POSITION CLASSIFICATION QUESTIONNAIRE

Department:  

Incumbent:   

Work Schedule/Location:   

Working Title:     Quality Control Manager
Immediate Supervisor/Title:  

Position Summary (briefly describe the general purpose of the position)

The Quality Control Manager will develop, implement and oversee quality assurance and regulatory compliance strategies of the School of Medicine. 

Standard Duty Areas (list primary functions of the position with the percent of time generally allocated to each)

Develop, implement and oversee quality assurance and regulatory compliance strategies of the School of Medicine; monitoring and auditing of clinical trials. Initiate development of standard operating procedures for monitoring and auditing of clinical trials. Ensure trials are consistent with proposals approved by the Institutional Review Board, and in compliance with applicable federal and state laws, statutes and regulations. Lead the design of monitoring programs to ensure human and animal safety. Identify training and educational needs regarding clinical and manufacturing practices and make recommendations. 

Develop and monitor programs to ensure compliance with (Health Insurance Portability and Accountability Act) HIPAA regulations. Identify and rank areas at risk of exposure to Compliance Officer and recommend strategies to address such issues. Develop systems and relationships to support auditing activity in collaboration with the compliance officer; organize panels of experts to assist in reviews and analysis. Identify and report general compliance issues that may arise through the work process; write and revise standard operating procedures.

Review technical publications, articles and abstracts to stay abreast of current regulations and trends, ensure appropriate actions are taken to incorporate necessary revision into workplace environment. Collaborate with and advise the institutional conflicts of interest committee on management plans. Serve as liaison to other institutional monitoring and audit groups. Perform other related duties incidental to the work described herein.

Position Directly Supervises/Leads (name/title) 

Decision Making:   

Budget Responsibility: 
Interaction (describe type and frequency of interaction with internal staff, other departments, visitors, and outside organizations)
 

Accountability (direct responsibility for outcome of projects or decisions made) 

Essential Physical Requirements (list the percent time involved for each that is essential in performing the major duties of the position)

Bending  (%)______Standing  (%)______Walking  (%)______Eyesight  (%)______
Hearing  (%)______Driving  (%)_______Speaking  (%)_____
Repetitious Movement  (%)______
Lifting, weight lifted______

Lift to: waist, _______chest, _______above head_______

Exposure To Harsh or Extreme Conditions (chemicals, cleaning agents, blood and body fluids, extreme temperatures)

Equipment Used In Position (type and percent time)

Minimum Qualifications (knowledge, skills, and abilities needed upon entry into the position)

 Ability to Follow Oral Instruction, Read and Write

 High School, GED or formal educational equivalent

 Baccalaureate Degree, Major: MACROBUTTON NoMacro [Click here and type degree] In Biological Science
Advanced Degree, Type/Major:     Masters Degree in a related field may be substituted for 2 years of required experience.   
 Professional License/Certification:       
 Work Experience, (Length of Time, General and Directly Related)   6 years of experience quality assurance or quality control related to clinical trials.

I have participated in the review of my job and agree with the above description.

Yes_____No_____Comments_________________________________________________________________________________

Required Signature____________________Date________________________________________________________________

As supervisor of this position; I have participated in the review and agree with the above description.

Yes_____No_____Comments________________________________________________________________________________

Required Signature____________________Date_______________________________________________________________



