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Foreword

Developing countries continue to be burdened by many diseases that prevent them from making both
health and economic improvements. These diseases require a whole range of solutions, from research at
the very basic level of science, to developing new medicines, to creating methods of delivering care
throughout specific areas and even entire nations.

This integrated approach, which TDR specializes in, is being done through partnerships of governments,
private sectors, and academic/research organizations. But foremost, the lead should come from the
countries where the diseases are having such an impact.

One of TDR's main missions is to help biomedical researchers from disease endemic countries develop the
skills and systems to carry out this leadership and maintain a strong health research community. This
capacity building takes many forms, including this manual in Effective project planning and evaluation in
biomedical research. As part of a skill-building course, participants are taken through all steps of project
management while working on their own research projects.The aim is to develop strong research
planning, effective implementation and monitoring, clear outputs, accurate reporting, and ultimately,
access to more funding and well developed research.

TDR will work to imbed this course in key research and academic institutions in developing countries.
Countries and academic and research institutions will play the key role in making this course available.In
this context, a train-the-trainer course has been developed to ensure availability of local trainers.The
course was successfully pilot tested in South Africa in collaboration with the South African Medical
Research Council in early 2005.

We thank all the course participants and advisers who have facilitated the development of this course, and
trust that scientists anywhere will find it of value for both day-to-day work and for managing complex
projects, programmes and partnerships. And as always, we welcome feedback on the course* so that we
can improve our efforts to enhance research and alleviate the burden of disease.

(Lot Gy

Dr Rob Ridley
Director TDR

* Please send your feedback to:
Beatrice Halpaap, Pharm D — Email: halpaapb@who.int
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About the training manual

The skill-building course in Effective project planning and evaluation in biomedical research has been
developed by the UNICEF/UNDP/World Bank/WHO Special Programme for Research and Training in
Tropical Diseases (TDR) for biomedical researchers in developing countries. Its aim is to strengthen
their skills in the organization and management of research projects so as to achieve effective
implementation and successful collaboration and this way increase competitiveness in accessing
available funding.

During the four-day course participants work on their own project and go through the various steps
of project management.They carefully define and analyse their project, and establish a complete
project development plan.They understand how to use the plan first to implement the project on
time, under a given budget and within agreed standards, and then to monitor, evaluate and report.
The value of teamwork and its processes is highlighted and discussed.

The train-the-trainer course, developed in collaboration with the South African Medical Research
Council, Cape Town, South Africa, ensures that competent trainers are available to facilitate the
integration of the skill-building course in developing countries.

The support training material for these interactive courses includes the following five handbooks:
> Training manual for participants

> Step-by-step guide for participants

> Training manual for trainers

> Step-by-step guide for trainers

> Train-the-trainer manual

The present handbook is the Training manual for trainers. 1t has the same content as the Training
manual for participants providing the slides presented at the skill building course and their
accompanying text.In addition it provides trainers with practical tips which are presented at the
bottom of each presentation slide. These tips are intended to support the trainers during the
presentations of the modules theory.They are only suggestions and should NOT, in any case, limit the
flexibility and creativity of trainers in reaching the course objectives.
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Introduction and overview of the course

BACKGROUND

Biomedical research involves various disciplines and, in the field of tropical diseases, often requires
partnerships and collaboration at national and international levels. It includes studies in basic and
strategic research (involving pathogenesis and genomics of infectious agent, host and vector), in
product research and development (from product discovery with target identification, screening, lead
optimization through preclinical development to clinical development) and in field implementation.
Projects are becoming more complex, involving an increasing variety and number of experts and
partners.They require all collaborators to come together, share their complementary knowledge and
work towards the common goal of the completion of the research project on time, within budget, and
following agreed quality criteria.

Good coordination and effective project management are essential for the success of a project.The
various partners need to work as a team. It is important that all experts and parties involved
understand the project in the same way: they should have a common goal, agree on the process to
reach it,and understand and trust each other so that their efforts are synergistic. A project has to be
carefully planned by all players before it is implemented. Regular monitoring and reporting ensure
transparency and enable quick reaction to problems or opportunities.

Planning and evaluation skills are critical in good project management. For a long time these skills
were seen as exclusively related to business activities and have therefore often been omitted from
academic curricula.Those gaps have been recognized by grant-awarding agencies, donors and also by
biomedical researchers in tropical disease-endemic countries that have expressed a need for capacity-
building in this area.

To address this need, TDR has developed a skill-building course for scientists in tropical-disease-
endemic countries in the area of project planning and evaluation in biomedical research.These
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Effective project planning and evaluation in biomedical research e Introduction

courses give participants the opportunity to enhance their knowledge and awareness of project
planning and evaluation, and to understand the value of these activities in their daily work of
managing a project and interacting with partners and donors. During the course participants apply
this process to their current project. They start by defining what they want to do, why they want to

do it and identifying the main steps required to achieve it. For example, in an epidemiological study,
participants define the hypothesis they want to demonstrate and the research objectives.They
identify the main steps of the development of the study from the preparation of the protocol through
data collection to data analysis and reporting.Then participants identify all the activities that need to
be completed, organize them in a logical way and present them in a clear and complete development
plan including timelines and resources. They anticipate, identify and address potential logistic issues
and learn to use the plan to coordinate and monitor development and to ensure good implementation:
on time, according to agreed standards, and within budget.They define the project development
team, highlighting each member’s responsibilities, and establish the teamwork process.They then
develop the structure of their reports on the project’s progress and ultimate success in meeting its
objectives.

TRAINING OBJECTIVES

The course aims to strengthen the skills of biomedical researchers in developing countries in the areas
of organization and management of their projects so as to achieve successful implementation and
collaboration as well as increased competitiveness in accessing international funding.

The course provides participants with the necessary project planning and evaluation tools and helps

scientists to:

> consider and understand the value of planning in improving project implementation, monitoring
and evaluation

> strengthen their skills in project planning and evaluation

> apply these skills to everyday work.

SCOPE OF THE TRAINING

The course has been developed for biomedical researchers in tropical-disease-endemic countries who
are willing to be involved in partnerships and to work in collaboration with institutions and
programmes nationally and internationally.

First, the course focuses on enhancing knowledge and awareness of project planning and evaluation
activities, helping participants to understand the process and to realize the value of these activities in
their daily work of managing a project and interacting with partners and donors.
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Effective project planning and evaluation in biomedical research e Introduction

Second, the course moves to enhance the practical skills of participants in areas related to project
planning and evaluation.

This takes place in three stages:

> defining the project’s purpose and scope

> establishing the project’s development plan

> implementing, monitoring, evaluating the project and reporting.

TRAINING METHODOLOGY

Participants apply, step by step, the planning evaluation process to their current project and in this
way they learn by “doing” and “reflecting”

Experiential learning cycle

The training methodology is based on the theory of the “experiential learning cycle” developed by
Dr David Kolb in 1989.Kolb studied the different phases through which human beings go during
the process of learning. He analysed them and developed a training methodology using experience
(learning by doing) and reflection as a basis for learning.

The experiential learning cycle integrates:

> concrete experiences

> reflective observations about the experiences

> generalizations about experiences and observations

> active experimentation applying generalizations and observations to new experiences.

Real life case study
The participants work on their own “real life” project. This means that they go through the case studies
applying them to their own current project.

Step-by-step learning

The course follows a “step-by-step learning” approach. It is structured in five modules that take the
participants through a progressive learning process. Each theoretical section is short and followed by
an extensive case study session. During this practical session participants face a concrete experience
(their own project) and reflect on it in small groups.They then share, in plenary session, observations
with other participants and apply these observations to other projects (other participants’ projects).
This way, participants apprehend, one by one, the various phases of the process of project planning
and evaluation.

TDR/RCS/PPE/T/07.1 ® Training manual e Trainers 7



Effective project planning and evaluation in biomedical research e Introduction

“Facilitating” versus “teaching”

There is no single “best” way of planning.The participants, guided by trainers, identify which
approaches are most relevant to their project. Interactions of high quality and quantity between the
trainers and the participants, and between the participants themselves, are essential to the success of
the course.Trust and respect must be developed to allow these interactions to be productive.

TRAINING CONTENT

Following a brief introduction, which provides an overview of the course, the training focuses on a
series of five substantive modules leading the participants through a progressive learning process.

Module 1 - Good practices in biomedical research (theory)

Module 1 briefly introduces the main good practices relevant to biomedical research. It gives the
rationale for international standards of good practices and the objectives of these good practices. It
presents good laboratory practices (GLP), good manufacturing practices (GMP), good agricultural
practices (GAP) and good clinical practices (GCP) including an ethics component. It introduces the
concept of quality practice in basic biomedical research (QPBR) and generally sites the project
planning and evaluation activities in the context of good practices.

Module 2 - Understanding the concept and value of project planning and evaluation (theory)
Through module 2 the process of project planning and evaluation is introduced to the participants.
The value of planning and evaluation in managing a project and interacting with partners and donors
is highlighted. The module deals with the definition of a project, how it involves teamwork, the
objectives of planning activities, and the establishment, use, and value of project development plans.

Module 3 - Phase I: Defining the purpose and scope of the project (theory followed by case studies)
Module 3 leads the participants through the first phase of the process of project planning and
evaluation.They define what they want to do and why they want to do it. They first establish a
statement summarizing the project, then define the goal of the project, its objectives, the indicators,
which will be used to evaluate whether objectives have been reached, and finally identify the main
steps required to reach the objectives.

Module 4 - Phase Il : Establishing the project development plan (theory followed by case studies)

Module 4 leads the participants through the second phase of the process of project planning and
evaluation.They establish a development plan for their project. The module guides them through the
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Effective project planning and evaluation in biomedical research e Introduction

development of the project’s work breakdown structure (WBS), the establishment of the sequence of
the various activities, the setting of duration time and timelines of activities, the definition of
milestones and the allocation of resources. Participants then present their plan using a bar chart (Gantt
chart) and a network diagram (PERT chart).

Module 5 - Phase lll: Implementing, monitoring, evaluating and reporting

(theory followed by case studies)

Module 5 gives an overview of how to use the plan to coordinate the team; to ensure the project
implementation on time, according to agreed standards and within budget; and to monitor carefully
the project development.The importance is highlighted of regularly updating the plan, reporting on
progress, formally closing the project as it ends, and evaluating its success. Participants have the
opportunity to establish an appropriate modus operandi for good team coordination and regular
monitoring of their project’s development.They also establish the project reporting process (types
of report, frequency and content).

Phase 1
Define purpose
1a ind scope
Establish E B NODULE 3
Phase3. project \
Implementing/ statement 1b
evaluating Deg_elog goal,

sy objectives,
MODULE 5 ' “Nindicators

1c
: QOutline
onitor main steps

2a
Develop the

2
Allocate

ressources zb WRBS. (WOI’k
Sequence breakdown
the activities structure)

and set
timelines

Phase 2
Planning
MODULE 4

TRAINING ASSESSMENT

A session on assessment of the course contributes to the improvement of the training and ensures its
relevance. It focuses on training output and is based on the participants’ receptiveness to the concept
and value of the project planning and evaluation process and on their ability, willingness and
confidence to apply effective project planning and evaluation skills to their project.
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Key messages to deliver through the “introduction and overview of the course” presentation:

>

this course provides participants with tools for planning, implementing, monitoring and evaluating
their projects

participants are the experts in their respective projects

the success of the course depends on the degree of trust and interaction between the participants.

> Greet and welcome participants to the course.
> Make sure that everyone is comfortable with the seating arrangements and that they can view the

slides with ease and hear your voice clearly.

Ask participants to write their names on the cards or name tags and place them so that they are
visible for everyone to see and read.

Provide information about logistics, restrooms and other facilities that participants may use during
the course.

Request that all present sign the confidentiality agreement forms, as real projects or proposals will
be used during the course.

Circulate the list of participants and ask them to correct their details, if necessary.
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> Introduce yourself and other trainers (if applicable) to the participants. Tell them about yourself and
share an experience that participants can relate to.For example, your experience of project planning
and evaluation.

> Ask participants in turn to introduce themselves by telling the rest of the group:

their name

where they are from

what they do

what they expect from this course.

> |ce-breaker (if needed): choose an activity that will allow participants to get to know one another.
For example, ask participants to spend 3-4 minutes telling the person next to them about their most
exciting or embarrassing moment.

> Determine the level of experience of research project planning and evaluation within the group by,
for example, asking the question: “Can you tell us how you go about planning and evaluating your
projects?”

> Try to elicit positive responses such as “working as a team”, “involving various team members in the
planning process”, etc.
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Emphasize

> these days, researchers are more likely to work in teams and rarely work on projects in isolation

> while not part of the formal curriculum for training scientists, planning and project management
skills are becoming more important in obtaining and managing grants and contracts from
international funding agencies.

Ask a few participants to share with the group any collaborations or partnerships that they are
currently or were formerly involved in:

> who are the collaborators/partners?
> where are they based geographically?
> what are their specific roles?

> who managed the project?
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Emphasize

> the project planning and evaluation process covered during the course provides participants with
tools that assist them with day-to-day management of their projects

> the project planning and evaluation process provides a formal and systematic way of organizing and

managing a research project.
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Emphasize
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> the project planning and evaluation process only influences how the project will be organized,
implemented, monitored and reported - it does NOT have any impact on the scientific content of

the project

> the participants are experts in their own areas - they are the most knowledgeable people in the
group about their particular projects.
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Emphasize

> participants can also be students
> this methodology can also be applied to health research in general.
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Inform

> there are three major phases that have been identified in this methodology:
— Phase 1:defining the purpose and scope of the project (strategic plan)
— Phase 2:planning the project activities (implementation plan)
— Phase 3:using the plan to implement, monitor and report.

Emphasize

> communication, transparency and teamwork are crucial throughout the project planning and

evaluation process.
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Training approach
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Emphasize

> the approach used in this course is “action learning” - people learn best when they are actively
involved and can see the practical benefits of learning.

Inform
> half the first day of the course is spent on theory, but around 80 % overall is spent working on

participants’ own projects, applying the planning and evaluation tools during the remainder of the

course.
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Inform

> David Kolb did research work on learning processes and described four steps which human beings
go through when learning

> these steps help people to internalize and apply what is learned through an experience - this is
done unconsciously

> you may want to use the example of a child who touches a hotplate for the first time and feels pain -
she/he will internalize the feeling of pain and connect it with the hotplate, and will learn not to
repeat the action.

Reference:

Kolb D. Experiential learning: experience as the source of learning and development, 1st ed. Upper Saddle River, NJ,
Prentice Hall, 1983.
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Training methodology:
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Emphasize

> this methodology takes participants through the various steps one step at a time and it is therefore
essential to complete one step before moving to the next - full attendance at the course is therefore
a key requirement

> there may be confidentiality issues during the course, as real projects are being used - all participants
are bound by confidentiality agreements which they must sign

> participants gain direct practical benefits by working with their own projects.
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> this is a step-by-step approach — each step needs to be completed before going on to the next.

20

Training manual e Trainers e TDR/RCS/PPE/T/07.1



-

TRAINER’S NOTES §

Effective project planning and evaluation in biomedical research e Introduction

Training methodology:
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Emphasize

> a number of planning methods will be discussed — however, participants must find and use the
method that works for them

> communication and interactions between participants and trainer(s) are vital for a successful course

> participants must show consideration for each other’s views and opinions during discussion
sessions.
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Present the training manual and the step-by-step guide to the participants and quickly go through
the various sections. (It is not recommended that you distribute the training manual and guide before
the course.Indeed, doing so may actually decrease the attention participants pay to your presentation,
since they may already have read the manual before the presentation.They may also misunderstand
some concepts if they read the manual on their own.)

Emphasize

> each module has a theory section, followed by a set of presentation slides
> internet sites (URLs) are listed in the theory section for further reading
> time has been allocated at the end for an assessment of the quality and relevance of the course.
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Go through the course agenda.

Emphasize
> approx.80% of the time will be spent on activities or case studies.

Inform
> by the end of the four days, participants will come up with:

a detailed project plan — draft

a list of the project team members with relevant expertise and a definition of their roles and
responsibilities

a communication strategy — draft

a monitoring/evaluation strategy — draft

an outline for progress and final reports for the project

> the course can be run over five days, which provides more flexibility.
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Module structure
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IT@’ Inform
: > while the first two modules are largely theoretical, providing information, most of the course time
(- will be spent on the skill-building modules, i.e. modules 3 to 5
o > an example project is included and used in skill-building modules 3 and 4.
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Inform

> participants work in small groups of 2 to 4 people per group (depends on total number of
participants)

> they go through the project planning and evaluation process step by step

> each step needs to be completed before the following step can begin

> at the end of each case study session, each group presents and discusses its work in plenary sessions
involving all participants.

Emphasize

> communication and teamwork are key factors in a successful course - peer review during the course
is very important and participants should not hesitate to contribute.
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IT@’ Inform
: > atthe end of the course, time has been set aside for assessment
- — collective assessment through group discussion
o - individual assessment through questionnaires to be filled in by participants and trainers.
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Ask

> whether participants have any questions
> one of the participants to summarize the main messages given during this presentation.
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MODULE 1

Good practices in biomedical research

LEARNING OBJECTIVES OF THE MODULE

Module 1 introduces the international standards of good practices in biomedical research and intends
to enhance participants’ awareness of the value of these in their work. It also explains how project
planning is an integral part of such practices.

Focus OF THE MODULE

The module covers:

> the rationale for international standards of good practices
> objectives of good practices

> good laboratory practices (GLP)

> good clinical practices-ethics (GCP)

> good manufacturing practices (GMP)

> good agricultural practices (GAP)

> quality practice in basic biomedical research (QPBR)

> project planning and good practices.

INTRODUCTION

Biomedical research that aims to discover and develop new tools involves many scientific disciplines
and types of research. It includes studies in basic and strategic research (in vitro and animal studies,
and clinical epidemiology studies), in pharmaceutical product research and development (in vitro and
animal product discovery studies, in vitro and animal preclinical studies, clinical studies, and
manufacture and production) and in field implementation research (clinical studies).
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It was in the field of pharmaceutical product research and development that the concept of
international standards of good practices first emerged. In the 1970s, the United States Food and Drug
Administration (US FDA) decided to audit laboratories where toxicity studies, used for the completion
of a regulatory dossier of drug registration, were conducted. The investigations of the US FDA in about
40 laboratories revealed many cases of badly managed studies, poor training of personnel and some
cases of deliberate fraud that demonstrated a lack of data quality.To address these issues and ensure
data credibility the US FDA introduced a new regulation to cover non-clinical safety studies:good
laboratory practices (GLP) regulations. These regulations were rapidly followed by many nations of
the world and,in 1981 the OECD (Organisation for Economic Co-operation and Development) also
published the GLP principles that now dominate the international scene. GLP were imposed on the
industry by regulatory authorities, followed by good manufacturing practices (GMP) and good clinical
practices (GCP).

RATIONALE FOR GOOD PRACTICES IN BIOMEDICAL RESEARCH

If biomedical research is not carried out to internationally agreed standards, then cases such as lack of
standardized procedures, raw data not traceable, protocols not followed, inadequate resources,
equipment not properly calibrated etc. may occur and prevent mutual recognition of study data across
international frontiers.

In addition, a lack of respect for the human rights of trial participants, and poor animal welfare are
unacceptable, and should be prevented.

OBJECTIVES OF GOOD PRACTICES

International standards of good practices in biomedical research thus aim to:
> protect human participants and ensure the welfare of animals involved in research
> ensure the quality and credibility of research data.

This allows mutual recognition of study data across international frontiers. It also ensures that the
human rights of trial participants are respected and that the welfare of animals used in studies is
protected.

WHAT GOOD PRACTICES ARE AND WHAT THEY ARE NOT

Good practices are an attitude translated into a way of working. Good practices are not about what
is going to be done but more about how it is going to be done:how it is planned, under which
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conditions it is completed, how it is recorded, monitored and reported. It is concerned with the fact
that data should be easily verified, and that the process should be transparent and auditable.
International standards of good practices define the conditions under which biomedical research
studies are planned, performed, recorded, monitored, reported and archived.They create a focus on
the quality of the study process, promoting the establishment of a quality system and a sound
managerial approach that ensures the quality, traceability, reliability and integrity of data.

Good practices are not directly related to the scientific aspect of the research.They do not evaluate
the scientific value of a study.

For example, the implementation of GCP, in the preparation of a clinical trial study, does not affect

the relevance of the study, nor its scientific value, but is concentrated on the way the study is planned,
the way the protocol is developed, on the presence of appropriate standard operating procedures,
informed consent and other required documentation, on the preparation of the site,and whether

a quality system has been established etc.

THE VARIOUS GOOD PRACTICE PRINCIPLES

Various principles of good practices, each being specific to a different type of study in biomedical
research, have been developed.They include the GLP for product safety studies in animals; GCP

for studies involving human participants; GMP for the production of pharmaceutical products; GAP for
the production of plants used in the manufacture of pharmaceutical products; and lately a draft QPBR
for basic research and product discovery in animal studies and in vitro.

Although good practices are mandated by regulatory authorities only for studies used in the
regulatory dossier of pharmaceutical product registration, they are also relevant and of great
benefit to other studies in biomedical research as they ensure quality, traceability, reliability and
integrity of data.

Good laboratory practices

GLP are international standards for designing, conducting, reporting, recording and archiving
preclinical studies used for the evaluation of the toxicity (in vitro and in animals) of pharmaceutical
products. Compliance with these standards provides public assurance of a good level of animal
welfare for animals involved in the study. It also provides assurance that the study data are credible,
reliable and auditable. The GLP principles developed and revised by OECD are predominant on the

TDR/RCS/PPE/T/07.1 ® Training manual e Trainers 31



Effective project planning and evaluation in biomedical research e Module 1

international scene.These principles are mandated by the regulatory authorities for studies used in
the regulatory dossier of a pharmaceutical product registration.

http://www.oecd.org/oecd/pages/home/displaygeneral/0,3380,EN-document-519-14-no-21-6553-0,00.htm/

For further information on GLP, contact:
Dr Deborah Kioy, Pre-clinical Coordinator, Product Development and Evaluation, TDR, WHO, 20 Avenue Appia,
CH-1211 Geneva 27. kioyd@who.int

Good clinical practices

GCP guidelines provide international ethical and quality standards for designing, conducting,
recording, reporting and archiving trials that involve the willing participation of human participants.
These guidelines include a strong consideration of ethics and are consistent with the principles that
have their origin in the World Medical Association Declaration of Helsinki: Recommendations Guiding
Medical Doctors in Biomedical Research Involving Human Subjects. Compliance with these standards
provides public assurance that the rights, safety and well-being of trial participants are protected and
that the clinical trial data are credible, reliable and auditable.

http://www.wma.net/e/policy/b3.htm

The International Conference on Harmonisation of Technical Requirements for Registration of
Pharmaceuticals for Human Use (ICH) has developed GCP guidelines that take into account current
guidelines on good clinical practices (i.e. guidelines of the European Union, Japan, the United States,
WHO etc.). GCP principles are mandated by regulatory authorities for studies that are used for the
completion of pharmaceutical product registration dossiers.

http://www.ich.org/ich5e.html

The Council for International Organizations of Medical Sciences (CIOMS) has developed International
Ethical Guidelines for Biomedical Research Involving Human Participants.

http://www.cioms.ch

For further information on GCP, contact:
Dr Juntra Karbwang, Clinical Coordinator, TDR, WHO, 20 Avenue Appia CH-1211, Geneva 27. karbwangj@who.int

Good manufacturing practices

GMP guidelines provide international standards for application to the production of pharmaceutical
products.They are related to the quality of the production of the bulk material, its formulation into the
finished product and the packaging of the final marketed product. Compliance with these standards
ensures good quality in the final product including proper characterization, purity of the product and
reproducibility of the various production batches.

32 Training manual e Trainers e TDR/RCS/PPE/T/07.1



Effective project planning and evaluation in biomedical research e Module 1

International GMP guidelines (WHO guidelines, ICH guidelines) have been developed and are
mandated by regulatory authorities for the production of pharmaceutical products.

http://www.ich.org/ich5q.html
http ://www.who.int/medicines/organization/qsm/activities/qualityassurance/gmp/orggmp.shtml|

For further information on GMP, contact:
Dr Deborah Kioy, Pre-clinical Coordinator, Product Development and Evaluation, TDR, WHO, 20 Avenue Appia
CH-1211,Geneva 27. kioyd@who.int

Good agricultural practices

Recently the concept of good agricultural practices has emerged in the manufacture of
pharmaceutical products involving plant material. The characterization and purity of plants are greatly
dependent on various agricultural factors.The European Agency for Evaluation of Human Medicinal
Products (EMEA) has released international guidelines in relation to this issue during the course of the
year 2002.The guidelines refer to the way the plant is produced and ensure its quality.

http//www.emea.eu.int/pdfs/human/hmpwp/001899en.pdf

For further information on GAP, contact:
Dr Deborah Kioy, Pre-clinical Coordinator, Product Development and Evaluation, TDR, WHO, 20 Avenue Appia
CH-1211, Geneva 27. kioyd@who.int

Quality practice in basic biomedical research

No good practices guidelines are currently available for in vitro and animal studies in basic and
strategic research and in product discovery. It has always been acknowledged that such research
needs a lot of flexibility and freedom in order to be creative and productive. This is why the current
existing GLP guidelines have been considered inadequate for these types of study. However, it is
increasingly felt that an adapted version of GLP could greatly benefit the conduct of these basic and
product-discovery research studies. It could, for example, ensure good study planning, the
development of standard operating procedures, careful recording and storage of the data, and good
resource management.In order to address this need a scientific working group of international
experts convened by TDR has prepared a working draft handbook providing standards for quality
practice in basic biomedical research (QPBR).This handbook will be finalized by the end of the year
2005.

For further information on QPBR, contact:

Dr Deborah Kioy, Pre-clinical Coordinator, Product Development and Evaluation, TDR, WHO, 20 Avenue Appia
CH-1211, Geneva 27. kioyd@who.int
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INTERPLAY BETWEEN GOOD PRACTICES AND PLANNING

It is almost impossible to carry out quality work without proper planning; similarly, a project cannot
be adequately planned unless the need for good practices is built into the process.

The process of planning and evaluation can be implemented in any biomedical research study,
whether it is an in vitro, animal or clinical study. It helps to organize the study carefully, planning all
activities in a logical way, including timelines and resources, and identifying and addressing potential
issues. Activities should be conducted in a coordinated way, with the progress and the quality of the
study monitored. Reporting should be organized and transparent and the success of the study
evaluated. By ensuring good organization and management, the process of planning and evaluation
of the study contributes to the implementation of the good practices principles.

At a different level, the process of planning and evaluation applied to a whole research project ensures
good coordination of the various studies to be conducted for the achievement of the project
objectives. This helps to ensure that studies are conducted at an appropriate time and to avoid
repetition of studies due to mismanagement.

IN BRIEF...

Good practices do not evaluate the scientific value of research.They aim to protect the rights and
safety of the human participants involved and to ensure that study data are credible (reliable,
repeatable, auditable, and recognized by scientists worldwide).

The planning of activities is a key element of good practices, helping to ensure quality in the conduct
of a study, capturing the data gathered from it, monitoring its progress and reporting its results.
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Key messages to deliver through module 1:

> good practices are international standards that ensure protection of human participants, quality of
the research process and credibility of data
> however, good practices do not have any impact on the research content.

Try to involve participants during your presentation in order to make this first
day interactive.

> ask participants about the standards or best practices that apply to their projects and why they
think that standards are important - this will help you to determine their level of knowledge in
this area

> if the group is fairly knowledgeable about the subject, then just go through the module to recap or
reinforce the underlying principles

> if the group is less knowledgeable, then spend more time providing examples and refer them to
the references in the training manual for further reading.
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> it has been highlighted that the expression “use common sense” can be culture-sensitive — it is
important to mention that, in the context of this course, the meaning of this expression is follow
what makes sense to you

> for example: “Follow what makes sense to you when addressing good practices”.
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Emphasize

> this module provides answers to the following questions:
— why is there a need for good practices?
— what do good practices aim to achieve?

Inform

> GLP = good laboratory practices
> GCP = good clinical practices

vV VvV V

GAP = good agricultural practices
GMP = good manufacturing practices
project planning is part of good practices.
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Emphasize
> this diagram illustrates the different stages of biomedical research.

Use an example

> use the example of an existing product, starting at the time of discovery and taking it through to its

current stage of development.
> examples may include research and development projects such as:
- malaria vaccine
- antimalarial drug
- diagnostics
- other examples, such as intervention studies, epidemiology, innovation.
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Emphasize

> even if the outcomes of the work or study are good, it is a huge problem if peers do not recognize or
accept the research data because the work or study has been performed to unacceptable standards

> unacceptable standards may prove to be barriers to publishing, licensing or commercializing the
potential products or services, since regulatory bodies approve licensing and safety applications.
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Emphasize

> ethical compliance is essential
> the ethical aspects of treatment of trial participants and animals during research and scientific
studies have moved from the background to the forefront of attention.

TRAINER’S NOTES §

40 Training manual e Trainers e TDR/RCS/PPE/T/07.1



Effective project planning and evaluation in biomedical research e Module 1

Objectives of good practices

« Provechion of human parioeipani= inyodlved
n the rescirch

o Chehivyieredibilite of rescarch data

E ’I'?i; B R R T LR UL e
i

TDR/RCS/PPE/T/07.1 @ Training manual e Trainers 41



Effective project planning and evaluation in biomedical research ¢ Module 1

Connd practices are...

intermarional guality standards of ..
* rrbeeatniiag
v peefarmiing
el
= RGrin e
* PEMATTIINET
reRIRE
.. hamadical research studics.

iﬂl |.i-'} TR R TR e et e
it

-

Emphasize
> good practices are related to the quality of the research process, not the science of the project.

TRAINER’S NOTES §
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Emphasize
> the standards or best practices that apply depend on the specific study

> for example, GAP (good agricultural practices) apply to transgenic plants and/or medicinal plants in

addition to other standards

> for each project, the project team must identify and agree on the standards which apply to their

project.
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Emphasize

> itis very important that participants understand that, while good practices and high standards
ensure that the research is carried out properly, they do not automatically guarantee the scientific
value of the outcome

> however, high standards are essential if the data are to be credible.

Use a metaphor

> when cooking, you may follow a recipe very carefully — however, if the recipe is not a good one,
the food will still not be tasty.
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Inform

> EMEA = European Medicines Agency (formerly European Agency for Evaluation of Human Medicinal

Products).

Refer

> to the website address in the Training manual for participants for further information on GAP, and for

the name and postal address of contact person.
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> ICH = International Conference on Harmonisation of Technical Requirements for Registration of
Pharmaceuticals for Human Use.

Refer

> to the website address in the Training manual for participants for further information on GMP, and for
the name and postal address of contact person.
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> OECD = Organisation for Economic Cooperation and Development.

Refer

> to the website address in the Training manual for participants for further information on GLP, and for
the name and postal address of contact person.
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Inform

> ICH = International Conference on Harmonization of Technical Requirements for Registration of
Pharmaceuticals for Human Use
> CIOMS = Council for International Organizations of Medical Sciences.

Refer

> to the website address in the Training manual for participants for further information on GCP, and for
the name and postal address of contact person.
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Onlity practice in basic biomedical research
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Refer

> to the related text preceding these slides for further information on quality practice in basic
biomedical research (QPBR) — the name and postal address of contact person is provided

> TDR published these guidelines in 2006

> refer participants to the WHO/TDR web site: www.who.int/tdr/ and specifically to:
www.who.int/tdr/publications/publications/quality_practices.htm.
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Emphasize
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> there is a set of standards or best practices that typically apply at different stages of health research
> the red arrows indicate instances where the good practices are mandatory and must be followed for
approval by regulatory bodies for licensing and commercialization of pharmaceutical products.
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Project planning
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Summary
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Emphasize

> good practices are not related to the scientific value of the study
> planning is regarded as a standard which is necessary in order to implement good practices.

Ask

> whether there are any questions about standards and good practices
> one of the participants to summarize the main messages given during this presentation
> specific questions to check participants’ understanding so far.
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MODULE 2

Understanding the concept and
value of project planning and evaluation

LEARNING OBJECTIVES OF THE MODULE

This theoretical session guides participants to:

> consider and understand the concept and process of project planning and evaluation

> be aware of the value of planning and the potential influence of this tool on daily work when
managing a project and interacting with partners and donors.

Focus OF THE MODULE

The module covers:

> definition of a project

> teamwork

> objectives of project planning

> establishment and use of a project development plan
> the value of project planning.

WHAT IS A PROJECT ?

A project is a series of activities designed to achieve a specific outcome within a set budget and
timescale. A project is different from a programme. It has a clear start and a clear end. It has defined
objectives that must be met within a specific budget and period of time. It therefore requires an
organized plan which includes the sequence of activities to be completed for the development of the
project; their relationship, timelines, budget and resources. It involves a team that is created
specifically for the project. As it ends the project is formally closed and evaluated.

The main driving forces of a project are quality, cost and time. It is important, when implementing
a project, to ensure that all the necessary activities are completed. However, in order to be able to

TDR/RCS/PPE/T/07.1 ® Training manual e Trainers 53



Effective project planning and evaluation in biomedical research e Module 2

achieve the project’s objectives, it is essential that activities are completed following the agreed
standards of quality, on time, and within budget.

How PROJECT DEVELOPMENT INVOLVES TEAMWORK

Projects have many facets and usually require several persons to work together in order to achieve

the defined objectives. Biomedical research projects always involve various experts, each of them
bringing specific and complementary knowledge, such as molecular biology, biochemistry, pharma-
cology, toxicology, clinical research, or data analysis. These projects require a multidisciplinary
approach, which no single individual can provide. In addition, biomedical research projects increasingly
involve partnerships and are funded by specific donors.They are therefore complex and require strong
coordination and management.The various parties involved need to collaborate to give a complete
picture of the project and to allow its effective implementation.They form the project development
team.

A biomedical research project development team is often composed of experts/partners/donors from
different organizations anywhere in the world. It is seen as a virtual team; a team which is not
geographically established. However, members of the project development team need to work
together and to work in synergy with each other.They do not implement their part of the work in
isolation.They share the goal and objectives of the project and develop ownership of the project.They
are therefore concerned with the progress of the project and the impact of their own work on the
overall development.They trust each other, interact, and collaborate with each other.

A project manager coordinates the team and ensures the development of the project on time, within
the agreed standards of quality and within budget, through effective communication. Careful
coordination and management are essential for the success of the project.These tasks are time-
consuming and the project manager (who could be, but does not have to be, one of the principal
investigators) needs to dedicate an appropriate amount of time to them.

While the principal investigator’s main responsibility is to provide scientific leadership, the key

responsibilities of the project manager are:

> to establish the project development team

> to provide overall coordination of the project development team so as to ensure proper planning,
effective implementation, monitoring, evaluation and reporting

> to take the lead role in interaction with partners and donors

> to manage the budget and financial matters.
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More specifically the project manager should:

> organize regular project development team meetings, teleconferences and/or any other team
communication, in a regular fashion and whenever required

> ensure that the purpose and scope of the project is defined

> ensure the establishment, in collaboration with the project development team, of a complete project
development plan

> ensure that the project implementation is on time, keeps within a set budget and meets agreed
standards

> monitor the progress of activities and keep the whole project development team informed about this

> update the project development plan, in a regular fashion and whenever required, in collaboration
with the project development team

> discuss and solve issues with the project development team and keep them up to date about the
project progress, the changes and meeting and teleconference outputs

> discuss concerns with management and with donors as appropriate

> keep budget and finance matters up to date and anticipate any issue

> establish and circulate the project progress reports, to the team members, relevant management
and donors

> formally close the project as it ends and evaluate its success

> arrange for the establishment of the scientific report and its circulation to the team members,
relevant management and donors

> establish and circulate the final project report to the team members, relevant management and
donors.

OBJECTIVES OF PROJECT PLANNING

An effective plan gives a clear vision of the project including what needs to be done, the standards to
which it should be carried out, who will do it, when, how much it will cost and who pays for it.

It aims to:

> ensure the project has common goal and objectives

> ensure a clear understanding of the development process
> anticipate, identify and address potential logistic issues

> enhance communication, coordination and teamwork

> facilitate systematic project monitoring and reporting

> facilitate clear project evaluation.
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ESTABLISHING AND USING A PROJECT DEVELOPMENT PLAN

The project planning and evaluation process can be divided into three phases covering the
establishment of the plan and its use in project management.

Phase | aims to define the purpose and the scope of the project by (1) summarizing in a short statement
what is to be done and why; (2) defining the goal, objectives and the indicators used to measure their
achievement;and (3) identifying the main steps required to reach the objectives of the project.

Phase Il corresponds to the establishment of a complete project development plan: (1) the activities to
be completed are listed and organized in a logical way (work breakdown structure); (2) their sequence
and timelines are set; and (3) the resources are allocated.

Phase lll includes the implementation, monitoring and the evaluation of the project: (1) the agreed
and approved plan is implemented and the development is carefully monitored; (2) progress reports
are established and circulated for effective communication; and (3) as the project ends it is closed and
evaluated (final report).

PRESENTING A DEVELOPMENT PLAN

Project development plans give a clear vision of the project including activities, timelines and
resources.They can be presented in various ways, each of them focusing on a different aspect of the
project.

Gantt chart

Gantt charts are bar charts, which were developed by Henri Gantt as he was working in the United
States army during World War I.The charts represent activities by bars on a calendar.They clearly list
activities to be completed, show their sequence and their timelines and allow a quick identification of
activities that can be completed in the same timeframe.They can also include details of budgets and
human resources.

Gantt charts can be established using either a simple table or specific software, such as Microsoft
Project and Power Project, which facilitate the monitoring and updating of the plans.

PERT chart (Programme Evaluation Review Technique)
PERT charts are network diagrams that represent activities by boxes linked to each other in a logical
way.They show the flow of activities (from the left to the right of the diagram) and how activities
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depend on each other and relate to decision points.They include timelines and can also show
resources.The focus of the chart is not on the chronology of the project development (which is better
shown in the Gantt chart) but on the relationship and the logic between activities. PERT charts and
Gantt charts provide complementary information on the project’s development.

Although it is possible to establish PERT charts using specific software such as Microsoft Project or
Power Project, the use of drawing software like Power Point can be more convenient and allows better
customization of the plan.

Other types of plan

Other types of plan are available. From the influence diagram, which simulates various scenarios of
project development, to the simple checklist of activities to be completed, the type of plan that is most
appropriate to the situation and needs should be selected.

A plan is a tool to support the effective development of a project and should therefore be adapted to
each particular need.

THE VALUE OF PLANNING

By defining the purpose and scope of the project and establishing a complete development plan
(including activities, their sequence, relationships, timelines and the required resources), the planning
process provides a clear vision of the project and facilitates the team’s focus on it. The plan, being
agreed and approved by all involved parties, ensures consensus and ownership. It enhances teamwork
and allows all team members to understand the whole project and to assess the impact of their own
work/contribution to the development. It also provides them with the opportunity to anticipate and
address potential issues related to the logistics of the project.The plan facilitates the monitoring of
activity implementation and therefore supports quick reaction to opportunities or problems.The
project’s regular updating facilitates the establishment of complete progress reports for good
communication within the implementing team and with donors. It also facilitates the evaluation of the
project’s success at the end of the project.

IN BRIEF...

The process of planning is done, consciously or unconsciously, on a daily basis.The organization of a
special meal, weekend, holiday, etc is not always undertaken formally, involving detailed and complete
development plans and most of the time events are successful. However, a complex project, which
involves a range of expertise, networking and partnership, requires a formal and systematic approach.
This allows good project organization, effective communication, timely implementation, and
conformity with agreed standards, within the agreed budget.
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INTEGRATED EXAMPLE

Through modules 3,4 and 5, the three phases of the planning and evaluation process are illustrated
with an integrated example, the KEP example, which is briefly summarized below.

KEP example - KEP antibodies levels in humans naturally exposed

to malaria (Plasmodium falciparum)

The ‘Key Example Protein’ (KEP) of Plasmodium falciparum is a prime candidate for inclusion
in a vaccine against malaria. Presence of KEP antibodies is associated with naturally
acquired protection against malaria attacks in humans. In animal models, vaccination with
KEP induces the production of antibodies that provides protection against experimental
Plasmodium falciparum infection.

In this project (2002-2005) the prevalence of KEP antibodies within populations in malaria-

endemic areas will be determined through:

1. a study looking at the levels of KEP antibodies in subjects of different ages (cross-
sectional study)

2. a study looking at the levels of KEP antibodies in pregnant women and at the transfer
of these antibodies to their infants and their dynamics during the first year of life
(longitudinal study)

It is expected that the results of these studies will provide critical information for the
development of an effective vaccine against malaria.

This project is based on the collaboration of several partners:

* Department of Molecular Immunology in Gabon (home institution/project management)

* Institute of Child Health in Gabon (management of child health care/field work)

* Department of Community Medicine and Primary Care in Gabon (field study site)

* Medical Research Institution in Europe (training in KEP, immunity in malaria vaccine
development, research material)

The project also aims at enhancing malaria research capacity in the involved African
institutions: PhD and MSc students, and achieving technology transfer from the European
partner to Gabon etc.
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MODLLE 2:

L nderstanding the
concept and value
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Key messages to deliver through module 2:

> project planning is a tool

> it helps to coordinate the project in a methodical and systematic manner without impacting on the
scientific content

> jt supports teamwork

> itislogical.
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Learning objectives of the moduale
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Inform

> participants will be introduced to terms commonly used in project management
> a concrete example is used during the course to illustrate the various concepts presented.

Allow

> 10 minutes for participants to read through the summary of the example in the Step-by-step guide,

page 23.
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Exampte: KEF antibodies levels in humans naturally
exposed to malarie (Plasmodiom. falciparum)
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Exampte; KEF antibodies levels in humans maturally
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Definition of a progect
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Before showing the text, ask one or two participants to share their understanding of the term “project”.

Write or note their responses so that you can later compare their definitions with the accepted

definition of a project.

Emphasize

> projects have a clear start and end
> the outcomes are usually clear and not vague.

Compare the definition

in the slide with participants’ definitions.
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What makes a project different from a programme?
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Emphasize

> unlike a programme, a project has:
- adefined end date
— clear objectives to be reached by this end date and a list of activities to be completed to achieve
these objectives
- ateam, specific to the project, established for the duration of the project.

> “resources” may refer to a number of things:
- infrastructure (building, laboratory, information technology)
- human resources
- financing.

TRAINER’S NOTES §
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Characteristics of a projeet
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Emphasize

> quality, time and cost of activities are the main driving forces behind a project
> the three forces are linked — a change in one will have an impact on the others:

- for example, if a set of experiments was not properly carried out and quality standards were
not followed, the quality of the results will be in question and the experiments will have to be
repeated

— this, in turn, will impact on the time schedule, i.e. delay the project, and will probably affect the
overall budget, as more materials and resources will be spent on repeating the experiments.
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Multslisciplinary approach
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Emphasize

> this is a metaphor

> each of these individuals is only seeing one part of the animal: only when they share their
knowledge do they realize what the animal is

> various people with various types of expertise are required to complete the project

> no single individual has all the required expertise: contributions from all these experts are necessary
to give a complete picture of the project, and they all form the project team.
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Frojeet development eam: a virtual team...
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Emphasize

> in many cases, teams are virtual, in that team members are not all located near each other
geographically:however, they do not work in isolation

> one person (the project manager) must take full responsibility for coordinating the team and
ensuring completion of the project

> there may be more than one donor or funder of a project

> apartner is a collaborator.
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Projeel development team: a virtual feam ..
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Emphasize
> communication, transparency, collaboration and networking are key to the success of the project.

TRAINER’S NOTES §
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Responsihilities of the project manapger
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Emphasize

> the project manager may be one of the principal investigators of the project

> however, the responsibilities of the principal investigator are different from those of the project
manager

> the principal investigator provides scientific leadership and the project manager is responsible for
the coordination of the team: however, the project manager needs to understand the objectives of
the project and how they can be achieved.
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Rexponsibilities of the project manaeer — conf'd

Ylore specifically:

o o remu bar project deve opraen., eaT T e,
Lelevonereneie, coddor oy ollier e ouzor mii Lo e
roenbir A il e sver regured

¢ lnanses e et in O otned

= Tevenames the carsl s hmenr: 0 collabacation watli rhic
mretcel coviElnpmant beum, of a camral sk prsjoct
e Tepmgnt plan

o T erianirs b (b pooiei] Lo el e Ly e LR, s
with'ina sot ide otand mads ageond stindanis

L:.-I:?'L L S L L L R B A S T R TV TTU T T

72

Training manual e Trainers e TDR/RCS/PPE/T/07.1



Effective project planning and evaluation in biomedical research e Module 2

Responsibilities of the project manager — cont'd

= Cluomerster e procrsss oo eyl es ool Leep thie v lule
projeen deseicpment regre infarrad ahnut s

= Tonisdare 70 pieject deselvpoocs plat, o esilas fashion
anad wrimever reguire, in dulldbsradon with Lhe projot.
covidapminn feam

= T alime ass st sl e dssoesw i 20k e woge developuen,
wam snd Kagpr thae ap-to-cdate ahonr the peojeet's progeos
ansd ke ao] mestwg i e lesuclerenee oobpuls

=L s 2 comoenes i s azersen, und with demers
apfusipriate

id.-l?'L Lo iee phy gl 8 oy el

TDR/RCS/PPE/T/07.1 ® Training manual e Trainers

73




Effective project planning and evaluation in biomedical research ¢ Module 2

Responsihilicies of the prioject manayer — coat o

=l beep bodue tond Toomee crolbezs up=to-date azul
alftLieioule v diTies L faues

= lwesgivhosh ane Covirls projecl proumess TeporE e
fearn b, Telodr e e snaRement and dors

e ol the praf e By e biom e emds arud cva e -
ATICa0RR
i oo ] 3 " 1 i

g dmanee T the celahlishmrent oo e scelen s e and
iz e nzulation to the Team memhbers, ralevant maaz oment
angl Jgrorg

= Tnoearsl Téh anccisen ate the fivsl repeser toothe t2am
avnbers, redevnl tosiiaenoent ol oy

L:.-I:?'L L S L L L R B A S T R TV TTU T T

74 Training manual e Trainers e TDR/RCS/PPE/T/07.1



-

TRAINER’S NOTES §

Effective project planning and evaluation in biomedical research e Module 2

Exampia: KEF anfibodies levels in humans naturally
exposed to malaria (Plasmedivm Falciparum)
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Inform

> about the role that each actor might play in the project
> for example:
- the project manager coordinates the team, communicates regularly with team members, is
responsible for progress reports and financial management
- the principal investigator (Pl) provides scientific leadership (in this example the Pl has also the
role of project manager)
— TDR s the funder and provides expertise in some areas
- pediatricians see the patients or participants (in this case the children)
- field workers collect samples
- data analysis is carried out by an expert, e.g.a biostatistician.
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Emphasize
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> all team members need to work towards the same goal and to feel responsible for the project

(ownership)

> aclear understanding of the process helps the project team to assess whether the plan is realistic
and to anticipate potentially difficult issues.
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Ezstablishing and using
a project development plan: process
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Emphasize

> this is a“step-by-step” approach: participants go through the steps of the project planning and
evaluation process with their own research project; they go through the three phases (1,2 and 3)
of the project management process during the three training modules (modules 3,4 and 5)

> by the end of the course, participants will have defined the scope of their projects, developed
detailed draft plans and defined communication and evaluation strategies and an outline for
progress and final reports.
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Presentation of development plans
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IT@’ Inform

:} > while there are several types of plans that can be used, it is advisable to choose the plan that best

- suits the project and the team

o > influence diagrams are decision trees showing the impact of decisions on activities.
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Bar churl (Gantt Churt)
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Inform

> this is a simplified illustration of a bar or Gantt chart, which has been developed using a table
software programme (e.g. Microsoft Excel)

> activities are represented by bars in a calendar

> the Gantt chart concept was developed by Henry Gantt during World War |, when he designed a bar
chart as a visual aid for planning and controlling his shipbuilding projects

> Gantt charts are still widely used and the most popular method of communicating planning
information: people find them easy to use and understand.

TDR/RCS/PPE/T/07.1 ® Training manual e Trainers 79



-

TRAINER’S NOTES §

Effective project planning and evaluation in biomedical research e Module 2

Bar churl (Ganti Clisrt)
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Emphasize

> this is an example of a bar chart generated with a software package, in this case Microsoft Project

> creating and updating a Gantt chart using a simple table is laborious and time-consuming: using
basic features of specific software programmes for project management makes these tasks much
easier and the process more user-friendly — use the analogy of typing up a report with a typewriter

> the software’s role is limited to presentation and automatic time calculation of data entered

> there are several other project software packages on the market in addition to Microsoft Project.
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Network diasram (PERT charf)
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Inform
> PERT = Programme Evaluation Review Technique.

Emphasize

> activities are represented by boxes linked to each other in a logical way
> the sequence of the activities goes from left to right
> the Gantt and PERT charts complement one another.

Take time to go through the chart

> first pointing out where the project starts and where it aims to go
> then emphasizing what needs to be done to get there.
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Example - FERT charl
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Inform

> participants may use the hard copy of the PERT chart for the example project in order to examine

the chart in more detail

> participants will prepare Gantt and PERT charts for their own projects.

Remind participants
> the chart follows a chronology:from |

eft (where the project starts) to right (goal).
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Yulue of planning
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Emphasize

> project planning provides a clear map for the project and helps anticipate and minimize risk and
failure of the project

> planning greatly assists with implementation/monitoring, reporting and manuscript preparation

> planning allows project management and implementation to continue even if something should
happen to a team member, as the plan and process will still be in place

> planning ensures financial accountability.
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Conclusion
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Remind participants
> only to follow advice which makes sense to them.

Ask

> for any questions or comments

> one of the participants to summarize the main messages given during this presentation
> specific questions to check participants’ understanding so far.
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Phase 1: Defining the purpose and scope
of the project

Phase 1
Define purpose
1a ind scope
Phase 3 Establish NODULE 3
. projec
Implementing/ 3b statement 1b
evaluating Evaluate/ Develop goal,
MODULE 5 Report objectives,

indicators

\

1c
Outline
main steps

Monitor

Module 3

2a
Develop the

Allocate

ressources 2b WBS (work
Sequence breakdown
the activities structure)
and set
timelines

Phase 2
Planning
MODULE 4

LEARNING OBJECTIVES OF THE MODULE
Module 3 guides participants to:

> define what they want to achieve

> highlight why they want to do it

> set the time by which this should be accomplished
> identify the main steps that need to be taken.
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Focus OF THE MODULE

Defining the purpose and scope of the project is the first phase in the process of project planning and
evaluation.In module 3 participants are guided through this phase as they:

> establish the project statement

> define the project goal

> define the project objectives

> define key indicators for each objectives

> identify the main steps of the project’s development required to reach the objectives.

Module 3 is organized in two sessions.First, a short theoretical session presents the concept of
defining the purpose and scope of the project and the various steps this involves.The second session
is a case study exercise during which participants have the opportunity to apply these steps to their
own current project.This is a “real life” case study where participants learn by working on their own
project.They go through each step at a time, first working in small groups and then sharing and
discussing their experience, reflection and results with other groups.This allows participants to learn
by experiencing their own project and other participants’ projects, and reflecting on them.

ESTABLISHING THE PROJECT STATEMENT

The project statement is a short paragraph describing what needs to be done, why it needs to be done
and by what date the work must be finished. It is an important step, which defines the project by
characterizing it and showing its context and boundaries. It gives the basis of the project and ensures
its focus.

™
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For example, in a project aiming to study the development of drug resistance in malaria treatment, the
statement would define which aspect of drug resistance the project looks at (epidemiology,
mechanism of action, genetics etc.), what it is intended to demonstrate and by when, which type of
studies are involved (in vitro, animal, clinical), and the contribution the project will make to public
health (e.g.a contribution to the improvement of malaria treatment policy in Nigeria).

KEP example - Project statement

In order to provide critical information for the development of an effective vaccine against
malaria, the project aims to determine, by the year 2005, the levels of KEP antibodies in humans
naturally exposed to malaria (in relation to age, pregnancy, transfer to newborn infants).
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DEFINING THE GOAL OF THE PROJECT

The goal is described in a short sentence that defines the overall aim of the project. It sets the purpose
of the project in a larger context and defines its contribution. It is therefore a very general statement.
Some examples of goals could be:“improvement of malaria treatment policy in Nigeria’ “malaria
vaccine development’ “improvement of the implementation of the national tuberculosis control

programme in South Africa” etc.

KEP example - Project goal

To provide critical information on KEP antibodies levels for the development of a vaccine
against malaria for children in Africa.

DEFINING THE OBJECTIVES OF THE PROJECT

Obijectives are specific project outputs. They describe what will have been achieved by the end of the
project and what must be delivered for the project’s success.

They can also describe the requirements which must be met during a project, such as “follow good
clinical practices’ “build capacity’ “the cost of the developed tool should not exceed USD X" etc...

Objectives should be SMART:
> Specific

> Measurable

> Achievable

> Realistic/Resourceable, and
> Time-specific.

KEP example - Objectives

By June 2005:

1. to assess the correlation of the levels of KEP antibodies with age and parasitemia

2. to determine if KEP antibodies are transferred from pregnant mothers to their infants,
and to evaluate KEP antibody production from birth through the first year of life

3. to develop human resources and infrastructure to enhance malaria research in Gabon
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THE PROJECT HIERARCHY

"o "o

There is not only a wide range of terms, such as “goal’ “activities’ “objectives’ “main objectives
“specific objectives; “target; “main target’ etc., but the way in which those terms are used can also
vary widely, with differing meanings. For example, what one person may call a“main target; may be
what another person would call a“goal” Itis important, in a project, to define clearly the various
terms used and to understand their relationship. For example, how do the objectives relate to the
goal? In some large, long-term projects it may be necessary to break down objectives into more
specific deliverables. These may be called “targets” or even “main targets” These could then be broken
down into “specific targets” etc. This breakdown of achievements represents the project hierarchy.
The more general aim of the project is placed at the top of the hierarchy pyramid and is broken down
into more specific deliverables/outcomes placed a step lower in the pyramid.These specific
deliverables/outcomes are themselves further broken down in even more precise deliverables
/outcomes placed another step lower in the pyramid.

Project hierarchy:

Objective Objective

[ Target ] [ Target ] Op tional

o A= =AET W
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When establishing a project hierarchy, it is essential to make great use of common sense to define the
project clearly and in a logical way. It is also important to try and keep the whole project hierarchy as
simple as possible.

DEFINING INDICATORS

The project’s success is based on the achievement of project objectives. Indicators represent what will
be measured at the end of the project in order to show whether the objectives were met.One to three
indicators are strategically defined for each objective (or target, if there is one) during the definition of
the purpose and scope of the project.These indicators will be measured at the end of the project and
will be used to evaluate the project’s success.

KEP example - Indicators for each objective

By June 2005:

Objective 1 (3¢

To assess the correlation of the levels of KEP antibodies with age and parasitemia l;
Indicator: =)
Distribution of KEP antibodies according to age and parasitemia described §

Objective 2
To determine if KEP antibodies are transferred from pregnant mothers to their infants,
and to evaluate KEP antibody production from birth through the first year of life
Indicators:
A. Frequency of KEP antibody transferred to the infants identified at birth
B. Levels of KEP antibodies produced in the first year of life described

Objective 3
To develop human resources and infrastructure to enhance malaria research in Gabon
Indicators:
A. 2 PhD students trained
B. 6 MSc students trained
C. 1 post doctoral scientist trained in special skills/techniques
D. transfer of technology to Gabon laboratory by European partner
(malaria vaccine development)
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Indicators should also be SMART (Specific, Measurable, Achievable, Realistic/Resourceable and Time-
specific).

Some examples of indicators: “clinical monitoring report showing compliance with GCP, written by
end-2005" “complete expert report on safety ready by end-2005" “drug resistance levels in African
pregnant women living in malaria-endemic areas measured by end-20057 “malaria control policy in
Tanzania revised by end-2005 “ability to ...built in institution A by ..."7 “drug A available at USD 1 per
tablet for the public sector in Gabon by end-2005" etc.

IDENTIFYING THE MAIN STEPS

Once the project objectives (/targets), describing the project outputs, have been defined it is
important to identify the main steps to be accomplished in order to meet the project objectives
(/targets). The main steps are the key blocks of activities required to achieve the objectives (/targets).
They map out the whole development of the project, organizing it in work packages.

IN BRIEF...

The descriptions of purpose and scope of the project present the project in its context and highlight
its contribution to public health.The boundaries of the project are clearly defined and the project is
focused.The goal, objectives, indicators and main steps of the development are described in a logical
way.This allows a succinct and clear presentation of what the project will achieve, which strategy will
be followed and how its success will be measured. It gives an organized base for the preparation of a
grant proposal and the search for partners.

™
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KEP example - Main steps

Seeking approval
Study site preparation
Field studies
Laboratory analysis
Data management
Reporting
Capacity-building

e Lo s B9 =
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LIFE CASE STUDY

Case-study sessions are based on “real life” cases. This means that participants learn by working on
their current project. Small groups of participants involved in the same project are established.The
case study is approached in two stages.

1. Exercise and reflection in small groups

Each group discusses and defines the purpose and scope of their project, going through the various
steps described above and using the Step-by-step guide. Participants also receive guidance from the
trainers as needed.

2. Discussion and generalization in a plenary session
Each group presents and discusses their results and shares their experience and reflections with the
other groups. Potential issues are discussed.

Module 3
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Key messages to deliver through module 3:

> be systematic
> follow what makes sense to you
> keep it simple.

Ensure that the required software (Microsoft PowerPoint and Microsoft Project) are installed in the
computers, since groups will start working on their projects in the case study time in module 3.

TRAINER’S NOTESX)
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Learning objective of the module

To detine:

= Whal we want o gehicye
= Why we want to dothis
= By when should this be accomplished
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Inform

Module 3

> participants start working on their own projects in this module

> the process should be kept as simple as possible

> in some cases, “by when” can only be estimated later, once the detailed plan of activities has been
developed.

Emphasize

> the project planning and evaluation process does not have any impact on the scientific content or
rationale of the projects

> project planning influences how the project is organized, implemented, monitored, evaluated and
reported

> participants are the experts in their respective fields and the ones most knowledgeable about their
own projects.
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Situation of the module within
the planning and evaluation progess
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Inform

> where we are in the project planning and evaluation process: module 3 focuses on phase 1.

TRAINER’S NOTES §
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Uverview ol the module

= Muodule focus
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Module 3
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Establishing the project statement
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Emphasize

> the project statement should be limited to no more than three sentences
> project statements can be developed in brainstorming sessions, formal team meetings or other
forums.

TRAINER’S NOTES §
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Example; KEP antibadies levels in humans naturally exposed
te malaria (Plasmedium falciparum )

PFroject statement:

In grder te provide critfcal information for
the development of an effective mofaria
vaccine, the project alms To determine, by
the year 2008, the lavels af KEP antibodies
i humans naturally exposed To malaria (in
relation to age, pregnancy, transfer to new
born infants).
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Module 3

Emphasize

> the "what", "why" and "when"in the project statement of the example:
— what? - determining the levels of KEP antibdodies in humans naturally exposed to malaria,
and its relationship to age, pregnancy and whether it is transferable or not to newborn infants
— why? - to provide critical information for the development of an effective malaria vaccine
— by when? - the year 2005.
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Delining the goal of the project
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Emphasize

>

>
>
>
>

the goal is usually broad and general

it answers the question “why this project?”

the project contributes to achieving the goal

however, the project by itself would not be sufficient to reach the goal

the goal is the “big picture”into which the project fits — it helps the reader who is not familiar with
the research topic to understand the context.
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Example: KEF antibodies levels in humans motorally
exposad Yo mataria (Plasmodium falciparum)

PFroject gool!

To prowvide critical information on KEP
antibodies levels for the development
of a malaria vaccine for children in
Africa.
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Ask
> afew questions to ensure that the concept of the “goal” has been understood by participants.
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Delining the objectives of the project

The anefochved @i a more speeifie fext witich
Rreh s oL

o What %l have heen achizved bw the end ot the

et

 Which revuirergmis imust b i,

{'H':'.?: etk e e R L A et AR St 4

Emphasize

> objectives are:
- more specific than the goal
— deliverables
- can include requirements such as “following good practices; “within budget limits’ etc.

TRAINER’S NOTES §
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Definine the objectives of the project foont'd)

Chregrivey sliogld ba SALART
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Example: KEP antibodies levels in humans msatorally
exposad Yo mataria (Plasmedium falciparum)

Objectives.

gy June A000
To gssess the correlation of the levels of KES
antibodies with age and parasitemia
To determine (T KEP antibodies aré transferred
from pregnant mothers To their Infants. and o
evafuate KEF anribedy production from birth
thraugh the First vear ef life

Ta develap humarn resources and INFrasTrusfure Te
erhanice Mdlderie ressarch i Gabon.

{f_'}j L T e T G R S L TR T n

Ask

> participants to test whether each of the example project’s objectives is SMART:
- Specific?

Measurable?

Achievable?

Realistic / Resourceable?

Timely?

TRAINER’S NOTESX)
|
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o)
! Terminology ...

" Crowl objectives oereral
e ives.  ypecifie clfectives,
FIFOETS, . SPECITC farets., . sub-
frooty oefe ™

cocate terims not only widely nsad
Bt wesed in dudTerent was,
s There 159 misk ol conlusion,
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Terminology ...

» Drfioe YOUL usiere ol hese ems, and
(heir velatiomship

* Esrablish the hmerarchy of the torms by
hreaking cown each element into its more
specific sub-glanient:

— froamm postl T ehjsatives

Lrcans wbgentves Lo meets toplavael
— otz national)

* |eep the hierarchy as simple as possible

{'H':'.?: LR e e S S R S

Emphasize

> the project team should agree on definitions and understand what is meant by each term
> at times, it may be useful to break down elements into sub-elements
> keep the structure as simple as possible.

TRAINER’S NOTES §
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Establishing the project hierarchy
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Inform
> itis possible, but may not be necessary, to break down an objective into manageable pieces or
“targets”

> the meaning of the expression “use common sense” used throughout this training material is “follow
only what makes sense to you".
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Delining indicators

« Indigators are whid will be mensured 1o
show whether or nol ebjectives have been
achieved and thus whether or not the
projeel weas successiul

= Che 1o three indieators) should be

defined tor each SMART objective o1 for
each target (it there are anv)

{'H':'.?: etk e e R L A et AR St I

Emphasize

> the team carefully defines the indicators that will be measured at the end of the project to show that
they have achieved their objectives
> indicators should also be SMART - use specific terms that can be measured.

TRAINER’S NOTES §

106 Training manual e Trainers e TDR/RCS/PPE/T/07.1



-

TRAINER’S NOTESYX)

Effective project planning and evaluation in biomedical research e Module 3

Example: KEF antibodies levels in humans motorally
exposad Yo mataria (Plasmodium falciparum)

Indicators for each objective;

gy Juns SO05.

Ohjective 1.

To wasoss the correiation of the dpeals of BEF sntfm e with ame
ang’ ba s siie e

IHdiEEhary

Distribution of K57 antibodies according fi age tnd
perrasitamie describad,

£ffj LTI e T R G ST A L R n

Ask

> participants to test whether the indicators in the example are SMART:
- Specific?

Measurable?

Achievable?

Realistic / Resourceable?

Timely?

TDR/RCS/PPE/T/07.1 ® Training manual e Trainers
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Example: KEP antibodies levels in humans msatorally
exposad Yo mataria (Plasmedium falciparum)

Indicators for each objective {cont'd):

Oy Juna ZO0S.

Ohjective 2.

Tidgtermime 7 XER anmibodizs are Transferred Toom pregrios
mothers b thair infan s, and e evaluate KEF annbpay
proguchon fram Birth throwgh the first vear of Nite

Indicohansl

Freqency of KB omtivady transterred 1o the
tfeetrke ieendflad af birrh

' Lavels of KEF andbodies preduced in the finmt pear of lise
descrihed

{:I __;-j L T e T G R S L TR T I

Ask

> participants to test whether the indicators in the example are SMART:
Specific?

Measurable?

Achievable?

Realistic / Resourceable?

Timely?

TRAINER’S NOTES §
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Ask

Example: KEP antibodies levels in humans matorally

exposad Yo mataria (Plasmodium falciparum}

Indicators far each abjective (cont'd):

gy Tume JLHS.

Oyfeetivz 3,

Ta davelop Iomaw respditce 5 Ang arresTrviETire To eiliance mains

refeee i ik sokion

Indicorans©

Z PhO shrdemts frained

& AMSe stodents frodmed

1 post-doctorsl soremtict traimed 0 spaeeil
shills s hnemes

Tronsfer of feshmotogy To dabon fdbernfory by Europeos
fardner (molarie vacoime develmmmet? )

Hlofg ey i muenage ol Ahpeasan of rha eesien

> participants to test whether the indicators in the example are SMART:

Specific?
Measurable?
Achievable?

Realistic / Resourceable?

Timely?

TDR/RCS/PPE/T/07.1 ® Training manual e Trainers
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Chutliningz the main steps

I'he nyain steps are blocks of activitics

which are required to reach che objectives
Lormggdzar any)

. i e
e
Iyriied (LU T
LIFH TR F ) Flan 2y Ll =i i Slasrsleg
: ‘! b S L VL RIS TR L oy L o T LT iy ol e Lo 14
Zrd 3

Emphasize

> main steps are not a breakdown of objectives — main steps are the key blocks of activities identified
in order to reach the objectives
> usually 4-6 main steps can be identified for a project
> one main step may contribute toward achieving several objectives
> for example:
- the main step “site set-up” contributes to achieving both the objective “capacity-building” and the
objective “clinical study”.

TRAINER’S NOTES §
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Example: KEF antibodies levels in humans motorally
exposad Yo mataria (Plasmodium falciparum)

Main steps:
Seeking approve!
Study site preparation
Field studies

* Leboratory eralysis
Dota mandgemant

Reperting
+ Capocihy-Bwilding

£ffj LTI e T R G ST A L R Al

Module 3

Emphasize

> each project should have its own main steps - although the main steps listed in the example may be
common to many biomedical research projects, this is not a template for general use.
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Summary and conelusion

o The desenplion.ol the purposs dnd seops ol the
pralet] s the psiect In contesis iLdefines s
beundarics and outlines the poal. objestives and
midieatenrs 1moo logicul way

= The desenplion bsts e mein sleps Teguired o el
the ohjecrives

« It serves as a basis for presanting the project,
writior ardnt proposils and sceking parteers

%H'E: LR e e S S R S !

Ask

> whether there are any questions at this point
> one of the participants to summarize the main messages given during this presentation
> specific questions to check participants’ understanding so far.

Ask participants to give a brief presentation of their projects:

> ask the participants to present an overview of their project to the group (allow 5 minutes per project
presentation, a maximum of 3-4 slides)

> make sure that everybody has a copy of all project summaries — hand out copies if required.
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Case studics
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Module 3

Ensure

> each group of 2-3 participants has one computer with Microsoft PowerPoint and Microsoft Project
software installed

> all participants understand that case studies are completed in a stepwise fashion and that it is
essential to complete one step before moving on to the next.

Emphasize

> case study activities make up ~80% of the whole course time

> each group will present their work to the others after each step

> participants should carefully follow the various steps described in the Step-by-step guide

> the discussions which follow the presentations are very valuable, as all participants will learn, from
both their own experiences and those of the other participants.

Refer

> participants to the Step-by-step guide for participants, module 3 — Phase 1

> yourselfto the Step-by-step guide for trainers, module 3 - Phase 1, for trainer’s notes to support the
facilitation of the case study sessions.
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Phase 2: Establishing the project
development plan

Phase 1
Define purpose
1a and scope
Phase 3 E;:gj!’e"csth MODULE 3
Implementing/ 3b statement
evaluating Evaluate/
MODULE 5

Outline
main steps

Develop the
ANB NO

¢

%

Phase 2 =
Planning -g
MODULE 4 E

LEARNING OBJECTIVES OF THE MODULE

Module 4 guides the participants to:

> apply the planning steps to their current project and thus begin developing a draft development
plan for their project to be completed once back home with all team members

> compare the value of the bar chart and the network diagram

> be aware of the range, role and value of software available.
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Focus OF THE MODULE

Establishing the project development plan is the second phase of the process of project planning and
evaluation. Module 4 leads the participants through this phase:

> developing the work breakdown structure (WBS)

> defining the sequence of activities

> setting duration and timelines

> defining milestones

> allocating resources

> presenting the plan using a bar chart

> presenting the plan using a network diagram

> reaching agreement on the plan and getting approval.

Module 4 is organized in the same way as module 3, guiding participants through the various steps of
the second phase of project planning and evaluation in two sessions. A short theoretical session is
followed by a real life case study based on the participants’ own projects. Participants work in small
groups on the establishment of the development plan of their project and present it in a Gantt chart
and in a PERT chart.They then share and discuss their draft charts, their experience and potential
issues with the other groups.

DEVELOPING THE WORK BREAKDOWN STRUCTURE (WBS)

The development of the work breakdown structure is a planning tool for identifying, organizing and
grouping the project activities to be completed. As the name indicates, the work breakdown structure
illustrates the work to be done through breaking down each main step into the various activities that
are needed to achieve it. Each of these activities is, in turn, further broken down into the various
required tasks. Each of the tasks is broken down into various sub-tasks, and so on.The level of
breakdown depends on the required level of planning and monitoring.The last elements of the work
breakdown structure are called terminal elements.The sum of all terminal elements is equal to the
whole project work.

The work breakdown structure can be shown in two basic formats: (1) a graphic representing an
organization chart and (2) an outline (see KEP example next page).The structure is developed by:
> listing the main steps of the project

> listing, for each main step, the various activities required in order to complete it

> listing, for each activity, the various tasks required in order to complete it

> breaking down the work until the required level of planning and monitoring is reached

> testing the work breakdown structure to make sure it will accomplish the project objectives.
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KEP example - Work breakdown structure outline

Each main step (approval, study site preparation, field studies etc.) has been further broken
down into various activities and tasks.

1. SEEKING APPROVAL
1.1. Protocol, case report form, informed consent development
1.2. Protocol, case report form, informed consent finalization
1.3. Ethical approval
1.3.1. Local
1.3.2. WHO
1.4. Transfer of funds

2. STUDY SITE PREPARATION
2.1. Arrangement of transport
2.2. Recruitment and training of field staff
2.3. Provision of required equipment/material

3. FIELD STUDIES
3.1. Cross-sectional study
3.1.1. Recruitment of volunteers
3.1.2. Blood collection
3.1.3. Axillary temperature measurement
3.2. Longitudinal study
3.2.1. Recruitment of pregnant women
3.2.2. Etc......

DEFINING THE SEQUENCE OF ACTIVITIES

Once the work breakdown structure outline is established, the sequence is defined.The sequence of
activities is the order in which activities will be completed. This order depends on the links established
between activities and on how activities depend on each other.

Activity dependencies are identified for each terminal element.They are expressed by terms such as

"o

“activity X starts as soon as possible] “starts in the same time as activity Y/ “finishes at the same time as

activity Y’ “starts at the same time as activity Y with a delay of X days “starts at the same time as
activity Y with an overlap of X days’ “finishes at the same time as activity Y with a delay of X weeks” etc.
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KEP example - The sequence and dependencies of each terminal
element of the work breakdown structure

1. SEEKING APPROVAL
1.1. Protocol, case report form, informed

consentdevelopment ................................... start as soon as possible
1.2. Protocol, case report form, informed
consent finalization........................... ... ... ... starts after 1.1 is finished
1.3. Ethical approval
1.3.1. Local .. ... . . starts after 1.2 is finished
132, WHO ... starts after 1.3.1 is finished
1.4. Transferoffunds............. . ........ . ... . ... ... .. starts after 1.3.2 is finished with

3 weeks of delay
2. STUDY SITE PREPARATION

2.1. Arrangement of transport ............................. starts after 1.2 is finished
2.2. Recruitment and training of field staff ... ... ... .. starts after 2.1 is finished
2.3. Provision of required equipment/material......... .. starts after 1.4 is finished

3. FIELD STUDIES
3.1. Cross-sectional study

3.1.1. Recruitmentofvolunteers........................... starts after 2 is finished

3.1.2. Bloodcollection ..................................... starts at the same time as 3.1.1

3.1.3. Axillary temperature measurement ................. starts at the same time as 3.1.1
3.2. Longitudinal study

3.2.1. Recruitment of pregnantwomen.................... starts after 2 is finished

Etc......
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SETTING DURATION AND TIMELINES

Once the work breakdown structure is outlined and all terminal element dependencies are set, the
duration and timelines of activities are estimated. Their start and finish dates depend on the start date
of the project, the activities’ duration, their links and dependencies and the potential constraints (such
as a particular activity having to occur at a particular date). It is important to note that duration and
timelines can only be, at this stage, an estimation and therefore may/will change during the
development of the project as unexpected events occur. However, timelines should be as realistic as
possible and their estimation should be based on a careful analysis of the work to be done, available
resources and other factors that may influence them (such as the malaria transmission season for
example). This allows the project team to think through all the required activities, to best organize
them and to assess the feasibility of the project. It is also valuable for anticipating, identifying and
addressing potential time conflicts and other logistical issues.

Duration and timelines are set by:

> defining the start date of the project

> estimating the duration of each terminal element (on which depends the duration of the other
elements)

> setting the start and finish date of activities in accordance with the start date of the project,
the activities' duration, their links and dependencies and the potential constraints.

DEFINING MILESTONES

Milestones are key events, achievements or decisions in the development of the project.They are
chosen strategically and judiciously in order to provide a means of measuring the progress of the
project. They map out the main steps of the development of the project and reflect its progression.
They are easily measured and are used for project monitoring. Milestones are defined during the
planning phase of the project before the project implementation starts.

Milestones can be:
> an achievement such as “protocol finalized on day X’ “database validated and closed on day X/
“site visit completed on day X’ “training of laboratory staff completed on day X"
> the beginning of a key activity such as “recruitment started on day X/ “data analysis started on day X"
> a key decision such as “ethical clearance approved on day X7 “decision to start clinical trial on day X"

Module 4
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KEP example - Milestones

Ethical approval obtained and transfer of funds made by October‘02
Cross-sectional study ready to start by November ‘02

Sample collection and follow-up of cross-sectional study completed by January ‘03
Longitudinal study ready to start by November‘02

Recruitment of pregnant women completed by February ‘03

Sample collection and infant follow-up in longitudinal study started by May ‘03

All collected samples sent for analysis by October ‘03

Longitudinal study completed by December ‘04

Laboratory analysis completed by February ‘05

Final report sent to donors by June ‘05

SR CE S NN

—_

ALLOCATING RESOURCES

It is important to identify and allocate, during the planning phase, all required resources related to
responsibilities, cost and financial contributors.

The first stage in allocating resources is to define who is doing what.The responsible party may carry
out the activity or may choose to contract it out. Once responsibilities are allocated, the cost of
activities can be identified or estimated. It is then important to agree on who pays for what (financial
contributors).

Resource allocation must be established and agreed by all involved parties before the implementation
of the project starts.

PRESENTING THE PLAN AS A BAR CHART — GANTT CHART

Activities are represented by a bar on a calendar.The length of each bar corresponds to the duration of
the activity and the position of the bar indicates when activity occurs. Duration, start date, finish date,
responsibilities, cost and stakeholders can also appear in the chart. Gantt charts give a clear visualization
of activities and their timing (chronology, duration). They highlight the possibility of several activities
occurring at the same time.They also show milestones and decision points.

Gantt charts can be established using a simple matrix, with activities listed vertically and a calendar
set horizontally.
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Specific planning software such as Power Project, Microsoft Project are available. Once data such as
activities, dependencies, duration, timelines and resources are entered the Gantt chart is automatically
designed.These software packages facilitate the updating of the plan and allow a rapid visualization of
the impact of changes.

During this module, participants have the opportunity to establish a draft Gantt chart for their project
using the basic features of Microsoft Project.

The chart is developed by:

> entering the work breakdown structure

> entering the duration of each terminal element

> entering dependencies and links

> entering start and/or finish constraint dates

> defining milestones

> entering resources

> formatting the chart as appropriate

> assessing the feasibility of the development plan.

PRESENTING THE PLAN AS A NETWORK DIAGRAM — PERT CHART

PERT charts (Programme Evaluation Review Technique) are network diagrams in which activities are
represented by boxes linked to each other by arrows. PERT charts show the flow of activities (from the
left to the right side of the diagram) and their relationship. Decision points, timelines and resources
can be included.

PERT charts give a clear and simple view of the project sequence and activities’ dependencies. It also
facilitates the identification of the critical path.The critical path is the path through the network
diagram that determines the shortest time within which the project can be completed. A delay of any
activity on the critical path will provoke a delay in the whole project.The information provided in a
PERT chart is complementary to the information obtained through Gantt charts. Gantt charts focus on
the chronology (the time at which activities happen) as PERT charts highlight the logic (how activities
depend on each other).

A PERT chart is developed by:

> drawing a start point on the left of the page and a finish point on the right of the page

> drawing a network of activities represented by boxes linked to each other by arrows and including
key decision points represented by a diamond shape

> testing the logic of the network and ensuring that it will accomplish the project objectives

> adding activity timelines under each box, resources (optional), and a legend for the decision points.
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REACHING AGREEMENT ON THE PLAN AND GETTING APPROVAL

Although these tasks cannot be implemented during the course, the importance of this step should
be highlighted at this stage. A development plan is only complete when it has been formally agreed
by all the parties involved and approved by the relevant management groups. This ensures ownership
and commitment that will be crucial for effective project implementation on time and within agreed
standards and budget.

IN BRIEF...

Establishing a project development plan brings together all the information on the project (who does
what, when, according to which standards, how much it costs and who pays for it). This is presented in
a clear manner (usually by a Gantt chart and/or PERT chart) so that it is understood and agreed by all
the parties involved.The development plan is not fixed. It is dynamic and must be adapted to fit new
situations.The development plan is a management tool and must be used throughout the whole life
of the project. Its regular updating is essential for effective project implementation, monitoring,
evaluation and reporting.

REAL LIFE CASE STUDY
Participants continue to work on their own project.

1. Exercise and reflection in small groups

Participants develop a draft Gantt chart and a draft PERT chart for their project following the steps
described above and using the Step- by-step guide.They also receive guidance from trainers as
needed.

2. Discussion and generalization in a plenary session
Groups present and discuss the drafts they have developed and share their experience and reflection
with each other. Potential issues and suggestions are discussed.

124 Training manual e Trainers e TDR/RCS/PPE/T/07.1



-

TRAINER’S NOTES §

Effective project planning and evaluation in biomedical research e Module 4

Cowal piesrins iu
Blanecnal revrirnch

MOLMLE 4. A N‘:ﬁ !
ekt

Establishing the

project development

T
Hirffairg dw fiffea's
purpraeiad wage
AL !

——
L ledaernins

FTOREH TTFI TN

s 4

--".r_:!.,,-iI BB ra P e el e gy silm

Key messages to deliver through module 4:
> follow what makes sense to you

> be systematic

> keep it simple.

Ensure that the project management software (Microsoft Project) is installed on the computers,
although participants should not touch their computers during the software demonstrations.

Summarize which steps of the process have been covered thus far:
> project statement has been defined

> goal, objectives and indicators have been defined

> main steps have been outlined.

Module 4

Ask

> whether participants have any questions or comments about what has been covered up to this
point

> one of the participants to summarize the main messages given during the last presentation

> specific questions to check participants’ understanding so far.
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sitpation of the modole within the
planning and evaluation process
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Inform

> where we are in the project planning and evaluation process: module 4 focuses on phase 2.
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Developing the work breakdown sirnciure (WIHES)
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Inform

> the work breakdown structure (WBS) is the breakdown of all the work that needs to be completed

in various activities and sub-activities.
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Worli breakdown structure: a graphic
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Emphasize

> the work breakdown structure is a breakdown of the work into various activities required to
complete it:
— each activity can then be further broken down into the various tasks required to complete it
- each task can be broken down into the various sub-tasks required to complete it
- etc.
— when do you stop the breakdown process? — at the level at which you are confident that you can

estimate resource/time/budget

> individual team members can further break down the activities they are responsible for, if that is

helpful.

Explain
> whatis a terminal element? - i.e. the last and most detailed element of the work breakdown

structure - terminal elements depend on the level of detail to which the work is broken down -
this level of detail depends on the required level of monitoring.
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YWork breakdown structure: an outline
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Emphasize

> this is a different way of presenting a work breakdown structure, showing that activities can be
broken down into tasks, tasks can be broken down into sub-tasks, etc.

Module 4
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Emphasize

> the main steps are in red
> the activities are in blue
> the tasks are in black italics.

Check

> that all participants understand what a work breakdown structure entails before moving on to the
next slide.
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Defining the sequence of activities

= TRelrieng the cerderig, ol senviics
- W lulvesiviie: Blan, s
= lidalvativings giad wo-besrplensd e Teig e vlog o o
enr
Fhe....
v Drstinine activioe copendernicieaTinks
Bl SRy B T
farbin the wrne Vs e o b e s
alarbin 2 Wt pe e obel b sl S8 days
b T RTINS U | DR W R R T TR | ] it i
— Ll

--".r_:!.,,-iI BT o TR P LT T O [ WU 1 LI T

Emphasize

> in determining the sequence of the activities, participants have to give each activity some thought
and take into account all factors that may affect the delivery of this task or activity — for example,
school holiday dates if a study involves a survey of students in the school setting.

Advise

> participants to ask themselves the following questions as they go through the exercise:

is this activity dependent on another activity?

can this activity start at the same time as another selected activity?

must a particular activity take place on a particular day or during a particular period? - if so, this
is known as a constraint

etc.
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efining the sequence of activities
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Emphasize
> the sequence of activities can be presented in a table.
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Example: KEP ontibodies levels in humans navuraily
exposed To mafaria (Flasmodium faolciparum }

Lo enkilad mjigidisl
11

12

L3 FalieaTajipiaeaal
LRl

RA v

Afr i ¥ 18 oy T

I Teerryibaraeankd
28 Prukks

4, el atd e

Ll Lrows sl vdy
T e L L L LR

el iapeenal g e e i e

Pidfrebl, Eives rapea Torm (UGrn conee s cie IONTENT .. TN T 1007 jio b
i el ik el B nitfsiilied onjecsl oalbdbicd. .., ey adls LB ol

HE O T L0 TR L, TR BT
supeer gty D R i

PP 110 L] [ECT . S8 1O YT T

Pl 2w ki il alr e

coalarda alles 132w fiialirnl

sl idier 2.1 i Tl

e eturtE e ki findslnal

PRI PRI P P
AT DAN SRR e e
T L LT L - R

e g

shapmntnr play

Focus

> on one specific main step and its breakdown structure
> for example: “1.1. Protocol development”can start as soon as possible — however, “1.2 Protocol
finalization” can only start when protocol development is completed — therefore activity 1.2 is

dependenton 1.1.
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Setting duration and timelines
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IT@’ Emphasize

: > the timelines are estimated and must be as realistic as possible

(- > all factors that can impact on timelines must be considered, e.g. when does the ethics committee

o meet to review applications for ethics clearance?

= > this exercise is extremely valuable in identifying potential clashes and other logistical issues, such as
< 7] the time it will take to get samples from the field to a laboratory in a different country for analysis.
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Defining milestones
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Emphasize

> project teams define their own milestones

> scientific outcomes should not be identified as milestones — milestones are only events/decisions
about the process - for example,“safety of drug A evaluated”is a milestone, whereas “drug A is safe”is
the scientific output (indeed, even if Drug A is shown to be not safe, this does not mean that the

study was not well implemented)

> the progress of the project will be followed and measured by checking whether milestones have

been achieved - it is therefore important to choose them carefully and judiciously

> milestones should be identified throughout the project’s lifetime — they map out the whole project

development - there should be around 1 to 3 milestones per main step.

Provide examples

> “Preparation of study completed” > “Interim analysis completed”

> “Start of recruitment”

> “Go/no go decision”

> “Ethical approval obtained” > etc.

Module 4
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Ask
> participants to define some milestones for the example before showing them.

Remember

> milestones can be a difficult concept to understand
> this exercise helps participants to understand the concept of milestones properly.
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Ask

> whether there are any questions or comments about determining the sequence of activities,
dependencies, constraints and identification of milestones.
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Allpcating resomrees
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: > we should ask ourselves the following questions:

- - whois going to doit?

o - how much is it going to cost?

= - who is going to pay for it/are there funds for this activity ?
< wn > if we are not able to answer the questions above, the activity/task should be broken down further.
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Presenting the plan as @ bar chart: Ganit chart
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Inform

> having identified the activities, the sequence of these activities, the responsible person(s) and other
required resources, participants begin to generate a Gantt (bar) chart and a PERT (network) chart —
these planning charts were briefly discussed during module 2

> itis important that the project’s purpose and scope and the project activities are clear before
participants begin to use the software - the difficult task is to think through the project and
organize it, the software is only a tool — you can use the analogy of using Microsoft Word to write
areport.

Emphasize in the Gantt chart:

Module 4

> an activity is presented as a bar on a calendar

> the length of the bar corresponds to the duration of the activity

> the milestones and major decision points can be shown

> it can be done manually with pen and paper or by using a software such as Microsoft Project.
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Caantt charts

liach activity 15 represented by bhacs an a calendar,
sl g clenr visoulventim el
* The seajuenie ol (hese aolivilizs
* Thun durdlion
» The mulestones
» The responsible porson for aetivity joptifagal)
« The cost of activity japdinmed

"Il"-:!'l"? LR UIE R e Bl ey sfm H

-

Emphasize

> the main advantages of the Gantt chart are to present activities as a checklist and clearly show their
sequence.
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Emphasize

> the column presenting the work breakdown structure

> the column presenting the duration of activities

> the columns presenting the start and finish dates of activities
> the bars representing activities on the calendar

> the milestones.
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Presenting the plan as a network diagram;
PERT chant
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Emphasize

> the PERT chart is a different way of presenting a project - it is a network diagram and it is more
visual and intuitive - the type of information provided by a PERT chart is different from and
complementary to the Gantt chart

> activities are presented by boxes linked together in a logical way

> sequence of activities is arranged from left to right

> PERT charts can be drawn manually with pen and paper or by using software such as Microsoft
PowerPoint.
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PERT Chart
Programme Evaluation Review Technique

Activities are represented by boxes linked to each other
in a logical order allowing a clear visualization of:
* The relationships and dependencies between
activities
* Which activities are on the critical path i.e.
their delay would lead to the delay of the whole
project (no buffer)
* The milestones
* The responsible person (optional)
* The cost of activities (optional)
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Emphasize

> the main advantages of the PERT chart:
— it shows the logic joining the activities, i.e. the impact of one activity on another
— itis easier to read than a Gantt chart and a good tool for communication
— it can be presented on a single sheet/chart
— itis complementary to the Gantt chart.
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Inform

> software packages such as Microsoft Project can generate PERT charts or network diagrams from the
information entered to create a Gantt chart

> however, using Microsoft Project to create a PERT chart is not recommended - such charts can be
very complicated and miss key additional information not included in the Gantt chart

> in this example, the PERT chart was created using Microsoft PowerPoint — any drawing software can be
used to create such a chart

> Microsoft PowerPoint and other drawing softwares allow the PERT chart to be customized by using
different shapes and colours

> each group will create a PERT chart for their specific project.
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Go through the chart and explain how to present it

> beginning from the start of the project on the left

> showing where we want to go: the goal on the right

> emphasizing the main steps we need to go through in order to move towards the goal (blue boxes)
> briefly showing all activities required to achieve the main steps.
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Avreeing on the plan and getting approval
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Emphasize
> the importance of involving the entire team in the planning process and getting unanimous

agreement about the plan so that all team members “buy into” the project objectives and processes —

this allows team members to feel responsible for the completion and success of the project.
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Summary and conelusion

* Establishing a project development plan involves
bringing together all the information on the project
(who does what, when, how much it costs and who
pays for it), and then presenting this in a manner
(usually Gantt and/or PERT Chart) that is understood
and agreed by all the parties involved

* The development plan is not fixed: it must be
adapted/revised to reflect the realities of the
development process as it proceeds

* The development plan is a dynamic tool and it must
be used throughout the whole life of the project
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Emphasize

> the plan must and will be amended and updated as changes occur

> project managers need to obtain endorsement of the updated plan from the entire project team

> the plan is a key tool for effective implementation, monitoring, evaluation and reporting of the
project.

Ask

> one of the participants to summarize the main messages given during this presentation
> specific questions to check participants’ understanding so far, e.g. “what is a milestone ?”
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Inform

> a software demonstration is conducted before participants go through the case study steps

> after the demonstration of Microsoft Project by the trainer, participants work in their groups and
come up with a work breakdown structure, determine the sequence of the activities, identify
constraints and dependencies and finally come up with a Gantt chart

> participants should carefully follow the various steps described in the Step-by-step guide

> after the demonstration of Microsoft PowerPoint, participants develop a PERT chart for their project

> each group presents their work to the rest of the participants, with time for discussion and
comments.

Module 4

Refer

> participants to the Step-by-step guide - module 4 - Phase 2

> yourself to the Step-by-step guide for trainers - module 4 - Phase 2, for trainer’s notes to support the
facilitation of the case study.
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MODULE 5

Phase 3 : Implementing, monitoring,
evaluating and reporting

Phase 1
Define purpose
1a and scope
Phase 3 E;:gfehcsth MODULE 3
Implementing/ statement
evaluating
MODULE 5

Outline
main steps

2a
Develop the
WBS (work
breakdown
structure)

Allocate
ressources

Sequence
the activities
and set
timelines

Phase 2
Planning
MODULE 4

LEARNING OBJECTIVES OF THE MODULE

Module 5 guides participants to use the complete, agreed and approved development plan effectively to:
> implement the project on time, under agreed quality standards and within budget
> monitor the development of the project carefully and regularly and report on its progress

Module 5
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> adapt to new situations and make arrangements for the changes needed
> close the project when its development ends
> evaluate the success of the project and report.

Focus OF THE MODULE

The process of implementing, monitoring, evaluating and reporting is the third phase of project
planning and evaluation. Module 5 takes the participants through the various steps of this phase
focusing on key aspects that participants will have to consider once back home while implementing
their project and applying the project planning and evaluation process.

The module covers:

> starting implementation

> monitoring

> updating the plan regularly

> closing and evaluating the project
> reporting.

As in the two previous modules, module 5 is structured in two sessions. The first session is short,
theoretical, and presents the various steps of phase Ill. The second session is practical and is based

on real life case studies.The case study leads participants (1) to clearly define the project team and its
members’ responsibilities and to establish a communication strategy to allow effective coordination
of the project team and careful and regular monitoring; and (2) to establish the project reporting
process (types of report, frequency, content). Participants first work in small groups, as for the
previous modules and then share and discuss their results and experiences with the other groups in
the plenary session.

IMPLEMENTING, MONITORING AND UPDATING THE PLAN REGULARLY

Starting implementation

When the project development plan is complete, agreed by all involved parties and approved by
relevant management groups, the implementation of the project may start. It can be very helpful to
use a formal project development team meeting to launch the implementation.The team members
review the project statement, objectives, indicators and the complete development plan.They
address potential issues and set up a mechanism of communication ensuring teamwork during the
implementation phase. Once everything is in place the project manager needs to ensure, using the
development plan, that the work starts on time and follows the agreed standards of performance.
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Monitoring carefully and regularly
Monitoring occurs in three stages: (1) checking and measuring progress; (2) analysing the situation;
and (3) reacting to new events, opportunities and issues.

First stage

Monitoring focuses on the project’s three main characteristics: quality, time and cost.The project
manager coordinates the project team and is always aware of the status of the project. When
checking and measuring progress, the project manager communicates with all team members to find
out whether planned activities are implemented on time and within the agreed quality standards and
budget.The achievement of milestones is measured and reflects the progress of the project.

Second stage
The second stage of monitoring consists of analysing the situation.The status of project development
is compared to the original plan,and causes and impact of potential deviation are identified.

Third stage

It is important to anticipate and react quickly to new situations, any new event, opportunity or issue
and to identify the necessary actions to be taken. If appropriate, various options are considered and
discussed with the project team and a decision is taken on the path to pursue.

Updating the development plan as required

The plan is dynamic and should always reflect reality. Each time that a deviation from the original
development plan is identified, whether or not it requires any further action, the development plan
is revised accordingly, reflecting the new situation and showing the impact of the deviation on the
whole project development. This is crucial for effective implementation and good communication
with the project team and with donors. It also facilitates the management of the project budget and
finances.

To update the plan:

> involve the whole project team

> revise the development plan (including costs) according to the new situation and to any new
decision

> circulate the revised plan highlighting the changes and their impact on the project development
to the whole project team for comments and endorsement

> gain approval from other relevant parties as appropriate.

Module 5

TDR/RCS/PPE/T/07.1 @ Training manual e Trainers 153



Lo
o
S
S
=)
=

Effective project planning and evaluation in biomedical research e Module 5

REPORTING AND EVALUATION OF THE PROJECT

Closing and evaluating the project

Each project has an end and should be formally closed. When the development of the project is
completed the project team meets and evaluates the project.The project evaluation focuses on the
three main characteristics of the project: quality, time and cost. Has the project been developed on
time, within the agreed quality standards and budget? The indicators are measured in order to assess
whether the project objectives have been met.The financial accounts must be closed.This is also an
excellent opportunity to learn from the project’s experience and for team members to share the
lessons learnt.

The project is closed and evaluated as follows:

> close the project’s financial accounts

> ensure all objectives are met by measuring the indicators and by checking if activities were
accomplished to the required standards, on time and within budget

> share the lessons learnt.

Project reporting

Project progress and final reports should not be confused with scientific reports. Project progress and
final reports contain information on the development of the project whereas scientific reports include
the results of the project research.

Project progress and final reports are usully written by the project manager.They are crucial tools not
only for effective communication within the project implementing team but also with management,
partners and donors. Progress and final reports focus on the three main project characteristics: quality,
cost and time. Progress reports describe the progress of the project towards meeting its objectives
and the final report describes the project’s success in meeting its objectives. Progress and final reports
contain (1) a technical section indicating whether activities were accomplished on time and within
agreed quality standards of performance and (2) a financial section indicating whether activities were
accomplished within budget and including a detailed review of finances.

Progress reports include:

> the purpose and scope of the project

> project progress, looking at the milestones and focusing on the quality, time and cost aspects of the
activities

> deviations from original plan and reasons
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> the revised plan
> the financial report
> the revised budget, if applicable.

The final report includes:

> the purpose and scope of the project

> the project evaluation (quality, time, cost) using indicators
> deviations from original plan and reasons

> the financial report

> a list of publications, if applicable

> conclusions.

IN BRIEF...

A development plan is a dynamic management tool and needs to be regularly updated to reflect the
status of the project development. An agreed, realistic and updated plan is essential if the project is to
be completed on time, within required standards and budget, for good communication within the
team and with outsiders, and for clear and accurate reporting on and evaluation of the project.

REAL LIFE CASE STUDY
Participants continue to work on their own project.

1. Exercise and reflection in small groups

First, participants develop a modus operandi allowing effective coordination of the project team, good
communication, and careful and regular monitoring of the development:they define the team, roles
and responsibilities; they describe the various ways of communication to be used; and they develop
the main items to be discussed during project development team meetings or teleconferences.

After this, they establish the project reporting process (types of report, frequency and content).
2. Discussion and generalization in a plenary session

All groups present and discuss their drafts and share their experience and reflections with each other.
Potential issues and suggestions are discussed.
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Key messages to deliver through module 5:

> adevelopment plan is DYNAMIC

> it must be regularly updated so that it can be used as a tool for implementation, monitoring,
evaluation and reporting

> itis a good communication tool.

Summarize which steps of the process have been covered thus far:
> project purpose and scope have been defined
> a draft project development plan is available (Gantt chart and PERT chart).

Ask

> whether there are any questions or comments about what has been covered up to this point
> one of the participants to summarize the main messages learned so far
> specific questions to check participants’ understanding so far.
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TRAINER’S NOTES §

Emphasize

> itisagood idea to have a project team meeting to launch the project, review/revise/complete the
plan, formally agree on it and kick off the project

> the team members should all understand the whole project and how their individual task(s) affect
its development

> the team members must feel responsible for the completion of their tasks to the agreed standards
and following the agreed timelines.
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Monitoring the project
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Emphasize
> lack of constant monitoring is risky for the project

> constant communication among the team members is essential for monitoring the project.
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Monitoring the project: steps
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Emphasize

> while the project manager is responsible for monitoring, the whole team should also be involved in
the process - communication is key.
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Monitoring the project
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Emphasize

> the achievement of milestones is a key criterion in the monitoring process
> the three parameters — quality, time and cost of activities— must be looked at when checking
progress:
— are activities on track?
— is the project on or under budget?
— is the work being performed to the agreed standard?
- were milestones reached?

> once progress has been measured, one can then analyse the situation and react promptly and
appropriately.

Module 5
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Remember
> this is an important slide.

Emphasize

> if the plan is not regularly updated it becomes useless, and the opportunity to use the plan as a
management tool during the lifespan of the project will be lost.
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Emphasize

> important changes occurring during the study may require endorsement by management and

relevant parties such as donors — for example, if the revision of the plan leads to increases in cost.
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Closing and evaluating the project
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TRAINER’S NOTES §

Emphasize

> the value of evaluation in showing the project’s progress and success to management and
stakeholders

> the value of the documented lessons learned by the project team, which can be used for future
projects and by other researchers working on a similar project.
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Closing and evaluating the project: steps
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Inform

> the financial report forms part of the final report
> the report’s format may depend on the institution(s) involved and/or the funding agency.
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Evaluating the project

Andtcarors 0 Luality

‘rl.

Clost . Time

Lessoms learnt |

TG P A s e e

L
i
e

-

TRAINER’S NOTES §

Refer to the monitoring process

> the progress of the project is monitored by measuring milestones and monitoring the quality, time
and cost of project activities

> the success of the project is evaluated by measuring indicators and checking that activities have
been completed within the agreed quality, timelines and budget.
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Emphasize

> Project progress and final reports are often confused with scientific reports!
> The scientific report is usually included as a separate section of the final report.
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Project reporting
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Project reporting
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Emphasize

> the project report focuses on quality, time and cost when discussing progress or completion of
activities.
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Progress report: content
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Advise

> lessons learned can be included in the internal final report — this will be a valuable source of

information for managing future projects
> the scientific report can also be included as a separate section in the final report.
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Summary and conclusion
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Emphasize
> the need to communicate and consult with the entire team for effective monitoring and evaluation.

Ask

> whether there are any questions

> one of the participants to summarize the main messages given during this presentation
> specific questions to check participants’ understanding so far.
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Case studies
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TRAINER’S NOTES §

Inform

> participants break into groups to (1) define their team (name, expertise, responsibilities in the
project) and the modus operandi for efficient team work and (2) plan the project reporting process

> each group presents their work to the rest of the participants, with time for discussion and
comments.

Refer

> participants to the Step-by-step guide - module 5 - Phase 3
> yourself to the Step-by-step guide for trainers —- module 5 - Phase 3 for trainer’s notes to support
the facilitation of the case study.

After module 5 group presentations are finished

> if you have time (20 minutes), you may want to ask one of the groups to present their entire project
documentation at once, to give an overview of what has been produced during the course.
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Training assessment
and next steps

TRAINING ASSESSMENT

Assessing the training is important. It helps to reflect on the training and to continuously optimize it,
thus ensuring that it is always relevant and beneficial. It also provides participants with an opportunity
to question and to be aware of what they have been learning, how confident they would be with
applying the skills they have learnt once they are back home, and to analyse the way in which they
have been learning them.

The training assessment focuses on the training output and it is based on the following criteria:
> receptiveness to the concept and methodology of effective project planning and evaluation
> ability, willingness and confidence in applying the skills.

NEXT STEPS

At the end of the course participants have applied phases | and Il of the project planning and
evaluation process to their own project. They have defined the statement, goal, objective and
indicators of the project and drafted a Gantt chart and a PERT chart for the project development.
They are aware of the various steps of phase Ill of the project planning and evaluation process and
have developed a modus operandi for monitoring the project, coordinating the project team and
enhancing communication within the team and with donors.They also have developed a reporting
process.

Once back home, the participants will further implement the process of planning and evaluating

their own project:

> they bring the project team together to discuss, complete and endorse the project planning
documents developed during the course
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> such meeting is crucial for:
- setting up formally the project team
- defining clear roles and responsibilities for each team member
- ensuring that the project development plan is realistic
- ensuring good communication within the team and a good understanding of the project

development and ownership

> it is important to keep in mind that the planning and coordination of the project are time-consuming.
Sufficient time should be reserved for these activities

> once the plans are agreed by the team, participants can then start implementing their project and
follow the steps of phase Ill of the planning and evaluation process.
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Key messages:

> make participants feel comfortable about making suggestions and raising objections by telling them

that their input is unique and needed to improve the course
> the training assessment is a continuous process.
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Open discussion

Ask participants to reflect on:

> the content of the course

> the methodology and atmosphere of the course

> the training material

> what they have learnt

> any comments or suggestions they have.

Collect participants feed-back as you will include it in your report.

Assessment questionnaires

Inform that participants and trainers are to fill in an assessment questionnaire during the next 30 min.
Explain the structure, content and scoring system of the questionnaire and how to fill it out.

Ask participants to fill in their assessment questionnaires electronically — during this time you may
want to fill in your own assessment questionnaire.
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Inform

> as a follow-up, each group will have to discuss the plan with the project team and prepare a
revised project documentation to be sent to the trainers 6-8 weeks after the course

> during the follow-up period, the trainer may assist the participants as they apply the skills learnt at
the course in their daily work.

Obtain electronic versions of project documentation and questionnaires

> ensure that the documentation for each project is included in a unique Microsoft PowerPoint file
> obtain the Microsoft PowerPoint files as well as the Microsoft Project file for each of the four projects
> obtain electronic versions of completed questionnaires.

Include all project documentation and the questionnaires in your report
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Glossary terms and acronyms

ciloms

Critical path

Main step

Dependence

Elapsed day (or week)

EMEA

Experiential learning
cycle theory

GAP

GCP

GLP

GMP

QPBR

Council of International Organizations for Medical Sciences

The shortest way through the project plan to complete the project
development.The critical path includes all activities which, if delayed, would
cause the delay of the whole project.

The block of activities required to achieve the project objectives. Main steps
map out the whole development of the project organizing it in work
packages.

The link between activities reflecting their relationship.

In Microsoft Project, elapsed days (or elapsed weeks) are the number of days
(or weeks) to accomplish an activity/task regardless of whether the days
are working days or non-working days. For example, seven elapsed days are

one calendar week, so too are five days one calendar week.

European Agency for Evaluation of Human Medicinal Products (European
Medicines Agency)

The training methodology developed by D.Kolb, based on the theory of
learning through experience and reflection.

Good agricultural practices
Good clinical practices

Good laboratory practices
Good manufacturing practices

Quality practice in basic and biomedical research
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Gantt Chart

Goal

ICH

Indicator
Life case study

Milestone

Objective

OECD

PERT chart

Target

Terminal element

A graphic representation of a project development plan where activities are
represented by a series of bars displayed on a calendar.

A short statement defining the overall aim of a project. It sets the purpose
of the project and defines its contribution in a larger context.

International Conference on Harmonisation of Technical Requirements for
Registration of Pharmaceuticals for Human Use

A measure of the achievement of the project objectives.
A case study based on a participant’s current project.

Key events, achievements, or decisions in the project development.
Milestones map out the main steps of the project and are a means to
measure the progress of the project.

A specific and measurable outcome/deliverable of the project.
Organisation for Economic Co-operation and Development

Programme Evaluation Review Technique (PERT)

A graphic representation of the project development plan where activities
are represented by boxes linked to each other by arrows in a network
diagram.

A specific and measurable deliverable needed to reach a project objective.
Defining targets is optional and might only be needed for complex
projects.

The last and most detailed element of the work breakdown structure of a
project. Terminal elements depend on the level of detail of the plan.

WBS Work breakdown structure - a planning tool for identifying, organizing and
grouping the project activities to be completed. The main steps of the
projects are broken down into the activities needed to complete them.
Activities are, in turn, broken further down into the tasks needed to
complete them, etc.
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