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[bookmark: _Toc57503631] Background/Context

The world is undergoing an unprecedented times due to the current novel COVID-19 .The World Health Organization is trying to draw lessons learnt from the global impact of other related disease outbreaks in the past.
This project will help researchers and scientists in developing a practical plan for ensuring a vaccine has been approved for human use. The vaccine will be developed in three major stages before approval and being licensed .After approval WHO will grant rights for immunization to commence globally as per the approved routine programs 
 Immunization is a cost-effective method for controlling spread of infectious disease in the public health sector. There are two major types of immunization; routine immunization and mass campaigns. Vaccine distribution will also be closely monitored by all agencies and stakeholders to ensure it is evenly distributed and within the right quality checks.
Different countries may consider developing an introduction plan for lower administrative levels in the country that translates goals and activities articulated at the national level into ones more relevant at sub-national level. 
[bookmark: _Toc57503632]Budget
The proposed project budget covers the general immunization financing from the specific country’s, WHO and donor funding, as applicable
	Vaccine Development Tasks
	Cost ( $ )

	   Planning Stage 
	16,000.00

	   Exploratory Stage
	30,000.00

	   Pre-Clinical Stage
	20,000.00

	Investigational New Drug (IND) Application
	10,000.00

	Clinical Studies with Human Subjects
	25,000.00

	   Phase I Vaccine Trials
	40,000.00

	   Phase II Vaccine Trials
	45,000.00

	   Phase III Vaccine Trials
	48,000.00

	   Approval and Licensure
	55,000.00

	Post-Licensure Monitoring of Vaccine
	15,000.00

	   Phase IV Trials
	20,000.00

	TOTAL
	













[bookmark: _Toc57503633]Objectives

This vaccine development project is meant to provide suggestions and guidelines  for key areas to be considered, and as such, may be missing some items relevant to a particular country or to a particular vaccine introduction, or equally may contain some items that are not relevant. Each country and vaccine introduction will have different characteristics and requirements, and thus each country’s introduction plan will need to be adjusted accordingly. 
[bookmark: _Toc57503634]Target Outcomes 
The Covid 19 vaccine project will include short-, intermediate- and long-term targets all aligned with the Who guidelines and timelines for the vaccine production and distribution which include;
I. Develop new and improved vaccines which are readily available globally.
II. Guarantee a stable supply chain system for the vaccine from all the manufacturers to all countries as required for public health preparedness  
III. Ensure improved human vaccine safety system through surveillance and strengthening management information systems related to production and distribution
IV. Promote well informed vaccine decision-making strategies by all manufacturers. 

[bookmark: _Toc57503635]How will the success of the project be measured?

The success of this project will be determined by the ability of the team to deliver the vaccine in due time with utmost quality and within budget to meet the target outcomes.
[bookmark: _Toc57503636]Output(s)

The project strives to put in place a framework that aims to assess performance and to provide required guidance to track resource allocation on the Covid -19 vaccine project from start to finish by proper planning of the overall process of determining how, when and which project deliverables are required to achieve a successful project. 
[bookmark: _Toc57503637]Governance & Reporting Requirements






[bookmark: _Toc57503638]Resources
Project resource monitoring involves analyzing all indicators against resources allocated for a particular task to ensure accountability and transparency in the COVID-19 Vaccine Development. The major resources assigned in the project will be as shown in the below project excerpt.

	
	Resource Name
	Type
	Initials
	Max. Units
	Std. Rate
	Ovt. Rate
	Cost/Use
	Accrue At

	1
	WHO Representatives 
	Work
	W
	100%
	$55.00/hr
	$82.50/hr
	$0.00
	Prorated

	2
	Scientists
	Work
	S
	100%
	$55.00/hr
	$82.50/hr
	$0.00
	Prorated

	3
	Lawyers
	Work
	L
	100%
	$78.00/hr
	$117.00/hr
	$0.00
	Prorated

	4
	Management 1
	Work
	M
	100%
	$51.00/hr
	$76.50/hr
	$0.00
	Prorated

	5
	Secretary 1
	Work
	S
	100%
	$18.00/hr
	$27.00/hr
	$0.00
	Prorated

	6
	Doctor 1
	Work
	D
	100%
	$71.00/hr
	$106.50/hr
	$0.00
	Prorated

	7
	Nurse 1
	Work
	N
	100%
	$52.00/hr
	$78.00/hr
	$0.00
	Prorated

	8
	Lab Technician 1
	Work
	L
	100%
	$18.00/hr
	$27.00/hr
	$0.00
	Prorated

	9
	Doctor 4
	Work
	D
	100%
	$71.00/hr
	$106.50/hr
	$0.00
	Prorated

	10
	Project Team
	Work
	P
	100%
	$0.00/hr
	$0.00/hr
	$0.00
	Prorated




[bookmark: _Toc57503639]Stakeholders & Communication Strategy
STAKEHOLDER REGISTER
	
	NAME OF THE STAKEHOLDER
	GENERAL ROLE
	ROLE IN THE PROJECT
	TYPE

	1
	Government.
	Increase support for national immunization programs 
	Ensure full collaboration regionally and internationally and provide public awareness as required 
	External

	2
	WHO (World Health Organization)
	Providing supportive information and vaccine analysis
	Approval and licensure
	External

	3
	Project manager 
	Responsible for executing decision by senior management
	Responsible for completing the project development on time
	Internal

	4
	Doctors 
	Assessing  the type of human immune generated by the vaccine 
	Assess prevention of infection by any targeted Pathogen
Conducting randomized studies relating the vaccine from stage to stage 
	Internal

	5
	Researchers 
	Providing a multidisciplinary research based analysis that impact based and results oriented 
	Ensuring publication of science based evidence relating to the vaccine 
	Internal

	6
	Manufacturers and distributors 
	Manufacturing and production.
	Continuous manufacturing, production and supply of approved high quality vaccines.
	External



[bookmark: _Toc57503640]Schedule/Timeframes
A successful project should have a definite start and finish date which are tracked on progress to avoid delays, the table below shows a proposed time allocation schedule for the project.
	Vaccine Development Tasks
	DURATION (DAYS)
	START
	FINISH

	   Planning Stage 
	10
	
	

	   Exploratory Stage
	15
	
	

	   Pre-Clinical Stage
	20
	
	

	Investigational New Drug (IND) Application
	15
	
	

	Clinical Studies with Human Subjects
	10
	
	

	   Phase I Vaccine Trials
	20
	
	

	   Phase II Vaccine Trials
	10
	
	

	   Phase III Vaccine Trials
	10
	
	

	   Approval and Licensure
	5
	
	

	Post-Licensure Monitoring of Vaccine
	15
	
	

	   Phase IV Trials
	20
	
	

	TOTAL DAYS 
	150
	
	






[bookmark: _Toc57503641]Assumptions and Constraints
Assumptions are unforeseen events that are expected to happen during the vaccine development lifecycle. Some of the assumptions considered in this project are;
There will be adequate financing which will be done on time and when required. All the professionals involved will have the required skills know how to develop the vaccine and help in timely distribution to all countries.
[bookmark: _Toc57503642]Major Risks & Minimization Strategies
Risk management tools such as identifying risks, mapping out impacts, planning project responses will be deployed to identify risks and develop a risk register with mitigation strategies against them.
The table below shows some of the foreseen risks and their respective mitigation plans.

	Risk Description
	Owner
	Mitigation Action

	Project going over budget
	Project Team
	Monitor all cost drivers.  

	Vaccine failure resulting in death
	Project Team
	Monitor all test subjects and note physical and mental changes. 

	Allergic reactions in test subjects
	Doctors
	Develop an antidote to the allergic reactions. 

	Drug interactions with Vaccines
	Doctors
	Conduct thorough analysis of testers' drug history and pre-existing conditions. 

	Wrong test administration
	Doctors, Nurses
	Proper training of all professionals involved 












[bookmark: _Toc57503643]PART 2: PROJECT ACTIVITIES & MILESTONES 
	No
	Description
	WHO
	Scheduled Start
	Scheduled Finish
	Predecessor

	1
	   Planning Stage 
	World Health Organization
	11/28/2020
	12/28/2020
	

	2
	   Exploratory Stage
	Researchers
	11/1/2021
	2/12/2021
	2

	3
	   Pre-Clinical Stage
	Researchers and Doctors
	3/15/2021
	4/28/2021
	2

	4
	Investigational New Drug (IND) Application
	Medical practioners 
	4/28/2021
	4/31/2021
	1

	5
	Clinical Studies with Human Subjects
	Researchers and Doctors
	4/31/2021
	5/15/2021
	4

	6
	   Phase I Vaccine Trials
	Researchers and Doctors
	4/31/2021
	5/15/2021
	5

	7
	   Phase II Vaccine Trials
	Researchers and Doctors
	5/15/2021
	5/20/2021
	6

	8
	   Phase III Vaccine Trials
	Researchers and Doctors
	5/21/2021
	5/30/2021
	7

	9
	   Approval and Licensure
	WHO and National governments 
	5/31/2021
	6/10/2021
	8

	10
	Post-Licensure Monitoring of Vaccine
	WHO and National governments
	6/11/2021
	6/20/2021
	9

	11
	   Phase IV Trials
	World Health Organization
	6/21/2021
	6/30/2021
	10
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