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QUALITY IMPROVEMENT (QI) ACTIVITIES

The White River Junction VAMC evaluates the effectiveness of its Human Research Protection Plan (HRPP) and conducts quality improvement activities.  Evaluation and improvement include measuring, assessing, and improving compliance with institutional HRPP policies, assurances and other requirements for the protection of human subjects in research.  The Research & Development Committee is responsible for the development and oversight of the research QI program.  The Office of Quality Management also plays an active role by providing advice and aggregating data on certain factors.

1.  QI PROCESS.  The institution tracks QI factors using the following process:

a. PLAN:  Identified need for improvement. 

b. DO:  

(1) Action taken to improve. 

(2) If gaps in performance are identified through any monitoring activities or other sources, corrective action is implemented to improve performance.

c. CHECK:  Results of QI activities including pre- and post- evaluation measurement.

d.  ACT:  

(1) Roll out of success, education or reevaluation of action.

(2) If gaps in performance are identified and corrective action implemented, performance is reassessed to determine the effectiveness of the action taken.

2.  PLAN FOR IMPROVEMENT.

a. Annually, the Research & Development Committee develops a plan for improvement based on the HRPP and current research activities.  

b. For fiscal year 2002, clinical trials will be evaluated.  Those with a high volume of participants, problem prone or high risk will be prioritized for review.

c. Appropriate sampling methodology shall be utilized.

d. The R&D Compliance Officer shall provide quarterly reports to the R&D Committee.

3.  ONGOING MONITORING ACTIVITIES.  Current activities include:


a. Investigators and Compliance.  The institution monitors the performance of investigators to ensure compliance with HRPP and IRB requirements.  The institution evaluates the following (Principal Investigator File Review form):

(1) Using only IRB-approved advertisements and subject recruitment materials.

(2) Obtaining IRB approval prior to initiating changes to the protocol or consent form, except where necessary to eliminate apparent immediate hazards to subjects.

(3) Reporting all unanticipated problems involving risks to human subjects.

(4) Reporting all protocol deviations. 

(5) Adherence to HRPP policies. 

(6) Adherence to IRB approved protocols and conditions.

b. Investigators and Informed Consent.  The institution monitors the performance of investigators in implementing informed consent requirements.  The institution evaluates the following (Subject Record Review form):

(1) Obtaining consent prior to initiating any research related procedures. 

(2) Using only the IRB-approved consent form. 

(3) Signing and dating the consent form. 

(4) Documenting consent in the case history. 

(5) Providing a copy of the consent form to the subject or legally authorized representative.

c.  Questions, Complaints and Concerns

(1) The institution monitors its responsiveness to questions, concerns and complaints (QM office/Patient Advocate):

(a) Timeliness of responses to questions and complaints. 

(b) Satisfaction with responses.

(2) See Research Policy #151-7.

d.  Subcommittees:  The institution evaluates the performance of its subcommittees.  See Research Policy #151-6.

e.  Investigational Device Use:  The institution evaluates its compliance with policies and procedures regarding the use of investigational devices.  Evaluations address the following factors: storage, security, and dispensing, according to sponsor and FDA requirements, as applicable.  See Research Policy #151-8.
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