Group Project    1

Running head: GROUP PROJECT
Background

The group was assigned to prepare the project risk management plan and present it for review. All risks have been identified, the probabilities and impacts assessed and responses created. 
Approach


Each team member presented a list of 15 risks.  The risks were then evaluated to determine whether there were any overlaps.  The overlapping risks were then combined and a master risk register was created.  Once the master risk register was created, treatment plans for the risks rated as high were completed.  The risk register is attached as an Excel Spreadsheet.  Unit 3 group project compiled rev 2.xls
Treatment Plans

	Element:
5.  No defined processes
	Risk:  High
	 

	Likelihood:  
0.9

	Impact:  
0.9
	Agreed risk level:  
0.99
	Inherent risk Level:
0.9


	Risk Description(Causes, consequences, implications):
Lack of set standards and processes has the ability to critically impact the project. Each department or person currently has the ability to decide how the task will be done, without any controls.  This can cause problems with the budget, timeline, and quality.  The budget has padding for unforeseen items, but these could cause catastrophic overruns. The schedule has time built in to account for slippage, but lack of standards and process could cause additional items to added to the project.

	Current controls and plans:
There are not currently any formal processes in place for change management, quality assurance, or project management .  Approval  has been at the departmental level. 

	Possible additional actions:
 CEO is hiring a quality manager.  Implement risk management processes, then work with quality manager to define and implement any other processes. Ensure that processes are followed throughout the project.


	Response:
	Effectiveness:
	Cost:

	 
 Hiring the quality manager will allow the processes to be put into place will be done immediately.
	Highly Effective
	$125,000 to $150,000 annually



	Comments and recommendations:
The project manager and all department heads need to work closely with the Quality manager to develop the standards.  Employees at all levels need to be educated on why the standards are being implemented and the consequences of not following the standards.

	Sources of Information and list of attachments:
Project management plan, FDA regulations, employee handbook.


	Element:
#11   The project can go over budget
	Risk:  High
	 

	Likelihood:  

0.8
	Impact: 
0.7
	Agreed risk level:  
0.94
	Inherent risk Level:
.8

	Risk Description (Causes, consequences, implications):
The project can go over budget due to lack of defined processes, unforeseen expenses, and slippages in the project schedule. No additional resources have been allotted, so this will have a catastrophic effect on the project. 


	Current controls and plans:
Current controls are the project budget.  The department managers have the ability to approve changes up to $10,000. 

	Possible additional actions: 
A budgetary committee will be formed to approve any budget changes over $5,000.  The CFO will be the chair person for this committee.   

	Response:
	Effectiveness:
	Cost:

	Put in place a committee for budgetary changes in excess of $5,000
	Highly Effective
	No additional monetary cost.  Committee members will have to balance their workload to include the meeting time in their weekly schedule.

	Comments and recommendations:
The quality manager will need to be made aware of any measures that the committee institute.  This way these measures can be assessed and placed into the company’s overall process plans and guidelines.

	Sources of Information and list of attachments:
Project budget, communications plan, written guidelines from the CEO and accounting department


	Element:
#18 Approval of Processes
	Risk:  High
	 

	Likelihood:  
0.8


	Impact:  
0.8
	Agreed risk level:  
.96
	Inherent risk Level:
.8


	Risk Description(Causes, consequences, implications):
The company is unfamiliar with the governmental regulations concerning the new product.  Because of this, the company is also unfamiliar with the governmental processes for approving the product and at what stages the government needs to inspect or ok the processes/product.  This could cause schedule delays, budget over runs and resource delays.

	Current controls and plans:
Current controls are for each department to read and become familiar with the regulations pertaining to their individual departments.  

	Possible additional actions:
 A training session be held for all key employees to be given by an outside regulatory training specialist.  Once the key personnel are trained, individual employees will then be trained.  Yearly update training would also be required.

	Response:
	Effectiveness:
	Cost:

	 Initial training for employees and mandatory yearly update training   sessions.
	Highly Effective
	$10,000 initial cost and $4,000 annually

	Comments and recommendations:
Regulatory training requirements would need to be added to the quality management plans being instituted by the quality manager.  they would also need to be added to project management plans and schedules.

	Sources of Information and list of attachments:
FDA regulations, quality assurance plans

	Element:
1. Company unfamiliar with government regulations and Labor Laws.
	Risk:  High
	 

	Likelihood:  
0.9

	Impact: 
0.9
	Agreed risk level:  
0.99
	Inherent risk Level: 

0.9

	Risk Description(Causes, consequences, implications):
This is the first project that the company is undertaking which will require Regulatory compliance. To achieve Regulatory agency approval, companies must supply adequate validation certifications to equipment, appropriate documentation that the process performs as stated and efficient training to its employees to ensure proper production of the product safe and effective at time of sale to consumers.  If these things are not accomplished, time delays and budget constraints could occur, also possible denial of the project can occur which could cause catastrophic financial loss to the company as well as credibility with other business peers in the company’s ability to perform and produce high quality products.

	Current controls and plans:
The Company will provide training on Government regulations and compliance laws to the appropriate employees. As the project progresses the company will ensure compliance Audits of the facility, equipment, product production and employee training be conducted regularly to ensure regulatory compliance.  Finally the company will provide reports and documentation to support all validation plans, and process runs to the Stakeholders for review and approval. 

	Possible additional actions:
The company can request external audits by regulatory agencies both domestically and internationally to provide feedback as to whether the company is in good standing to market its product in both the USA and/or Internationally

 

	Response:
	Effectiveness:
	Cost:

	 
 These recommendations are sound and effective because it puts a moral as well as a personal responsibility on the company to produce the best quality products.  External Audits puts the company at an advantage because it an unbiased and realistic point of view of the company’s readiness to market its product.
	Highly Effective
	Roughly $150,000.00 To $250,000.00

	Comments and recommendations:
I would strongly recommend that the company invest in understanding government regulations as they apply to our product because it could mean the difference between gaining government approval to market our product.  I also encourage external audits because it can provide potential broader markets to tap into thus resulting in higher revenue. 

	Sources of Information and list of attachments:
http://www.fda.gov/cdrh/devadvice/31.html : Center for Devices and Radiological Health, 

Retrieved Jan 24,2009: Is My Product Regulated by FDA's Center for Devices and Radiological Health

	Element:
9.  Stakeholders unfamiliar with and unconcerned about risk assessment process.
	Risk:  High
	 

	Likelihood:  0.8

	Impact:  0.9
	Agreed risk level:  0.98
	Inherent risk Level:
0.9


	Risk Description (Causes, consequences, implications):
In the past, the Stakeholders have been nonchalant about risk assessment which resulted in the projects encountering various risk and always being substandard quality. An organizational culture that has previously had problems executing projects will be likely to repeat the same mistakes. If the Stakeholders do not follow the risk assessment process, critical risk can be incurred.  These problem areas should be understood and managed as significant project risks. They must be counteracted by specific bold mitigating management initiatives or repeated failures are guaranteed.



	Current controls and plans:
The company will identify all the risk events that can occur on the project.  Then estimate the probability of each event happening.   Finally, estimate the impact in hours or dollars if the event occurs.    Once the project risks have been listed and qualified, then we will prepare a risk management plan for each significant risk item.  The final step would be to formalize this into a risk management activity, establish metrics, and track your our top fifteen risks week by week. Communication to all stakeholders will also be critical to receiving both executive and user support.



	Possible additional actions: 
“Padding “or inflating the original time or cost estimates or activities of a project can be an alternative in stakeholders understanding risk assessment. It is a way to address risk because it is easy to use and it protects against minor risks. The downside to this is that it can lead to longer project timelines and possible higher costs.

	Response:
	Effectiveness:
	Cost:

	Communication to all Stakeholders will be critical to receiving both executive and user support.  Risk can be minimized by providing a detailed communication as well as risk assessment plan and giving frequent updates to upper management user groups can
	Highly Effective
	Successful existence of the company or not 

	Comments and recommendations:
I would strongly recommend that the Stakeholders be educated in Risk mitigation.  Understanding the implications of Risk will ensure adequate budgeting is available, training of employees are conducted and that company produces the highest quality products. This can trickle down to the core of whether the company market share value is robust or not.

	Sources of Information and list of attachments:
http://www.google.com/search?hl=en&q=project+risk+assessment-PERT&btnG=Search, www.uta.edu/faculty/swafford/OPMA3310/Project%20Mgmt%20Part%207%20Slides.ppt –Project Management Part 7 Project Risk Management- Slides 13 and 14, retrieved 24 January, 2009. 

	Element:
12. Project timeline not met
	Risk:  High
	 

	Likelihood:  

0.8
	Impact: 
0.7
	Agreed risk level:  
0.94
	Inherent risk Level:
0.8

	Risk Description (Causes, consequences, implications):
As we know the project needs to be done before the first quarter of the next fiscal year for successful launch of the product within the first quarter. For this reason the project manager cannot afford any delay or the project will be unsuccessful. 

The impact that this will have is extremely high and for this reason a team has put together to work on a solution for this risk to lower the risk of putting the project behind schedule and increase the cost. 

Risk identification and assessment

By failing to meet the delivery time of the product, can be catastrophic for the company and put the whole project as disappointment and capital cost for the corporation.  A team of manager and employees will be put together to ensure that this will not happen. The team will have people that are familiar or qualified to the problem to come with a solution and make sure that this risk will not appear during the process of the project. 



	Current controls and plans:
This product should be divided in different frames and each frame phase should be periodically check and review. Manager should also provide resources to ensure timely completion.  The reason for this action is because for the delivery time to be met is necessary for the team to work on the standards need it to meet the government laws and regulation to be able to meet the delivery time. Share this information with the vendor to be able to build the prototype following all requirements need it for the project to be successful.  Participation for all manager from each department to support each member of the team will be need it to ensure that the project keep moving without delay.



	Possible additional actions: 

  Team member will give feedback to the project manager and quality managers to ensure that the project is on track. The project manager and quality manager will keep the CEO and stakeholders informed of the progress of the project. 



	Response:
	Effectiveness:
	Cost:

	Weekly meetings to go over the schedule, progress made and any problems that might occur
	Highly Effective
	No additional cost

	Comments and recommendations:
The objective for this approach is to make sure that there will not be any delay on the delivery of the project. A formal process and quality assurance procedures will be done to meet all requirements to be able to build a quality product that meets our customer needs.  The responsibilities from the team will be as follow: Manager will provide the adequate training to the team staff and all the knowledge needs it to make sure to meet the delivery time and help launch the product on time.

	Sources of Information and list of attachments:
Project schedule, communications plan



	Element:
17.  Product Line
	Risk:  High
	 

	Likelihood:  

0.7
	Impact: 
0.7
	Agreed risk level:
0.91  
	Inherent risk Level:
0.7

	Risk Description (Causes, consequences, implications):

Lectocomp has never designed and manufactured this device that will be used in different medical products. Therefore, the development of this product line is critical to the success of breaking into this new industry. Because of the lack of experience in the making of this type of product, there could be the consequences of the team not being able to launch this product line. This would cause failure for the company to expand into other industries and would cause loss of future revenue from sales and the development of add-on products. If the product does not succeed, it will also be the loss of opening new markets for the sales team. 



	Current controls and plans:

There are no current controls for this product line because there no processes in place. The plans for this product lines include designing, developing, manufacturing, marketing, selling and distributing the product. The company is using a vendor to make the prototype for the product and will use the prototype to manufacture the product. For the product line risk, we will use risk prevention strategy by using detailed planning, adapting enhanced design standards, formalizing processes and quality assurance procedures, and provide training for team members that need to learn skills needed for the product.



	Possible additional actions: 
An additional action that could take place is the company could do a benchmark of other companies that are in this product industry. By doing this, we could research how other companies work and get ideas of how to get the product line up and running and use information gathered to help organize our processes for the new product line.



	Response:
	Effectiveness:
	Cost:

	Conduct a benchmark, design standards and provide training
	Highly Effective
	$10,000

	Comments and recommendations:
I recommend the company use risk prevention with strategies mentioned above and benchmark other companies to gather information

	Sources of Information and list of attachments:
Marketing survey, quality assurance documents

	Element:
29. Coordination of Teams
	Risk:  High
	 

	Likelihood:  

0.5
	Impact: 
0.9
	Agreed risk level:  
0.95
	Inherent risk Level:
0.7

	Risk Description (Causes, consequences, implications):

Because there will be various members of the project team, there will be the risk of the teams not being able to coordinate their tasks in timely manners. The team members will come out of different departments within the building and have to manage their work from the project with their regular work schedules; therefore, it could be difficult for the teams to coordinate with each other so that each they are available when needed. They will also need to have coordination with the vendor so that they can be of assistance if needed. The consequences of the teams not being coordinated would be complete failure of the project because lack of coordination. This could be detrimental to the scheduling, planning, availability of the team members, and completion of the project.



	Current controls and plans:

The team members do work with each other on other projects and have confidence in working with one another. The plans will involve each team member producing an availability schedule for others members to look at. They will have a group meeting at the start of the project to determine a schedule for the start date, determine what team member is responsible for each task, schedule tasks for each team member with tentative completion dates, and determine milestones with completion dates. After doing this, they will make a calendar that they will distribute to each team member that has these dates on them and itemizes the tasks that need to be done in what order. This should give the team members plenty of time to coordinate their tasks with the tasks of others.

	Possible additional actions: 

An additional action that can be done is distributing the calendar to the vendor to assure the vendor knows the availability of team members and expected delivery date of the prototype. This will give the vendor a chance to synchronize his schedule with the company, and perhaps make his own suggestions for the timeline. This will help the team members to coordinate with the vendor.

	Response:
	Effectiveness:
	Cost:

	Follow communication plan
	Highly Effective
	Negligible



	Comments and recommendations:
I would recommend the team members having a group meeting to make a tentative schedule for the timeline of the product and coordinate their schedules. I will also recommend the vendor gets a copy of the calendar to help with coordination of the prototype.



	Sources of Information and list of attachments:
Project schedule, communications plan, employee handbook
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