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Diagnostic Expansion Novel Analytical Development Association (DENADA)
Novel Burn Therapy
			DENADA has developed a novel burn therapy using cell regulation proteins that has great potential for profit with a low risk profile.  Due to the capital investment involved, the clinical trials will be delayed without external investment in the project.  The investment required to start the phase 1-3 trials for FDA licensure will grant investors preferential pricing on the initial product runs and the possibility of longer-term contracts that should repay the initial investment easily.

[bookmark: _heading=h.3znysh7]Business Needs
		The current lack of funds will delay, but not halt, production processes for this treatment for which they will be the sole source.  The immediate investment of our firm, Deutsche Action Network König Executors (DANKE), in this project will allow for accelerated clinicals.  Delaying this investment will progressively reduce the efficacy of such a monetary infusion into the company, and in turn, limit our potential benefit from such an interaction.  The patent gained for all medical uses of this technology, and the planned clinical testing project for the next quarter, with or without funding, make our investment optimal at this time.  In addition, this investment is an expression of trust in these potential partners.  The proposed plan for testing the novel burn treatment by DENADA currently suggests an overall 40% profit margin with a vertical integration into commercial manufacturing with a 30% return on investment.  However, this also increases the need for an initial investment.  For the investment into the clinical trials, $20 million per trial is anticipated (Puetz et al., 2019), with an expected return of $26 million on each investment. Upon completion of the phase 1-3 trials, the net profit should roughly equate to $18 million.  The need for these burn treatments is relatively high with over a million yearly burn victims (WHO, 2018) and a lack of effective treatments for burn.  Due to the shortage of effective burn treatments on the open market, this product is necessary to meet public demand and enhance the lives of those afflicted. 

[bookmark: _heading=h.2et92p0]Analysis of Situation
Due to the large investment that is needed for the initial drug discovery and related costs for the supporting technology, the company of interest, DENADA, has a need for investment in order to capitalize on their patent.  While the funding for the planned production facility has been secured, DENADA is still searching for investors in the clinical trials.  Additional investments may be suggested after the completion of FDA licensure to expedite initial production via the use of a contracted production facility, while the planned production facility undergoes certification.  		Known risks for this project are the failure of one or more trials, the loss of patent exclusivity due to a prolonged testing period, and the failure of the production facility to become certified.  Critical factors for judging project success are trial specific.  Phase 1 trials must be able to identify the highest acceptable dose and method of administration to provide a reasonable safety profile (American Cancer Society, 2017).  Phase 2 trials must conclude that the treatment is effective for the treatment of burns.  Phase 3 trials must conclude that the safety and efficacy against other burn treatments is superior.  These will be determined by the clinical staff with review from our independent review board.  

[bookmark: _heading=h.tyjcwt]Recommendations/Evaluation
[bookmark: _heading=h.3dy6vkm]Based on the criteria of likelihood of 30% or higher return on investment, size of product target audience, and long term commercial viability, DENADA’s burn treatment was determined to be the prefered option.  Therefore, immediate investment in the DENADA novel burn therapy clinical trials with the stipulation of a 30% return within five years is recommended with additional investments assessed on a case by case basis relating to the promotion of a contracted lab for initial production.  Further investment in the project will be evaluated upon the completion of each clinical trial and at the end of each quarter.  Investments for the trials will be allocated upon review of the trial plan and appropriate resources.  Financial observers will monitor the trial progress with input from our scientific experts to determine progress.  Milestone assessments will be conducted at the end of each round of testing, and these assessments will culminate in a capstone decision at the end of the phase 3 trials to determine the need for further funding related to the project.
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Appendix
Simplified Scoring Model 
The research opportunities presented to DANKE were as follows: DENADA’s burn therapy, an inflammation marker identification study from the Chinese Academy of Sciences, and a smallpox therapeutic for the US military.   

	
	
	(A)
	(B)
	(A) x (B)

	Project
	Criteria
	Importance Weight
	
Score
	Weighted 
Score

	DENADA Burn Therapy
	Investment Repayal Likelihood
Target Audience Size
Long Term Viability
Total Score
	3
2
2
3
	3
3
3
3

	9
6
6
9
30

	Inflammatory Marker Identification
	Investment Repayal Likelihood
Target Audience Size
Long Term Viability
Total Score
	3
2
2
3

	4
1
1
2
	12
2
2
6
22

	Smallpox Therapeutic
	Investment Repayal Likelihood
Target Audience Size
Long Term Viability
Total Score
	3
2
2
3
	1
1
1
1
	3
2
2
3
10



