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Project Planning

Like any body of work, a software project is a set of detailed tasks performed in a

particular sequence in order to complete and objective or deliver a nal system.

When re-planning a project you have the distinct advantage of being able to see

what went wrong with the previous plan. You should use this hind site to your

advantage. Avoid overstating the obvious. Don't continually remind your client

that "I would never have done it that way", when in essence you may have done it

the wrong way.

Everybody kicks off a project with the best of intentions. They aim to succeed.

Nobody starts a project with the intention of failing. Decisions are made based on

the knowledge, detail and experience available at the time the decision was made.

 

If you are rolling out a system that is part of a larger programme, chances are that

the rst couple of projects in that programme will be breaking new ground and

will run into some dif culty. The subsequent projects are delivered with the

bene t of the previous experience and are therefore more successful. This is not

a hard and fast rule of thumb but it is something that is being experienced in

industry more and more.

A software project generally consists of a number of stages:

1. Requirements Definition

2. Design

3. Build and Assembly

4. Test

5. Operation

Project Planning

https://systeme.ie


Project Planning

Depending on the organization into which the project is being delivered,

terminology can differ but this is essentially your rst stage of putting a plan

together - i.e. list the high level phases of the project.

Under each of these headings there are a number of tasks that need to be

completed in a specific order for the particular stage to be deemed complete.

This is what is often referred to as the work breakdown structure or WBS -

common terms used in industry. This is the next stage, i.e. to list each major

milestone in each stage or phase.

You are now assembling the WBS. Your should really spend most of the time

planning here. Down to the lowest level of detail needed to produce a detailed

plan. Before we commence to building a detailed schedule we need to have the

correct level of detail.

Let's look at a speci c example. Too often when I am asked to review a project

and project plan, there may be a deliverable entitled - "Design Document" and it

is given a single line item on a plan with a xed time. Although this is the

deliverable, I would expect to see what actually happens in order to produce an

approved design document.

These steps are:

1. Draft the Document

2. Issue the document for review

Project Planning



Project Planning

3. Document review duration

4. Update the document post review

5. Issue the document for approval

6. Document Approval duration

7. Document approved

Add into the mix the complexity of some document management systems,

multiple reviewers and approvers and a simple tasks o a plan can take on a whole

new meaning once the detail is understood. It is very important to provide a

visual representation and ensure that the main stakeholders understand the

complexity of the project without overloading them with the detail.
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If there are multiple design documents in a project it is easy to see how a

software project that seems simple on the surface can be presented as quite

complex when all of the tasks within the work breakdown structure have been

de ned. Each document will have a number of steps that need to be considered

when planning.

Very quickly you can be up to hundreds and even thousands of individual tasks in

any reasonable sized project. 

There are no shortcuts here and it takes time and effort to produce the correct

level of detail.  The prime invested at this stage to produce an internal or

breakdown structure win-win bene ts during project delivery of often not

enough time is given to this process during the development of a project plan. 

Project Planning



Project Planning

Once the main contributors to the project and the subject matter experts are

relatively content that we have capture d all of the tasks required, the work

breakdown structure should be distributed to allow everybody to review it in

isolation. Often when reviewing such detail in the presence of one's peers some

detail can be missed. It is important that a xed time is given to afford everybody

the opportunity of a review.

Building the Schedule and Plan

Next Step - Add in the  durations, resources, inter-dependencies and sequencing

 for each task in the work breakdown structure.

Now that the work breakdown structure and task activity de nition is complete it

is time to focus on the duration of tasks who will be doing the tasks in terms of

resources and the sequencing of those tasks.  This will allow us to build or

schedule from the schedule from the schedule week and then produce an

estimate of course of the project.

Task Duration and Resources

Once the work breakdown structure has been reviewed by of the subject matter

experts we can now add in the duration for each task.  Standing at the very

beginning walk from each task within the war for construction to de ne the

duration and task if.  If possible they should be drawn based on information that

is required of of previous projects as if to say how long did the previous or task

take.  Again it is very important here to use accurate information.  
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In terms of estimating the duration for each task some people can hold back a

little and we've always tried to overestimate the time that the task would take.

 On the other hand in order to impress the management from the client other

people will underestimate the duration required to complete the tasks.  If he's off

to the project manager to de ne the best medium point for each task.  We will

discuss risk later in this section on planning and how we can manage risk.

 Depending on the number of tasks and time allocated to this plan,  as the

duration of each task is been assigned the required resources for this task can be

assigned. 

When assigning the resource for each tasks it is important to note the percentage

of that resource's time that is required for the duration of the task. i.e. the

engineer may need 5 days to complete a task but this may not be a full time

activity,

There are no hard and fast rules here and within conventional project

management practice and procedure is the are a number of ways to manage this.

 The numerous project planning tools and applications available today offer many

useful features in terms of having durations and speci cally sources to speci c

tasks in order to develop each project plan. 
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Assigning durations to each task and resources to each task of the skeleton of a

cost estimation together for the project.  It must be noted however that on two of

the sequencing interdependencies and risks have been applied to the plan

because defamation will be incomplete.  Avoid the temptation to provide the

client with of course destination at this point.  Other number of factors are taken

into account such a is risk sequencing resource availability and interdependence

of of are tasks the cost estimation can be quite different. 

Sequencing and Inter-dependencies

When the work breakdown structure is assembled it is obvious to see some tasks

that were naturally needed to be completed in advance of commencing the next

task.

Once the resources and the inter-dependencies and sequencing of each task are

layed on top of each other the plan will begin to take a very different shape.

 Availability of resources and availability of site systems and site operations may

also have introduced some constraints to the plan and introduced some risks that

will need to be managed.

As mentioned earlier conventional project management software tools and

applications are all the very ef cient in enabling one to visualise the impact of

constraints and inter-dependencies and availability of resources on the overall

shape of the schedule.

This process can be very time consuming and can require multiple sessions with

the right people in order to achieve the best results.

One very important point to note here is that there is no such thing as a perfect

project schedule.  We use the information available to us at the point of

developing the plan and schedule based on what we know at that time.                        
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There are no shortcuts in preparing a detailed project plan and when all other

in uencing factors are considered, the plan is always subject to change.  With this

GxP Software Project Plan, we have provided s solid structure upon which more

detail can be added to suit you r speci c application. If more documents are

required, they can be copied and inserted into the project plan. The only elements

that need to change are the durations and the dependencies both predecessors

and successors.  It is vital to maintain the sequence and structure of the

document.  Each document will go through the following steps on a GxP Project:

Software Projects in a GxP environment are primarily driven by documentation,

it can often be the largest body of work on these projects. Some elements of

documentation development will be quite straightforward to predict but others

can prove to be dif cult. In breaking down the stages of document development

and approval and assigning the tasks to speci c people for a speci c duration,

this will give us something to measure against. As a project manager you can then

track the task and make the right people accountable for delivery. A common

oversight in project planning in the pharmaceutical (typical GxP) environment is

the lack of detail in planning documentation. If you maintain this structure, this

will ensure that you can track and measure progress based on the actual stages of

a document from draft to approval.
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Theses steps are applicable to practically all documents required to be produced

as part of a GXP Software project. These can be but are not limited to Test

Documents, Test Reports, Validation Plans, Validation Reports. If you have any

questions on this topic please email us.

This project plan has been designed and constructed based on over 20 years of

experience in the Pharmaceutical industry and from a number of perspectives.

We have broken down the tasks, dependencies and resources based on typical

project. This has been put together to be as standard as it can be. Every company

and organization will have their own terminology and preference in terms of

project procedures and documentation structure. We have utilised the most

industry standard terminology that will concur with most commonly used terms

in industry today. The validation plan or quality plan is generally the document on

a GxP project that de nes the documents to be used and in what sequence the

design process will follow. Once more there may be slight variations to this from

company to company. We would love to hear from you if there are any elements

of the plan that need re ning. We are also happy to help you apply this project in

your own application.  If you need any clari cation or if you have any questions,

please email us at info@systeme.ie.

This plan can be utilised for new projects but also for reviving projects that may

be in some trouble . You can overlay the tasks, resources, durations and

dependencies into this plan to help put a new shape onto your project. 
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