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Novel Burn Therapy
		Diagnostic Expansion Novel Development Association (DENADA) is responsible for the creation, development, sustainment, and improvements of Novel Burn Therapy. This burn therapy enhances cell regulation proteins enhancing the healing properties of the body’s largest organ, the skin. The product patent has received Food and Drug Administration (FDA) approval. As such, DENADA has been awarded the contract based on their world class facilities to create the cell enhancing burn therapy product.  
[bookmark: _heading=h.3znysh7][bookmark: _GoBack]		DENADA, receiving the opportunity to create and develop this product for the well-known and leading pharmaceutical company DANKE, headquartered in London England, believes revolutionizing treatment for burn victims is paramount, not only for DANKE, but for the well-being of burn victims. 
Purpose for the project
[bookmark: _heading=h.2et92p0]The project is centered around providing burn victims the possibility to live their best lives without the astonishing costs of other currently available burn therapy treatments. On average, each year, an excess of over one million burn cases are presented throughout hospitals and burn centers in the United States alone. (Centers for Medicare & Medicaid Services, 2019) Of these cases, over forty-five hundred die each year. DANKE’s goal is to decrease this number with the help of DENADA’s world class facilities. Decreasing the fatalities by even twenty-five percent and creating a cost-effective burn therapy treatment provides hope to those severely injured. DENADA is responsible for creating, researching, and enhancing novel burn therapy.   
Project Scope Statement
DENADA’s vision for the development of DANKE’s burn therapy is to have a profound impact on the lives of burn victims. The novel burn therapy is a cell regulation protein salve that has the potential for future incorporation into patented healing wraps. Through the use of novel burn therapy, a burn victims’ quality of life, while possibly not the same as their pre-burn condition, can be a life full of happiness and joy, especially for the family.  
DANKE believes, and fully supports, DENADA’s ability to develop the burn therapy with very few limitations based on milestones and success criteria. It is the mission of DENADA to create not only a pharmaceutical solution, but eventually an over the counter (OTC) solution to treat minor burns without the astronomical costs of emergency room visits.  Average emergency room visit costs were reported as $1,533 in 2014, which increased 7.7% from the previous year with an average ‘typical’ cost of $749 per person (Dahlen, 2019).
Project objectives and success criteria
	Project objectives have been defined for DENADA’s novel burn therapy that directly align with DANKE’s success criterion. These prescribed criteria create a quantifiable measure to DENADA’s success and DANKE’s overall goals and objectives.
The objectives will meet or exceed FDA and Center for Medicare and Medicaid Services (CMS) laboratory requirements under the Center for Clinical Standards of Quality (CCSQ).
· DENADA must submit less than 25 change requests per quarter. 
· Show monthly progress in the area of research and development.
· When applicable, source local businesses and corporation supply-chains, giving back to the local economy and/or providing additional jobs within the community.
Project requirements 
DENADA is required to meet all federal, state, regional, and local regulations, ordinances, and codes pertinent to the successful creation of novel cell therapy treatment. Additionally, DENADA must conform to mixed-use occupancy building code requirements (multi-property), as appropriate for the combined laboratory, manufacturing, and distribution facility. Lastly, all building codes, as well as environmental and safety regulations will be met.  
· Acquire a 250,000 square foot building for research and development (R&D), manufacturing, and distribution 
· Acquire a 75,000 square foot refrigerated storage facility to maintain viability of burn therapy treatment.
· Create Non-Disclosure Agreement (NDA), Mutual Aid Memorandum of Understanding (MOU), Memorandum of Agreement (MOA) agreements with local supply-chain and shipping companies.
· Earn top ratings from the FDA and Centers for Medicare and Medicaid Services (CMS) for product quality.
· Establish a joint venture (JV) with a local leading University research facility, supporting the community and bolstering DENADA’s reputation.
Overall project risks 
There are a number of risks associated with the development of novel burn therapy. The risks outlined provide insight into the perceived risks. This list may not be all inclusive. 
· Regulatory code restrictions and requirements may impact initial time lines throughout the life of the project.
· Design/Construction of the research facility, layout of DENADA’s headquarters, and complications with the refrigeration could be impacted by unexpected weather patterns. 
· Obtaining state/local licensure to develop and manufacture novel burn therapy may be delayed if the permit process is extended through the re-submission of documents.
· Limited supply-chain availability to complete construction/design of facility within prescribed timelines.
· Limited availability of materials needed for novel mix from local suppliers.
·  Availability of funding for scope creep from DANKE if unforeseen issues arise.

Milestone schedule (summary)
Outlined below are the projected milestones for novel burn therapy. The milestones are broken out into two phases, the first phase being the initial release, and the second phase depicting DENADA’s commitment to DANKE and novel burn therapy. 
	Phase 1
	Date

	Design of facility 
	4/6/2020

	Submission of permit documentation
	3/16/2020

	Construction (refrigeration, research facility modifications)
	10/5/2020

	Marketing
	TBD

	Buy-in from Stakeholders and local community
	ongoing

	Staffing the facility
	10/19/2020

	Phase 2
	Date

	Initial release of novel burn therapy to market
	2/6/2022

	Increase R&D with local universities and hospitals
	6/7/2021

	Sustain local and stakeholder buy-in, marketing campaign
	ongoing


[bookmark: _heading=h.2s8eyo1]
Budget or pre-approved financial resources (summary)
DENADA has minimal budgetary restrictions, provided the goals and objectives outlined in project success criteria are met. Provided the goals are met, DANKE has pre-approved a budget for Phase 1 of 1.55 billion dollars. The table below provides a breakdown of expected allocations by DENADA and approved by DANKE. Upon successful completion of Phase 1, DANKE will award DENADA for continued development of novel burn therapy, 1bn minimum per annum to support Phase 2 (continuous).

	P1 (initial)
	Details 
	 Projected Cost (in mn)

	
	Design/construction of refrigeration and research facility
	$750

	
	Permits and regulatory compliance
	$200

	
	Marketing
	$75

	
	Materials
	$225

	
	R&D equipment 
	$300

	
	Phase 1 Total
	$1,550

	
	
	

	
	
	

	
	
	

	P2 (continuous)
	
	

	
	Permit and regulatory compliance maintenance
	$125

	
	Marketing
	$100

	
	Materials
	$400+/-

	
	R&D
	$300+/-

	
	Total
	$925+/-


[bookmark: _heading=h.17dp8vu]
Criteria for project approval 
DANKE is the final authority on all project approval. As such, the following items have been met by DENADA.
· All financial matters have been resolved as it relates to prime and sub contractors,
· All documents supporting novel burn therapy have been submitted to DANKE for final review and archival,
· FDA and CMS facility certification for quality and standards is achieved,
· [bookmark: _heading=h.3rdcrjn]At least twenty-five percent of all phases, design/construction, supply-chain, material distribution, and staff will come from the local economy
[bookmark: _heading=h.26in1rg]Project Authority
Project manager and authority level
Karen Place serves as the project manager for the novel burn therapy project. As the project manager, Karen serves as the liaison between DENADA and DANKE. She is responsible for resource acquisition, cost and accounting management (CAM), and working with local entities to procure twenty-five percent of local talent working the novel burn therapy project. Additionally, the project manager will be authorized two financial analysts and two clerical staff members. Moreover, the project manager will be responsible for meeting any and all sub-task requirements supporting design/construction, mixing, and distribution of the novel burn therapy. 
[bookmark: _heading=h.lnxbz9]Karen Place is authorized to make budgetary decisions without the approval of DANKE up to $50mn. Change management is the responsibility of the project manager. Communicating with DANKE is paramount throughout Phase 1 of the project. As such, Karen Place is authorized by DANKE to contact any employee tied to the project 
Project sponsor or customer and authority level 
DANKE, has designated Scrap LLC., as the project sponsor and designated Mark Scott and Radean Pyle as the sponsors of this project. Scrap LLC is authorized to make decisions based on Karen Place’s assessment, pertaining to the novel burn therapy, on behalf of DANKE.   
[bookmark: _heading=h.35nkun2]
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