POSITION CLASSIFICATION QUESTIONNAIRE

Department: Office of Research and Sponsored Programs/IRB

Incumbent: [Click here and type Incumbent name]
Work Schedule/Location: B102
Length of Time in Position: N/A
Working Title: Director, Human Research 
Immediate Supervisor/Title: Tim Atkinson, Dir Research and Sponsored Programs


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

Provide official legal review and approve all legal documents prepared or sent to the Office Research and Sponsored Programs.  Facilitate negotiations between external publics and the institutions as needed. Consult with university counsel when appropriate. Facilitate the review process by developing sample and master agreements with preferred contract language. Provide regulatory and legal advice and oversight for ORSP and the IRB office. Supervise IRB administrators during review of protocols involving human subjects. Provide legal advice to the IRB concerning matters of conflict of interest, subject privacy and safety and risk/benefits in general. Support the Chairman of the IRB Committee to ensure institutional compliance with applicable regulations, fostering a culture of conscientious concern for the ethical conduct of human subject research, and facilitating the effective and efficient operation of the IRB office.
Standard Duty Areas (list primary functions of the position with the percent of time generally allocated to each)

Review, negotiate and approved contracts, industry sponsored clinical trial agreements, material transfer agreements, and confidentiality agreements. Develop internal agreements as needed. 
Draft contracts and agreements between UAMS and other entities as appropriate and develop and negotiate master agreements. Negotiate with drug company counsel when necessary concerning legal matters to facilitate clinical trial business. Assist with the development of the tracking system.
Assist the Director of ORSP in providing personnel oversight including discipline, guidance and structure for both contracts officers and IRB administrators. Assist the Director in writing and maintaining IRB standard operating procedures. Work with compliance to settle protocol issues 

Assist the Director in maintaining UAMS compliance with federal regulations regarding HIPAA, 45 CFR 46 (the common rule) and FDA regulations and provide regulatory consultation to the IRB and the IRB office. Assist with audits as needed. Perform other duties as assigned. 

Position Directly Supervises/Leads (name/title)

Three IRB Administrators (proj/prog spec)
One IRB Senior Administrator ( proj/prog manager)
One Regulatory Manager (proj/prog manager)
Two Research Project Analysts
One accountant

Decision Making (provide examples of independent judgment and decision making authority and impact of decisions) 

Legal review processes and IRB workflow responsibilities.


Budget Responsibility (describe direct/indirect financial responsibilities of position, including approximate dollar amounts)

Manages IRB budget both state appropriations of $161,000 and $350,000 in service funding.  Including budget request to maintain an adequate department budget.
Interaction (describe type and frequency of interaction with internal staff, other departments, visitors, and outside organizations)
 

Interacts with almost every department on UAMScampus, as well as faculty and staff at the VA, ACH, involved in human research studies.  Federal regulators, agencies, and general counsel at the UA systems office.


Accountability (direct responsibility for outcome of projects or decisions made)
Directly responsible for duties as described above.
Essential Physical Requirements (list the percent time involved for each that is essential in performing the major duties of the position)

Bending  (%)_____Standing  (%)_____Walking  (%)10 Eyesight  (%)25

Hearing  (%)20 Driving   (%)_____Speaking  (%)_25

Repetitious Movement  (%)20

Lifting, weight lifted_____

Lift to: waist, _____chest, _____above head

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

None
Other: MACROBUTTON NoMacro [Click here and type other ]
Equipment Used In Position (type and percent time)

_Computer  __80__%_____     Phones_  20%

__________%_____    __________%_____     _________%_____

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: B.A. or B.S. in any field
X _ Advanced Degree, Type/Major: Juris Doctor or equivalent, Masters degree any field of study.
___Professional License/Certification: 
X Work Experience, at least 7 years working in healthcare environment with progressive responsiblities. Previous clinical trial experience preferred.
