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APPENDIX B: RESPONSE TO PUBLIC COMMENT 

 

Background 

In an effort to promote transparency, meet legislative mandates, and increase the usefulness of its 

initial attempt to create methodology standards, PCORI solicited input from stakeholders on the draft 

PCORI Methodology Report (including the PCORI Methodology Standards) through a public comment 

period that ran from July to September 2012. There were 124 unique submissions and 1,487 unique 

comments from a wide variety of stakeholder groups. Individuals who identified themselves as 

researchers or industry representatives provided more than half of all comments (28 and 27 percent, 

respectively, for a total of 55 percent). Nine percent of the comments were submitted by patients, 

caregivers, or patient advocates. Other submissions came from organizations, professional associations, 

advocacy organizations, academic institutions, clinicians, and policy makers. PCORI thanks the 

individuals, organizations, and institutions that took time to provide the many thoughtful and 

meaningful suggestions.  

 

These comments have been extremely useful to PCORI in revising the report and methodology 

standards, as well as guiding PCORI’s plans for improving the science of comparative effectiveness 

research.  

 

After the close of the public comment period, PCORI revised many of the methodology standards, and 

reduced the total number of standards, based on consideration of those comments that specifically 

addressed the standards themselves. The revised standards were adopted by the PCORI Board of 

Governors and published in December 2012. However, a revised version of the full methodology report 

was not released at that time.  

 

Subsequently, the PCORI Methodology Committee and staff considered the public comments that 

addressed the report and made extensive revisions, fully addressing those comments. This appendix 

summarizes all of the changes to both the PCORI Methodology Standards in 2012 and the PCORI 

Methodology Report in 2013.  In the process of revising the report based on public comment, minor 

editorial changes were made to improve the clarity, but not change the meaning, of the standards. The 

PCORI Methodology Committee oversaw and accepted the minor revisions. 
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Overview of Public Comments  

The 1,487 individual comments were assembled into a combined document that did not include 

commenter identity or affiliation. The initial coding and analysis of comments was completed by an 

external contractor, who also aggregated the comments by theme and category. Each comment was 

considered and its recommendation was considered in the context of PCORI’s broader methodology 

agenda.  

 

The comments fell into three broad categories: 1) suggestions for PCORI unrelated to the report; 2) 

general comments about the report; and 3) comments related to specific methodology standards. 

 

Suggestions for PCORI Unrelated to the Report  

Some comments specifically address PCORI’s mission, policies, and processes. These contributions are 

extremely valuable to PCORI and have been shared with PCORI leadership. Because these comments lie 

outside the scope of the PCORI Methodology Report, they are not addressed here. 

 

General Comments about the Report 

Comments Expressing Support and Appreciation 

Several comments expressed support for the effort to create and disseminate standards for patient-

centered outcomes research (PCOR). Most commenters agreed that the standards were aligned with the 

mission and values of PCORI and that the report and the standards could be used to inform activities of 

both PCORI and the larger health research community. 

 

 Audience and Purpose of the Report 

Among commenters, a common theme was that the report’s audience was not explicitly stated and 

seemed to vary greatly among the sections of the draft. The primary audience for the revised report is 

researchers who conduct PCOR; however, PCORI also recognizes that the research community includes 

individuals who seek to understand and apply the results of PCOR studies. Report revisions include much 

new material aimed at making the report accessible to a broader audience. The first measure was to 

prepare a clear and comprehensive executive summary, which was cited as missing from the draft. 

Stories and examples (called Patient Voices, Research Stories, Research in Practice, and CER Wins) have 
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also been added to place the standards in context and illustrate how good methodology can lead to 

findings that have a meaningful impact on patient care.  

 

Collaboration and Resources for PCOR 

Many commenters identified organizations and individuals as possible collaborators for PCORI in 

creation of future standards and in PCORI’s general work. PCORI is in the process of developing a plan 

for interaction with the broad community on the creation of new standards. Commenters also provided 

references and information about resources for conducting PCOR. Where applicable, these sources have 

been incorporated into the revised report. PCORI thanks the commenters for these suggestions.  

 

Translation Table 

A significant number of commenters made reference to the structure and use of the translation table 

included in the draft report. The importance of such a tool was noted by many, but there were also 

concerns about the practicality and application of the approach proposed in the draft. Commenters 

called for: 

• revisions to the table that could broadly apply to many study designs and incorporate a broad 
research context; 

• a clear link between the translation table and the standards; and 

• instruction as to whether such a table would be a tool used by every applicant. 

 

Guided by these comments, the explanation of the translation table’s purpose was revised. The 

translation table’s purpose is to provide a process by which research organizations can evaluate 

alternative strategies for making trade-offs between the rigor of a research design and the resources 

(including time) required to carry out specific projects. Thus, the translation table serves a different 

purpose than the methodology standards. The model for the table has also been simplified to reflect its 

purpose as an evaluative, rather than prescriptive, tool. This resulted in a broader tool that can be 

applied to a variety of research designs and settings. The foundation of the table is the framework 

included in Section II.  
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Trust Issue and Conflict of Interest  

There were a number of issues raised by commenters related to trust and conflict of interest, among 

them the lack of patient trust in payers, physicians, and industry, and the perception by some 

stakeholders that they will be excluded from PCORI’s work. Some reviewers felt that the draft report 

cited examples of limitations and past failings of CER and PCOR that targeted particular actors. PCORI’s 

primary goal in citing examples was not to single out any particular sector, but rather to address the 

need for broad standards for conflict of interest across the board. Section I of the report has been 

extensively revised to reflect this goal. Many of the previous examples have been dropped or replaced 

because they are not germane to the task of developing and disseminating consensus standards for 

conducting PCOR.  

 

Commenters also asked for more clarification around when researcher and stakeholder affiliations 

would disqualify them from PCORI-funded research opportunities and when affiliations discount 

authenticity and the scientific validity of research. This issue was addressed through the revised 

approach in Section I that removed several references to purported bias in past research. As defined by 

PCORI’s establishing legislation, a conflict of interest is “an association, including a financial or personal 

association, that have [sic] the potential to bias or have the appearance of biasing an individual’s 

decisions in matters related to the Institute or the conduct of activities.” To protect against such 

conflicts, PCORI will use a strict process for the disclosure of potential conflicts of interest by both 

researchers and the individuals who serve as reviewers of PCORI funding applications.  

 

Cost 

Some submitted comments called upon PCORI and the PCORI Methodology Committee to address in the 

report several perspectives on cost. Among them were the identification of cost as a significant barrier 

to PCOR, the high cost associated with some interventions, and the overall burden of cost on the 

healthcare community. Consistent with its establishing legislation, PCORI does not seek to fund cost-

effectiveness research, and the standards do not address cost-effectiveness methodologies.  

 

Dissemination and Implementation of the Report and Standards 

A number of commenters made suggestions about potential methods and audiences for dissemination 

of the report and standards. PCORI and the PCORI Methodology Committee have used these suggestions 
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to guide its comprehensive plan for disseminating and facilitating adoption and implementation of the 

standards. 

The approach to research dissemination that PCORI is developing will address the full range of 

stakeholders—including consumers and patients; organizations involved in delivering and financing the 

full range of health-related services, including health-related social services; and policy organizations. 

 

Clarity in Organization, Language, and Definitions  

Many commenters made general comments about the organization and terminology included in the 

report. The revised report was restructured in order to provide a more logical flow, and the Executive 

Summary now serves as a roadmap for the entire report. Other comments called for definitions to be 

clarified and, in some cases, even offered revised definitions (examples include PCOR, CER, patients, and 

stakeholders). An effort has been made to define terms in the text itself, and more terms will be added 

and defined in a glossary (in progress). The text has been revised to clarify PCORI’s mission and scope of 

work. 

 

Comments Related to the Methodology Standards 
Purpose, Development, Application, and Missing Standards 

Many commenters called for clarity around the purpose, development, and implementation of the 

standards. Regarding the intent of the standards, the draft report did not clarify whether the standards 

developed were best practices, guidelines, or base-level standards. Each term carries with it significant 

implications about the evidence base available. The revised report emphasizes that the PCORI 

Methodology Standards should be regarded as the basic requirements for conducting quality PCOR. 

However, this does not mean that every standard will apply to every study. In the revised report, the 

standards have been separated into two main groups: General and Cross-Cutting Standards for PCOR 

and Standards for Specific Study Designs and Methods.  

 

Regarding development of the standards, some commenters were concerned that the creation process 

lacked transparency, and they said that the process for future standard creation should be clarified. The 

PCORI Methodology Committee led the development of the initial slate of standards and was closely 

engaged with many researcher and stakeholder groups. Additionally, the public comment process 

provided a platform for incorporating advice. Some commenters noted categories of standards that 
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were missing from the initial slate of topics, and others suggested that PCORI should look to other 

organizations and guideline-making entities for future standards. The report acknowledges the value of 

harmonization between the PCORI Methodology Standards and standards disseminated by other 

entities. Suggested topics have been reviewed by the PCORI Methodology Committee and incorporated 

into both short- and long-term planning. The suggested topics and standards list generated from the 

comments will serve as a planning tool for PCORI.   

 

Regarding the implementation of the standards, commenters expressed concern that the large number 

of standards would be difficult for researchers to implement and would stifle innovation in research 

methods. The text of the revised report makes clear that that not all of the standards apply to any single 

research project and should not prevent researchers from adding innovative approaches to individual 

projects. Adherence to these standards will also ensure that the research PCORI funds will be of the 

highest quality and therefore will have the greatest potential to improve the field of PCOR. PCORI is 

developing tools and trainings that will help applicants incorporate the standards into their research 

plans and will help reviewers evaluate the study design and methods of funding applications.  

 

Additionally, PCORI will continue to fund innovative projects, particularly around innovative methods for 

PCOR. Through the CER Methods program, PCORI seeks to expand and improve the field of research 

methods. The standards are not viewed as fixed; revising and adding to them will be an ongoing activity 

for PCORI.  

 

There was very little disagreement about the inclusion of specific standards in the initial slate; however, 

some commenters provided specific recommendations for individual standards or groups of standards. 

These submissions, in addition to input from PCORI staff, influenced revisions to the standards. The 

revised standards were released to the public in late 2012 are the basis of this report.  The discussion 

below concerns the revisions to the text that explains each standard. In addition to these revisions, the 

following general changes were made to the organization and presentation of all the standards: 

• In Section III, the standards were reorganized into the cross-cutting standards (which apply to all 
studies) and the standards that apply only to studies with particular designs and methods. This 
was a response to commenters who expressed confusion as to whether all the standards applied 
to all research and whether the standards were best practices (aspirational) or requirements.  
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• Each standard is presented only once in the body of the report, and all of the standards are 
presented together in Appendix A: PCORI Methodology Standards. This was done in order to 
respond to comments that the organization of the draft report was confusing.  

 

Changes to Sections of the Report Providing Rationale for the Methodology Standards  

1. Formulating Research Questions 

Reviewers noted that standards for formulating research questions are based on current best practices 

for planning research in general. However, the comments also addressed both research prioritization 

(i.e., selecting topics to be studied) and specifics of developing research questions once a topic is 

selected. Research prioritization is now addressed in a separate section of the report that is unrelated to 

the standards.  

 

The text clarifies that standards for formulating research questions are included to promote 

transparency and high-quality PCOR research, while acknowledging that these are applicable not only to 

PCOR. However, an important element of a PCOR program is ensuring that both the research questions 

and study designs lead to results that are important to patients and relevant to actual patient decisions. 

This level of specificity and detail makes it easier for individuals and organizations that fund and use 

research to verify that the research is truly patient-centered.  

 

The changes to the draft standards for this section were minimal. They included: 1) adding to Standard 

RQ-1 a cross-reference to the new standard on systematic reviews (Standard SR-1); 2) adding data 

feasibility and quality to the list of elements that should be covered in a formal study protocol in 

Standard RQ-2; and 3) changing the wording in Standard RQ-5 to broaden who should care about the 

study outcomes to “people representing the population of interest,” so that this language corresponds 

to the scope delineated in the patient-centeredness standards.  

  

2. Patient-Centeredness 

Many public comments were related to the concept of patient-centeredness in general and how it 

relates to PCORI activities. These comments informed Sections I and III of the revised report, as 

appropriate. The standards associated with patient-centeredness as well as the text of this portion of 

the report were revised to emphasize the significance of these standards to the overall mission of PCORI 

and high-quality PCOR. The report text acknowledges that the state of the science about best practices 



B-8 | A P P E N D I X  B  
 

P C O R I  M e t h o d o l o g y  R e p o r t  
 

and the impact of patient and stakeholder engagement are currently limited, and the text states that 

the intention of these standards is to promote both patient-centered research and the identification of 

optimal approaches to engagement. The text now clarifies that a broad definition of engagement was 

intended and that individual researchers are not solely responsible for dissemination of findings.  

 

In Standard PC-1, the wording about who should be engaged was revised to read “people representing 

the population of interest and other relevant stakeholders,” and a description was added that clarifies 

that this is meant to be inclusive of individuals who have the condition or who are at risk of developing 

the condition and their surrogates or caregivers, and it may include clinicians, administrators, policy 

makers, or others involved in healthcare decisions. A related change is an addition to Standard PC-3 to 

clarify that caregivers may provide “patient-reported outcomes” in cases where patients cannot report 

for themselves. 

 

Standard PC-4 was rewritten to state that researchers should support, rather than carry out, the 

dissemination of study results. This change responds to concerns that the draft standard obligated 

individual researchers to take on dissemination tasks that may not be within their scope of expertise or 

control. Additionally, the comments made the point that dissemination is often more appropriate and 

useful when it communicates the findings and implications of a body of research rather than the results 

of an individual study; therefore, individual researchers can contribute to and support dissemination, 

although they may not be able to implement a broad dissemination plan based on their individual 

studies.  

 

3. Data Integrity and Rigorous Analyses 

The Data Integrity and Rigorous Analysis standards were named General and Cross-Cutting standards in 

the draft report. They focus on decisions that are important once a research question has been 

developed, such as data formats, measurement, and approaches to the assessment of the quality and 

relevance of individual studies.  

 

The text has been revised to explain that these standards require documentation of key decisions and 

testing of analysis assumptions as part of the application of any specific study design. The emphasis on 

data quality, rigor in analyses, and completeness in reporting is not unique to PCOR, but requiring these 

elements is necessary if PCOR is to be high quality. 
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A standard originally included in the Data Registry standards was revised to be more general and 

reclassified as Standard IR-2: Describe data linkage plans, if applicable. This change responded to the 

observation that data linkages may be important in any studies that use multiple data sources and that 

concerns should not be limited only to registries. The remaining Data Integrity and Rigorous Analyses 

standards were not revised from the draft versions. 

 

4. Preventing and Handling Missing Data 

Comments about the missing-data standards and text varied from pointing out that the text was very 

technical to asking for more specifics. The revisions sought to address the range of comments while still 

advancing the need for rigorous approaches to missing data.  

 

The text has been revised to clarify that these standards apply only to data that researchers intended to 

collect but did not. They do not apply to data that are “missing by design” (where data may not be 

available because the study design did not include plans to record certain measurements). The text also 

now outlines why handling missing data is particularly important for PCOR and therefore appropriate for 

PCORI Methodology Standards.  While the approaches to preventing and handling missing data can be 

extremely technical, the text has been revised to outline the issues and related standards in terms 

appropriate for an audience interested in research but not necessarily expert in research design or 

statistics. The text is also intended to put the standards in context but not prescribe exactly what should 

be done in any specific study, as this could limit innovation.  

 

Revisions to the standards addressed several public comments. The requirement that researchers 

should explain their approach to missing data in their analyses and be clear about the implications that 

their approach may have for the results was added to Standard MD-2. Standard MD-3 was revised so 

that it is clear that a variety of analytic approaches to missing data may be used, while still reinforcing 

the idea that single imputation methods are not currently considered best practices and anyone using 

these methods must provide a scientific rationale for their use. Standard MD-4 was augmented in 

response to comments that noted that the reasons for patient drop-out are often not recorded or 

reported in enough detail to allow an assessment of the potential impact that missing data may have on 
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the validity of the study. The standard requires detailed record keeping, accounting for all participants, 

and continuing data collection unless patient consent is withdrawn. 

The wording in Standard MD-5 was revised to allow diverse approaches to the presentation of data for 

assessing the sensitivity of the results to the methods used to address missing data.  

 

5. Heterogeneity of Treatment Effect  

The comments on the standards related to Heterogeneity of Treatment Effect (HTE) generally supported 

this topic as one of particular importance to PCORI’s mission. HTE helps address the core question of 

which treatments work best for which patients. Commenters correctly pointed out that the standards 

focus on only one type of approach to HTE—subgroup analyses—and that other approaches that focus 

on prediction models of benefits to a specific person are available, valid, and becoming more commonly 

used. The report text has been revised to acknowledge these types of approaches and state that they 

may be the subject of future standards. 

 

Many public comments suggested topics for future standards or activities, including: 

• Specify baseline variables that are particularly important for HTE;  

• Provide more specific guidance regarding biomarkers in genetic testing as a basis for HTE 
analyses; 

• Specify the level of evidence needed to claim HTE; 

• Develop a checklist for HTE analyses, incorporation of information from individual  

crossover and n-of-one studies;  

• Incorporate HTE analyses into systematic reviews; and  

• Extend standards to design, as well as analysis, features of studies that focus on HTE.  

 
PCORI is maintaining lists of potential future topics and activities. 

 

The remainder of the comments raised technical issues about the language of the standards, use of 

unfamiliar labels or categories, and the omission of some specific analytic. For example, some 

commenters wanted explicit discussion of quantitative versus qualitative interactions, while another 

suggested emphasis on simulation and graphical methods.  

 

The revisions to the standards sought to address these technical points and make the standards more 

broadly inclusive of the analytic approaches currently available. However, some suggestions for stricter 
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rules could inhibit analyses or methodological innovation, and PCORI has tried to avoid creating 

standards that are overly prescriptive.  

Specific revisions to the standards include: 

• Confirmatory, exploratory, and descriptive were removed as labels of distinction types of 
subgroup analyses. Standards HT-1 and HT-2 now refer more generally to HTE that is hypothesis 
driven and hypothesis generating. These initial categories are not yet commonly used in the 
field, and people found then confusing or felt that they required too much unnecessary 
explanation. The terms hypothesis-driven and hypothesis-generating replaced these initial 
terms. 

• The language of Standard HT-4 was revised, and a standard requiring the reporting of statistical 
power was deleted in response to comments that there was an overemphasis on statistical 
testing in the standards.  

• Language was revised to clarify that HTE is not limited to subgroup effects defined by various 
baseline covariates but can be done using multivariate scores or classification rules, and this 
language was added to the standards. The array of statistical approaches to characterizing 
heterogeneity also was extended to go beyond just testing for interactions and including both 
estimation and Bayesian approaches in Standards HT-3 and HT-4.  

 

6. Data Registries and 7. Data Networks as Research-Facilitating Infrastructures 

The standards for data registries and data networks are similar in that they address both the design and 

creation of these types of complex data sources for research and also the use of these data in PCOR. 

These activities may be undertaken separately by different researchers and organizations or by the same 

group. Public comments emphasized that these address both infrastructure creation and use. 

Suggestions ranged from merging the two into one set of standards to placing them in the same section 

of the report.  

 

In response, the final report was reorganized so that the standards for data networks immediately 

follow the standards for data registries. The standards for these two topics now have a parallel 

construction, thereby further reinforcing the similarity.   

 

Commenters also asked for examples of best practices or further guidance on specific issues such as 

data quality assurance and privacy protection. These suggestions were judged to be beyond the scope of 

the current report. Recommendations to endorse a specific system for standardizing terminology were 

considered premature given the current state of the field. 
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Several comments raised issues related to the use of electronic medical records for PCOR. This is 

another key area for future work, which may lead to additional standards in subsequent PCORI 

methodology reports. Other comments suggested the use of specific data sources or specific skills or 

knowledge for researchers. These are unlikely to be included in future standards but may be 

incorporated into recommendations for research, policy, or PCORI activities in the future. 

 

The Standards DR-1 (for data registries) and DN-1 (for data networks) now list the core requirements for 

the design of registries and networks as subsections of these overarching standards. Some subsections 

were revised slightly to increase clarity about the activity covered by the standard and who/which entity 

was likely to be responsible for that activity. For example, the section of the registry standards on data 

safety and security (Standard DR-1 B) was revised to clarify that the creators of the registry should 

provide information to institutional review boards, as these boards are responsible for evaluating data 

security procedures and assessing risks to patients. 

 

Standard DR-2, which requires researchers to ensure that data registries that are used in their research 

meet the requirements in Standard DR-1, was not changed, but a similar Standard DN-2 was added to 

the data network standards. The standards for data registries include a standard about confounding 

factors (Standard DR-3), which was not changed from the draft report. 

 

8. Causal Inference Methods 

Comments on the standards for causal inference methods included several suggestions on how the 

standards could be revised to promote studies with a strong emphasis on rigorous approaches to causal 

inference while maintaining a broad scope that would be inclusive of different research methods, study 

designs, and topics. Several suggestions included proposed changes in the current wording of the 

standards. Many of the comments were recommendations that additional analytic methods and 

approaches be included in the standards, as these other methods could contribute to assessing causality 

in PCOR studies. Commenters also suggested that more detailed standards be included about the two 

analytic methods specifically mentioned in the standards (propensity scores and instrumental variables).  

 

Creating standards for all analytic methods was not possible in the time frame of developing this initial 

set of methodology standards. Delineating all possible analytic methods was not possible. Other 
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suggested methods mentioned in comments have been added to the PCORI Methodology Committee’s 

list of potential topics for future standards. Also, although other methods, such as marginal structure 

models and interrupted time series, are not the subject of specific standards, this does not imply that 

they cannot be used in PCORI-sponsored research, and the report text has been revised to clarify this 

view. Initial, general standards for propensity scores and instrumental variables were included, as these 

methods are increasingly used in PCOR. 

 

Revisions made to these standards included:  

• The term intervention was replaced with exposure in Standard CI-3 and the report text, as 
exposure is a more general term that can include interventions and encompasses a wider variety 
of research questions and designs.  

• The draft standards referred to exposures and covariates in terms that seemed to limit them to a 
fixed or specific point in time. Standards CI-1 and CI-4 were revised to allow for time-varying 
covariates. 

• Specific changes were made to clarify that the standards on propensity scores (Standard CI-5) and 
instrumental variables (Standard CI-6) are minimal standards that are designed to require that the 
underlying assumptions and the validity of these approaches are both considered by researchers 
and reported, so that users of the research are able to make their own assessments of the 
appropriateness of the methods and the assumptions and evaluate the utility of the results.  

 

9.   Adaptive and Bayesian Trial Designs 

Many comments were submitted about the section of the draft report on standards for adaptive and 

Bayesian trials. However, few comments were related to the standards directly. Most comments raised 

issues related to the value of randomized controlled trials (RCTs) versus observational studies. These 

comments also described issues surrounding placebo-controlled trials, elicitation of pretrial treatment 

or outcome preferences, quasi-experimental designs, how to choose outcome measures, preference 

trials, cultural competency and trial ethics, how interventions adapt to local contexts, the relevance of 

RCTs to implementation science, the role of modeling as an alternative to trials, and the need to expand 

the range of designs covered by the standards (e.g., include cluster randomized trials).  

 

These fundamental issues about the appropriateness of study designs for PCOR and how designs can be 

improved and used to promote high-quality research are overarching questions that are driving 

activities of PCORI as well as other stakeholders. The translation framework that underlies the 

translation table also addresses these issues.  
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The only modification made to the standards was in Standard AT-4, which outlines the infrastructure 

needed to support these types of trials. The revision clarifies that part of this infrastructure includes 

having an analytic group that is independent of trial investigators, so that investigators are not apprised 

of the randomization probabilities, which encode information on treatment effectiveness or safety. 

 

10. Studies of Diagnostic Tests 

Most of the comments received about diagnostic tests suggested expansion of the scope of tests and 

approaches that should be covered by the standards or requested clarification on the intention of the 

standard (now Standard DT-5) that encourages the use of prospective randomized studies. 

 

Comments suggested additional types of tests, diagnostic challenges, and disease-specific questions that 

could be addressed by the standards. For this initial group of standards, the scope of the standards 

excludes studies of predictive accuracy, genetic testing, and modeling. The text of the report was revised 

to clarify the scope and reinforce that these standards will be revised and augmented in the future.  

 

One standard relating to diagnostic tests, Standard DT-5, was modified to clarify the intent of 

emphasizing a particular type of research in studies of diagnostic tests. Studies of test outcomes should 

ideally use a prospective randomized study design, but this does not preclude other designs if they are 

warranted in a given situation. In assessing the impact of diagnostic tests on patient outcomes, if the 

most relevant patient-centered outcome cannot be feasibly tested, then a previously validated 

surrogate should be used. If a nonrandomized design is proposed, then the rationale for using an 

observational study should be provided, and efforts to minimize confounding should be documented. 

This standard was created to address one of the most challenging aspects in diagnostic test evaluation. 

Although prospective randomized designs are most effective in the comparison of the impact of tests on 

patient outcomes, often such designs are not practically feasible. Realistic alternatives need to be 

considered, and the standard now points to some of them. 

 

11. Systematic Reviews 

As several commenters noted, the Institute of Medicine (IOM) has published standards on systematic 

reviews, and standards also have been disseminated by the Agency for Healthcare Research and Quality 
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(AHRQ). Commenters also raised issues such as the applicability of standards on systematic reviews to 

reviews on delivery system interventions (as opposed to reviews on specific medical/surgical 

interventions).  

To address these concerns, Standard SR-1 was added. This standard endorses the IOM standards for 

conducting systematic reviews of clinical effectiveness but adds that there can be some flexibility in 

applying them. Text was added to the report to justify the standard and explained that flexibility is 

justified because there is limited empirical evidence to support some aspects of the IOM standards. 
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