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Sample electronic format used by Hennepin County Medical Center.

Electronic Checklist of Pre-Procedure Assessment, 
Pre-Procedure Verification and Time-Out
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Released in July 2010 for Third Edition.   
The next scheduled revision will occur within 24 months.

Document History
In response to ICSI hospital member's patient safety activities aimed at advancing efficient surgical process 
flow and creating safe and reliable practices that reduced the number of adverse events in surgery, in 2007 
ICSI developed surgical protocols to allow for standardization in surgical processes such as safe site marking, 
retained foreign objects and reduction of surgical site infection. 

In recognizing the many differences that exist specifically for safe site marking for procedures outside of 
the operating room, a separate protocol was created in 2008 addressing just safe site marking for procedures 
outside of the operating room. This protocol was consistent with the requirements set forth at that time by 
the The Joint Commission National Patient Safety Goals. 

Additionally, in 2007-2008 ICSI facilitated a Reliability Centered Surgical Care Redesign Collaborative, 
which provided a collaborative learning environment for participants to become knowledgeable in reliability 
theory and principles. This collaborative provided an opportunity for participants to share their learnings as 
they worked to implement this and other surgical related protocols. 
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ICSI Document Development and Revision Process
Overview
Since 1993, the Institute for Clinical Systems Improvement (ICSI) has developed more than 60 evidence-
based health care documents that support best practices for the prevention, diagnosis, treatment or manage-
ment of a given symptom, disease or condition for patients. 

Document Development and Revision Process
The development process is based on a number of long-proven approaches. ICSI staff first conducts a literature 
search to identify pertinent clinical trials, meta-analysis, systematic reviews, regulatory statements and other 
professional protocols.  The literature is reviewed and graded based on the ICSI Evidence Grading System. 

ICSI facilitators identify gaps between current and optimal practices. The work group uses this informa-
tion to develop  or revise the clinical flow and algorithm, drafting of annotations and identification of the 
literature citations. ICSI staff reviews existing regulatory and standard measures and drafts outcome and 
process measures for work group consideration. The work group gives consideration to the importance 
of changing systems and physician behavior so that outcomes such as health status, patient and provider 
satisfaction, and cost/utilization are maximized.   

Medical groups, who are members of ICSI, review each protocol as part of the revision process.  The medical 
groups provide feedback on new literature, identify areas needing clarification, offer recommended changes, 
outline successful implementation strategies and list barriers to implementation.  A summary of the feed-
back from all medical groups is provided to the protocol work group for use in the revision of the protocol. 

Implementation Recommendations and Measures
Each protocol includes implementation strategies related to key clinical recommendations. In addition, ICSI 
offers protocol-derived measures.  Assisted by measurement consultants on the protocol development work 
group, ICSI's measures flow from each protocol's clinical recommendations and implementation strategies. 
Most regulatory and publicly reported measures are included but, more importantly, measures are recom-
mended to assist medical groups with implementation; thus, both process and outcomes measures are offered. 

Document Revision Cycle
Scientific documents are revised every 12-24 months as indicated by changes in clinical practice and literature. 
Each ICSI staff monitors major peer-reviewed journals every month for the protocols for which they are 
responsible.  Work group members are also asked to provide any pertinent literature through check-ins with 
the work group mid-cycle and annually to determine if there have been changes in the evidence significant 
enough to warrant document revision earlier than scheduled.  This process complements the exhaustive 
literature search that is done on the subject prior to development of the first version of a protocol.
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