 
includes personal interactions with our 
course management staff, Directors and 
our pool of expert advisers as necessary. 

How can I find out more information? 
Our team is always happy to talk with 
you to answer your questions or provide 
guidance and assistance. 

Talk to us or email I Please contact us 
at any time if you require information or 
support. 

Call 08 8122 4576 I 
during normal office hours or 
Email info@praxisaustralia.com.au 

Our website is full of information and 
avenues of contact... 

Click I 
www.praxisaustralia.com .au/contact 

Keep up to date I 
Subscribe to PRAXIS e-news updates 

Ask a question I 
We will call or email you in reply 

Register your interest I 
We will call or email you in reply 

Enrol I We will call or email you in reply 




