
Scientific Document Overview 

Overview:

ICSI currently develops and maintains three types of scientific documents: health care guidelines, order sets, and protocols.  Of the three, guidelines have the longest history. ICSI began developing guidelines in 1993 and has developed over 60 guidelines. Order sets and protocols were added in 2003 and ICSI has developed almost 20 of these types of documents.

A health care guideline is an evidence-based statement of best practice in the prevention, diagnosis, or management of a given symptom, disease, or condition for individual patients under normal circumstances.

A health care order set is a set of standardized instructions for the management of a particular disease, condition, or procedural intervention, presented as a group of orders to be individually selected and signed by an authorized prescriber.

A health care protocol is a step-by-step statement of a procedure routinely used in the care of individual patients to assure that the intended effect is reliably achieved.
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Document Topic Selection Criteria:

The Committee for Evidence-based Practice selects document topics based on the following considerations:

· Frequency of the topic in health care provided by our members;

•
Probability of achieving change, including the likelihood of reaching agreement on the recommendations and the likelihood of implementing the provisions of the document;

•
Anticipated improvements, including improvements in outcomes and in waste reduction.

· Health Care environment, regulated requirements and other initiatives.

Topic ideas are solicited from all member groups and guideline, order set, and protocol work groups on at least an annual basis and the Committee for Evidence-based Practice and other steering committee members is invited to offer topic ideas at each meeting.

Document Development:

A work group consisting of 6-12 members that includes physicians, nurses, pharmacists, other healthcare professionals relevant to the topic, and an ICSI staff facilitator develops each document.  Ordinarily, one of the physicians will be the leader.  Most work group members are recruited from ICSI member organizations, but if there is expertise not represented by ICSI members 1 or 2 work group members may be recruited from medical groups, hospitals or other organizations that are not members of ICSI. 
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Guideline Development
The work group will meet for 7-8 three-hour meetings to develop the guideline. 

Under the coordination of the ICSI staff facilitator, the work group develops the algorithm and writes the annotations and literature citations.  

Literature Search

ICSI staff working with the work group conducts a literature search to identify any pertinent clinical trials, meta-analysis, systematic reviews, or regulatory statements and other professional guidelines. The literature is graded in the document based in the ICSI Evidence Grading System.

Once the final draft copy of the guideline is developed, the guideline is sent 

to the ICSI members for Critical Review.

Critical Review Process
The purpose of Critical Review is to provide an opportunity for the clinicians in the member groups to review the science behind the recommendations and focus on the content of the guideline.  Critical review also provides an opportunity for clinicians in each group to come to consensus on feedback they wish to give the work group and to consider changes needed across systems in their organization to implement the guideline. 

All member organizations are expected to respond to critical review guidelines.  Critical review of guidelines is a criterion for continued membership within ICSI.

After the critical review period, the guideline work group reconvenes to review the comments and make changes as appropriate.  The work group prepares a written response to all comments.

Order sets and Protocol Development

The work group will meet for 3-4 three-hour meetings to develop the order set and protocol. Under the coordination of the ICSI staff facilitator, the work group develops the algorithm and writes the annotations and literature citations.  The literature is graded in the document based in the ICSI Evidence Grading System.

Literature Search

ICSI staff working with the work group conducts a literature search to identify any pertinent clinical trials, meta-analysis, systematic reviews, or regulatory statements and other professional order sets and protocols. 

Once the final draft copy of the order set and protocol is developed, the document is sent to the ICSI members for Review and Comment.

Review and Comment:

The purpose of the Review and Comment process is to provide an opportunity for the clinicians in the member organizations to review the science behind the recommendations and focus on the content of the order set and protocol.  Review and Comment also provides an opportunity for clinicians in each organization to come to consensus on feedback they wish to give to the work group and to consider changes needed across systems in their organization to implement the order set and protocol.

All member organizations are encouraged to provide feedback on order sets and protocols, however responding to Review and Comment are not a criterion for continued membership within ICSI. 

Document Approval:

Each document is approved by the appropriate steering committee.  There is a steering committee for Respiratory, Cardiovascular, Women’s Health, and Preventive Services. The Committee for Evidence-based Practice Steering Committee approves guidelines not associated with a particular category. 

Guideline Approval
The steering committees will review and approve each guideline based on:

· Member comments have been addressed reasonably.

· There is consensus among all ICSI member organizations on the content of the guideline.

· Within the knowledge of the reviewer, the scientific recommendations within the guideline are current.

· When evidence for a particular recommendation in the guideline has not been well established, the work group identifies consensus statements that were developed based on community standard of practice and work group expert opinion. 

· Either a Critical Review by members has been carried out, or within the knowledge of the reviewer, the changes proposed are sufficiently familiar and sufficiently agreed upon by the users that a new round of review is not needed.

Order Sets and Protocol Approval

The steering committees will review and approve each order set and/or protocol based on:

· Member comments have been addressed reasonably.

· There is sufficient reason to expect that members will use the order set or protocol with minor modifications or adaptations.

· Within the knowledge of the reviewer, the recommendations in the order set or protocol are consistent with other order sets and protocols, regulatory and safety requirements, or recognized authorities. 

· When evidence for a particular step in the order set or protocol has not been established, the work group identifies consensus statements that were developed based on community standard of practice and work group expert opinion.

· Either a Review and Comment by members has been carried out, or within the knowledge of the reviewer, the changes proposed are sufficiently familiar and sufficiently agreed upon by the users that a new round of review is not needed.

Once the document has been approved, it is posted on the ICSI web site and released to members for use.

Document Revision Cycle:
Scientific documents are revised every 12 – 36 months as indicated by changes in clinical practice and literature.  For documents that are revised on a 24- or 36-month schedule, ICSI checks with the work group on an annual basis to determine if there have been changes in the literature significant enough to cause the document to be revised earlier or later than scheduled. 

ICSI checks with every work group 6 months before the schedule revision to determine if there have been changes in the literature significant enough to cause the document to be revised earlier or later than scheduled.

Literature Search

ICSI staff working with the work group to identify any pertinent clinical trials, meta-analysis, systematic reviews, or regulatory statements and other professional guidelines conduct a literature search. 

Revision
The work group will meet for 1-2 three-hour meetings to review the literature, respond to member organization comments, and revise the document as appropriate. 

 A second review by members is indicated if there are changes or additions to the document that would be unfamiliar or unacceptable to member organizations.  For more information, please see the sections for Critical Review and Review and Comment listed above.

If a review by members is not needed, the document goes to the appropriate steering committee for approval according to the criteria outlined above.
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