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CHAPTER 1
DEVELOPING AND EVALUATING CLINCAL PRACTICE GUIDELINES: A SYSTEMATIC APPROACH
Rona F. Levin, Joanne K. Singleton, Susan Kaplan Jacobs

Clinical decision making that is grounded in the best available evidence is essential in order to promote patient safety and quality healthcare outcomes. With the knowledge base for geriatric nursing rapidly expanding, assessing geriatric clinical practice guidelines for their validity and incorporation of the best available evidence is critical to the safety and outcomes of care. In the 2nd edition of this book, Lucas and Fulmer (2003) challenged geriatric nurses to take the lead in the assessment of geriatric clinical practice guidelines, recognizing that in the absence of best evidence, guidelines and protocols have little value for clinical decision making.


The purpose of this chapter is to describe the process that was used to create the 3rd edition of Geriatric Nursing Protocols for Best Practice. In previous editions of this book, each chapter author individually gathered and synthesized evidence on a particular topic and then developed a “Nursing Standard of Practice Protocol” based on that evidence. There was no standard process or specific criteria for protocol development nor was there any indication of the “level of evidence” of each source cited in the chapter, e.g., the evidence base for the protocol. In this 3rd Edition, the process previously used to develop the geriatric nursing protocols has been enhanced. This chapter is a guide to understanding how the geriatric nursing protocols in this 3rd edition were developed and describes how to use the process to guide the assessment and/or development and updating of practice protocols in any area of nursing practice.

DEFINITION OF TERMS
Evidence based practice (EBP) is a framework for clinical practice that integrates the best available scientific evidence with the expertise of the clinician and with patients’ preferences and values to make decisions about health care (Levin, 2006; Sackett, Straus, Richardson, Rosenberg & Hayes, 2000).  Health care professionals often use the terms recommendations, guidelines, and protocols interchangeably but they are not synonymous.


A recommendation is a suggestion for practice, not necessarily sanctioned by a formal, expert group. A clinical practice guideline is an “official recommendation” or suggested approach to diagnose and manage a broad health condition, e.g., heart failure, smoking cessation, or pain management. A protocol is a more detailed guide for approaching a clinical problem or health condition and is tailored to a specific practice situation. For example, guidelines for falls prevention recommend developing a protocol for toileting elderly, sedated, or confused patients. The specific practices or protocol each agency implements, however, is agency specific. The validity of any of these practice guides can vary depending on the type and the level of evidence upon which they are based.  Using standard criteria to develop or refine clinical practice guidelines or protocols assures reliability of their content. Standardization gives both nurses, who use the guideline/protocol, and patients, who receive care based on the guideline/protocol, assurance that the geriatric content and practice recommendations are based on the best evidence. 


In contrast to the above practice guides, “standards of practice” are not specific or necessarily evidence-based. Rather they are a generally accepted formal, published, framework for practice. As an example, the American Nurses’ Association document, Nursing: Scope and Standards of Practice (2003) contains a standard regarding nurses’ accountability for making of a patient’s health status. The standard is a general statement. A protocol, on the other hand, may specify the assessment tool(s) to use in that assessment, for example, an instrument to predict pressure ulcer risk.

THE AGREE INSTRUMENT

The AGREE instrument (Instrument for Appraisal of Guidelines for Research & Evaluation, http://www.agreecollaboration.org/) was created and evaluated by international guideline developers and researchers for use by the National Health Services (AGREE Collaboration, 2001). Initially supported by the United Kingdom National Health Services Management Executive, later supported by the European Union (Cluzeau,  Littlejohns, Grimshaw,  Feder, & Moran, 1999). 

Released in its final and current form in 2001, the purpose of the AGREE instrument is to provide standard criteria with which to appraise clinical practice guidelines (CPGs). This appraisal includes evaluation of the methods used to develop the clinical practice guideline; assessment of the validity of the recommendations made in the guideline; and consideration of factors related to the use of the clinical practice guideline in practice. Although the AGREE instrument was created to critically appraise clinical practice guidelines, the process and criteria can also be applied to the development and evaluation of clinical practice protocols. Thus, the AGREE instrument has been expanded for that purpose in order to standardize the creation and revision of the geriatric nursing practice protocols in this book. 


The AGREE instrument has six quality domains, scope and purpose, stakeholder involvement, rigor of development, clarity and presentation, application, and editorial independence. A total of 23 items divided among the domains are rated on a four point Likert scale from “strongly disagree” to “strongly agree.” Appraisers evaluate how well the guideline they are assessing meets the criteria (items) of the six quality domains. For example, when evaluating the rigour of development, appraisers rate seven items. (See Figure 1.) The reliability of the AGREE instrument is increased when each guideline is appraised by more than one appraiser. Each of the six domains receives an individual domain score, and based on these scores, the appraiser subjectively assesses the overall quality of a guideline. 


The Rigour of Development [SPRINGER-HOW TO HIGHLIGHT THIS?]section of the AGREE Instrument provides standards for literature searching and documenting the databases and terms searched. Adhering to these criteria to find and use the best available evidence on a clinical question is critical to the validity of geriatric nursing protocols and ultimately to patient safety and outcomes of care. 


Published guidelines can be appraised using the AGREE instrument as discussed. In the process of guideline development, however, the clinician is faced with the added responsibility of appraising all available evidence for its quality and relevance. In other words, how well does the available evidence support recommended clinical practices? The clinician needs to be able to support or defend the inclusion of each recommendation in the protocol based on its level of evidence. To do so, the guideline must reflect a systematic, structured approach to find and assess the available evidence.

LEVELS OF EVIDENCE
Levels of evidence are a schema for understanding the value of the information presented to the clinical topic or question under review. Among the many schema available there are commonalities in their hierarchical structure, often represented by a pyramid or “publishing wedge,” (Haynes, 2005; McKibbon, Eady, & Marks, 1999, p. 8) The highest level of evidence is at the top of a pyramid and is characterized by the increased relevance of the evidence to the clinical setting (Duke University Medical Library, 2005). Authors in this book rated levels of evidence based on the work of Stetler et al. (1998) and Melnyk and Fineout-Overholt (2005) (See Figure 2). A Level I evidence rating is given to evidence obtained from synthesized sources: systematic reviews, which can either be meta-analyses or structured integrative reviews of evidence, and CPG’s based on Level I evidence. Evidence rated Level II derives from a single experimental study (or randomized controlled trial [RCT]). A quasi-experimental study such as a nonrandomized controlled single group pre-post test time series or matched case-controlled study is considered Level III evidence. Level IV evidence is a non-experimental study, such as correlational descriptive research and qualitative or case –control studies. A case report systematically obtained and of verifiable quality, or program evaluation data is rated as Level V. Level VI evidence consists of the opinions of respected authorities based on their clinical experience or the opinions of an expert committee, including their interpretation of non-research-based information.  This level also includes regulatory or legal opinions. Level I evidence is considered the strongest level of evidence. 

The Search for Evidence Process

Locating the best evidence in the published research is dependent on framing a focused, searchable clinical question. The PICO format, an acronym for population, intervention (or occurrence or risk factor), comparison (or control), and outcome), can frame an effective literature search (Glasziou, Del Mar, & Salisbury, 2003). One example of an answerable clinical question asked in this book is:  “What is the effectiveness of restraints in reducing the occurrence of falls in patients 65 years of age and older?” In this question, the population is patients 65 years of age and older; the intervention is use of restraints; the implied control or comparison is no restraints; and the outcome is falls.


Not every nurse, whether he or she is a clinical practitioner, educator or administrator, has proficient database search skills to find the best evidence on a clinical topic. Many nurses report that limited access to resources, gaps in information, literacy skills, and most of all a lack of time are barriers to “readiness” for evidence based practice (Pravikoff, D. S., Tanner, A. B., & Pierce, S. T., 2005). For the 3rd edition of this book, the editors enlisted the assistance of the New York University Health Sciences librarian in order to assure a standardized and efficient approach to collecting evidence on clinical topics. A literature search was conducted to find the best available evidence for each clinical question addressed in the book. With the framework of the evidence pyramid as a model (see Figure 2), the results were rated for level of evidence and sent to the respective chapter author(s) to provide possible substantiation for the nursing practice protocol being developed. 


In addition to rating each literature citation as to its level of evidence, each citation was given a general classification, coded as: “Risks,” “Assessment,” “Prevention,” “Management,” “Evaluation/Follow-up,” or “Comprehensive.”  The citations were organized in a searchable database for later retrieval and output to chapter authors.  All authors had to review the evidence and decide on its quality and relevance for inclusion in their chapter or protocol. They had the option, of course, to reject or not use the evidence provided as a result of the search or to dispute the applied level of evidence.

Developing a Search Strategy
Development of a search strategy to capture best evidence begins with database selection and translation of search terms into the controlled vocabulary of the database if possible. Figure 3 details the search strategy used to find the best evidence. In descending order of importance, the three major databases for finding the best primary evidence for most clinical nursing questions are the Cochrane Database of Systematic Reviews, CINAHL (Cumulative Index to Nursing and Allied Health Literature) and Medline or Pub Med. In addition, the PsycINFO database was used to ensure capture of relevant evidence in the psychology and behavioral sciences literature for many of the topics. Synthesis sources such as UpToDate ®, BMJ Clinical Evidence, and abstract journals such as Evidence Based Nursing supplemented the initial searches. Searching of other specialty databases may have be warranted depending on the clinical question.

 
It bears noting that the database architecture can be exploited in order to limit the search to articles tagged with the publication type “meta-analysis” in Medline or “systematic review” in CINAHL.  Filtering by standard age groups such as “65 and over” is another standard categorical limit for narrowing for relevance.  A literature search retrieves the initial citations that begin to provide evidence. Appraisal of the initial literature retrieved may lead the searcher to other cited articles, triggering new ideas for expanding or narrowing the literature search with related descriptors or terms in the article abstract. Using the above example, a search of the CINAHL database on “falls” and physical restraints in the elderly may ultimately lead the searcher to explore the broader area of patient safety or the related area of side rails. The process of discovery is iterative, not linear. There is no single path to locating best evidence.


An additional feature of this 3rd edition is inclusion of the level and type of evidence for each citation, which can then be applicable to a recommendation for practice (See Figure 4). This type of standardized approach ensures that this book contains protocols and recommendations for use with geriatric patients and their families that are based on the best available evidence.

CONCLUSION
The systematic process used for finding, retrieving and disseminating the best evidence for the 3rd edition of Geriatric Nursing Protocols for Best Practice is a model both for nursing education and clinical practice.  Translating nursing research into practice requires competency in information literacy:  the ability to gather evidence, critically appraise, and discern the context of a research article. Best evidence was defined as published research, which met the highest level of evidence according to availability. The authors of each chapter, however, had the responsibility of evaluating the quality of the evidence. The AGREE instrument was the standard for the process of evidence-searching and evidence-utilization in chapter and protocol development. The protocols contained in this edition have been refined, revised, and/or developed by the authors using the best available research evidence as a foundation, with the ultimate goal of improving patient safety and outcomes. 
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Figure 1. 

Caption: Sample Domain and Items from the AGREE Instrument for Critical Appraisal of Clinical Practice Guidelines with Rating Scale

Rigour of Development

Item  8. Systematic methods were used to search for evidence.

Item  9. The criteria for selecting the evidence are clearly described.

Item 10. The methods used for formulating the recommendations are clearly described.

Item 11. The health benefits, side effects and risks have been considered in formulating the recommendations.

Item 12. There is an explicit link between the recommendations and the supporting evidence.

Item 13. The guideline has been externally reviewed by experts prior to its publication.

Item 14. A procedure for updating the guideline is provided.

AGREE Collaboration. (2001). Appraisal of Guidelines Research and Evaluation, AGREE Instrument. Retrieved November 21, 2006 from the World Wide Web:  http://www.agreecollaboration.org/instrument/ .
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Levels of Quantitative Evidence
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Figure 3. 

Caption: Search Steps Used in Finding the Evidence-Base for Geriatric Nursing Protocols for the question: “What is the effectiveness of restraints in reducing the occurrence of falls in patients 65 years of age and older?”
1. Select a database (Cochrane Database of Systematic Reviews, CINAHL, MEDLINE…)
2. Translate the terms of the question into the controlled vocabulary of the database. For example: Falls maps to “Accidental Falls”

3. Apply categorical limits for publication type, year, and age groups

For example: 

Limit to age group “Aged, 65 and over”

Limit to publication years 2001-2006

Limit to publication type: “systematic review or meta analysis”

4. Consider other databases, e.g. PsycINFO

5. Evaluate search results; expand or narrow search terms; repeat from Step 2 as needed. 
 Figure 4. 

Caption: An example of a coded literature citation supplied to protocol author.
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