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6.
Quality Control
6.1  Introduction

The M & M Committee has decided that Cardiac Abstraction will be the focus of the MESA Events Quality Control (QC) program.

The Pilot/Baseline round of the QC program will occur in April 2004.  At that time, all six field centers will transcribe their February 2004 Cardiac Abstraction certification forms onto newly-provided QC abstraction forms.  The scores for this pilot round will then form the baseline against which future QC rounds are compared (every six months).  

It was noted that differing staff administered the Informant Interview and Stroke/TIA Interview forms at different sites, and it was agreed in 2012 that interviewers would be certified in the administering of these forms.  The recommended protocol for certification is given in section 6.3.
6.2  Quality Control Activity
Summary: QC protocol for maintaining consistent and adequate abstraction of hospital charts for cardiac events in MESA.


Frequency: Every 6 months.  Pilot/Baseline in April 2004, followed by next QC abstraction in October 2004.

(1) Send charts to Coordinating Center

Three (3) Field Centers—chosen by the Coordinating Center—will send one blinded (and page numbered) chart to the Coordinating Center every six (6) months (i.e., each FC sends only one chart every year). The Events staff at the Coordinating Center will send a copy of the blinded charts to each Abstractor. 

(2) Complete QC Abstractions

Every Abstractor will complete three (3) QC charts every six (6) months. Paper hardcopy QC forms will be sent by the CC to the individual Abstractors.  (QC forms have different underlying TELEform codes than the standard Cardiac Abstraction forms; the standard forms cannot be used for the QC abstractions.)  Completing a ‘chart’ includes completing as many Abstraction forms as needed for that record. (Some charts may require multiple forms due to transfers.)

(3) Scanning QC forms

The Field Center will scan the QC forms within one (1) month of receiving the QC forms and charts. QC forms are verified and submitted in the same manner as other TELEforms.

(4) Reporting Results

The Coordinating Center will produce a report on the percent of disagreement between the individual Abstractors from all centers. This report will loosely quantify disagreement between abstractors. The aim would be to obtain a disagreement rate similar or lower to the baseline established by the pilot in April 2004. This report will be reviewed by the M&M Chair, the Events Director at the CC, and the CC representative to the QC committee. 

(5) Field Center Feedback

The M&M Committee Chair and the Events Director at the CC will decide if further training or discussion with the Abstractors is warranted. A conference call to go over disagreements may occur when deemed necessary. Feedback letters to the Abstractors and their PI’s will come from the QC Committee at the request of the M&M Chair and CC Events Director.  

(6) Additional Training

If additional training or discussion is warranted, the Abstractors should have a conference call to discuss answers on the form. If there is great concern over multiple QC activities, then discussion with individual PI’s or an Abstraction Training meeting for all abstractors can be considered. If there is concern regarding one particular Abstractor, then the QC Committee will act at the request of the M&M Chair and CC Events Director. Action to be determined on a case by case basis.
6.3 QC Protocol for Certification in Administration of Informant Interview and Stroke/TIA Interview Forms
· Read Appendix D.11 (Informant Interview) and D.12 (Stroke/TIA Interview) of the Events Manual of Operations.
· Practice each interview form on volunteers as necessary depending on previous interviewing experience (at least five times).
· For Certification on interview forms, conduct and audiotape three sets of interviews on three different volunteers.  For Re-certification (interviewers who are already certified for follow-up or exam interviews), complete one set. For review purposes, responses must be coded on paper forms.
· Send completed forms with the recordings to the study certifier (Ms. Joel Hill) for review and certification. Electronic copies of the form and audio file are preferred.
· If the first set of tapes is not satisfactory based on the performance and quality 
review by the study certifier, additional tapes maybe requested.
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