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Evidence-based Practice Center Systematic Review Protocol

Project Title: Respectful Maternity Care: Dissemination and Implementation of
Perinatal Safety Culture to Improve Equitable Maternal Healthcare Delivery and
Outcomes

I. Background and Objectives for the Systematic Review

Background
Despite sizeable resources invested in US maternity care, severe maternal morbidity

and death is worse in the US than in all comparable countries,!* with the greatest impact
on Black women.>¢ Emerging research suggests that one key part of this problem relates
to disrespectful care during childbirth. From 2018 to 2019, just ahead ofthe COVID-19
pandemic, maternal mortality rates in the US increased from 17.4 to 20.1 per 100,000 live
births. In 2020, rates increased to 23.8 per 100,000 live births,”# and statistically
significant differences in maternal mortality continued for non-Hispanic Black women
(55.3/100,000 live births) compared to non-Hispanic White women (19.1 per 100,000
live births).® Disparities in maternal mortality rates persist for non-Hispanic Black
women even when controlling for education, income, or socioeconomic
characteristics.%7.

Access to high-quality maternal health care is associated with reduced maternal and
perinatal morbidity and mortality because it can help identify conditions that increase the
risk for poor outcomes and facilitate appropriate and timely interventions for prevention
or treatment.!? Although maternity care, including prenatal screening, is currently
covered without cost sharing under the Affordable Care Act,!!-12 inequities persist in the
receipt and delivery of care. Emerging models such as remote monitoring and alternative
prenatal care schedules!?-14 to deliver care may present opportunities to improve access,
efficacy, promote collaborative care,'> optimize patient safety,!®-17 and improve patient
satisfaction to help close the health disparities gap.!” Integrated care delivery models that
promote the use of multidisciplinary teams (e.g., midwives, doulas, physicians) and care
approaches!®20 such as telehealth and remote monitoring, support a paradigm shift
towards reorganizing care to successfully reach populations facing barriers and could
address the diversity of contributors to maternal death.!

While many factors contribute to these maternal health disparities between the US
and other high-resource countries and within the US, particularly between White vs. Non-
Hispanic Black women, there is increasing attention to the role that respectful maternity
care (RMC) may play in shaping these outcomes. Lack of RMC, or disrespectful care,



has been identified as part of systems’ failures leading to worse outcomes among those
who are the most vulnerable during childbearing.?!-22 A large uptick in community births
within many US communities may reflect patients who did not feel safe or respected in
hospitals, or because their support networks were not permitted in hospitals during the
pandemic.?3-24 Shared decision making? and patient preferences? are central
considerations for updated maternity care approaches that are appealing to pregnant
individuals and create safe birthing environments. These factors signal the need for
careful consideration of standard RMC practices and opportunities for innovation in the
care of all childbearing individuals, with particular attention to racial inequity and
disadvantaged groups, to inform culturally competent care.

In 2020, the US Department of Health and Human Services (HHS) launched a
department-wide effort to improve equity in maternal health and safety outcomes in
response to the ongoing recognition of growing maternal health disparities, particularly
among groups already at risk. This included funding of maternal mortality review
committees and efforts to address implicit bias and racial gaps in pregnancy and
childbirth related deaths.?” Through a partnership with HRSA’s Maternal Child Health
Bureau and the Alliance for Innovation on Maternal Health (AIM), AHRQ worked to
integrate the Safety Program in Perinatal Care (SPPC) with the existing AIM maternal
safety bundle framework?®2 by emphasizing teamwork and communication to improve
patient safety and the culture of obstetric care. HRSA, AIM, and AHRQ have focused on
updating the existing AIM Maternal Safety Bundle “4 R framework” (Readiness,
Recognition, Response, Reporting) to include a 5t R: respectful maternity care (RMC) in
an effort to improve person-centered and equitable care and incorporate pregnant and
postpartum individuals and their identified support networks as part of the
multidisciplinary care team.3031

Defining RMC and its components, understanding fundamental aspects of RMC, and
identifying validated tools to measure and implement safe and respectful care, is
paramount to informing future program goals and addressing these dilemmas.32 Careful
attention to these key components of RMC is important during labor and delivery, when
women may experience pain or insecurity and are particularly vulnerable to experiences
of disrespect or abuse.?3 Implementing evidence-based practices? to train those
delivering care may help reduce variations in care and promote effective and respectful
delivery of care, while discouraging ineffective, inequitable, or potentially harmful
interventions. Since there is no single tool to identify or measure RMC, recognizing the
themes,?> domains,3¢ and key principles of RMC may facilitate a clearer understanding of
target metrics for evaluation. Key measurements include the impact on maternal health
outcomes and identifying care disparities that consider patient experiences.



Purpose of the Review

The purpose of this review is to address the uncertainty in measuring and identifying
respectful maternity care (RMC), disrespect or abuse3’-3° during childbirth, and identify
effective strategies for implementing RMC in order to improve outcomes, particularly for
disadvantaged populations.*® The goal is to define, identify, and evaluate key components
of RMC, how it may be measured, and to synthesize current research on strategies to
deliver RMC to inform an update of the AIM Maternal safety bundle. Specifically, this
systematic review aims to inform policy makers and practice leaders by identifying and
evaluating appropriate metrics and tools to assess RMC. When data are available, we will
also assess the differential impact of RMC on populations adversely affected by
disparities due to geography, race/ethnicity, age, language, education, socioeconomic
status, disability, or other factors as defined by the PROGRESS-plus framework 4!

I1. Review Questions
The systematic review questions are based on those provided in the scope of work

that accompanied the Request for Task Order. A topic refinement document that included
the key questions (KQ), Contextual Question (CQ), and description of patients,
interventions, comparators, outcomes, timing, settings, and study design (PICOTS), and
analytic framework for this topic was posted on the Agency for Healthcare Research and
Quality (AHRQ) Website from August 19th to September 9th, 2022. Public comments
included concerns about excluding care during the prenatal period; recognizing additional
disparities faced by persons with disabilities; and incorporating examples and working
definitions of published, existing RMC frameworks.#? While we acknowledge that there
are opportunities for the delivery and receipt of both disrespectful and respectful care
throughout the prenatal period, this review will focus on RMC during labor and delivery
in an effort to maintain a narrower scope and better focus on areas for future intrapartum
research. There were no other comments specific to the KQs or other PICOTs. The
questions, analytic framework and PICOTS table were reviewed, organized, and refined
by the project team, with input from the AHRQ Task Order Officer (TOO), partners, Key
Informants (KIs), public comments, and will be reviewed by a Technical Expert Panel
(TEP). Additional modifications may be made based on feedback and input from the
TEP.

Key Questions
Questions for the Systematic Review:

KQ1. Which components of RMC have been examined using validated measures? Are
there validated tools to measure RMC?

KQ2. Whatis the effectiveness of strategies to implement respectful maternity care?
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KQ3. Whatis the effectiveness of respectful maternity care on maternal health and
utilization outcomes?

a. How does effectiveness vary among disadvantaged pregnant persons?

b. Which components of RMC are associated with effectiveness?

c. Which (non-patient) factors are associated with effectiveness?

KQ4. Whatis the effectiveness of respectful maternity care on infant health outcomes?
a. How does effectiveness vary among infants of disadvantaged pregnant persons?
b. Which components of RMC are associated with effectiveness?
c. Which (non-patient) factors are associated with effectiveness?

For KQ 3a and 4a, ‘disadvantaged pregnant persons’ may be defined by geography,
race/ethnicity, age, disability, language, education, SES, etc., as described in Cochrane’s
PROGRESS-Plus framework.*! In KQ 3¢ and 4c¢, ‘non-patient factors’ could be related to
setting (type of hospital, rural/urban, staffing ratios) or intervention characteristics.

Contextual Question

CQI. How is respectful maternity care during labor and delivery, and the immediate
postpartum period defined in the literature? Does the literature define the essential/critical
components of RMC? For example, is teamwork and communication (amongst providers,
staff, patients and families) an essential element of RMC?

PICOTS
Table 1 describes the populations, interventions, comparators, outcomes, and settings
(PICOTS).

Table 1. PICOTS: Inclusion and exclusion criteria

Inclusion Exclusion

Population KQ 1-4: Pregnant adolescents and adults Non-pregnant populations
admitted for labor through discharge after
delivery

Subgroups of interest:
¢ KQ 3aand 4a: Disadvantaged individuals®

KQ 2: Implementation strategies for RMC (eg,
patient/provider education, policies, payment,
doula/patient advocate, practice facilitation)
KQ 3-4: Respectful maternity care (any
definition)

KQ 3b and 4b: Specific component of RMC

Interventions | KQ 1: Validated measures of respectful care Non-validated RMC measures

no tool to measure respectful care

Comparators | KQ 1: Other tool(s), reference/gold standard or No tool, measure, or comparisor




KQ 2: Other implementation strategies for RMC
KQ 3-4: Routine maternity care
Absence of a specific RMC component

Outcomes KQ1: KQ4: Infant health outcomes >1
e Respectful care as measured by a validated | year
tool
KQ2
e RMC provider knowledge and/or practices
e Rates of procedures and interventions
KQ 3:
e Health outcomes for pregnant persons
o Maternal morbidity
o Maternal mortality
o Mental health outcomes
o Function, quality of life, patient
satisfaction using validated
measures
o Mental health outcomes based on
validated measures (eg, anxiety,
depression)
o Harms
o Utilization outcomes for pregnant persons
o Length of stay
o Healthcare utilization post-
discharge
o Rates of procedures
KQ4:
e Health outcomes for infants
o Infant morbidity
o Infant mortality
o Harms
e Utilization outcomes for infants
o Length of stay
o Healthcare utilization post-
discharge
Timing ¢ Intervention: Admission for labor through Interventions: before labor,
discharge after delivery during prenatal care
e Outcomes: from admission through one Outcomes: More than one year
year postpartum postpartum
Settings ¢ KQ1, CQ: All countries in a hospital or Home births

birthing facility setting (eg, birth centers)

e KQ 2-4: hospital or birthing facility in US or
US relevant countries

e KQ 3c and 4c: hospital or birthing facility in
US or US relevant countries

Study designs
and
publication

types

e KQ1-4: Trials (randomized and comparative
nonrandomized), comparative observational
studies

KQ 1: Studies that do not
describe psychometric
properties/methods of
determining validity of measures
or components




KQ2-4: Case reports, case
series (or similar single-arm
designs)

Publication types: Conference
abstracts or proceedings,
editorials, letters, white papers,
citations that have not been
peer-reviewed, single site
reports of multi-site studies

Abbreviations: CQ, contextual question; KQ, key question; RMC, respectful maternity care
* “Disadvantaged persons” as defined by PROGRESS-plus framework*!

II1. Analytic Framework

Figure 1. Analytic Framework

Validated
Measures of
RMC

Strategies to
establish RMC

Respectful Maternity Care
(RMC)
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* Utilization of services

* Length of stay

* Improvement in
intermediate health
outcomes

Health outcomes?
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The analytic framework illustrates how the populations, interventions, and outcomes relate to the Key and
Contextual Questions (KQ, CQ)in the review.
* Outcomes vary by KQand are specifiedin Table 2.

IV. Methods

Respectful maternity care (RMC) may include several different strategies or models
designed for various settings, patients, or clinical conditions. We worked with the TOO,




partners, KIs, and will work with the TEP to identify definitions, criteria, principles, and
domains to define and evaluate RMC strategies for this review.

Criteria for Inclusion/Exclusion of Studies in the Review
Table 1 includes specific details of the eligibility criteria for the overall review based on
PICOTS framework. Additional details on key criteria are further defined below.

Key Question 1: Our working definition for “validated” tools and measures will consider
studies that include studies of RMC that incorporate measures that have been
implemented, evaluated, or reported in the literature. We will also review and evaluate
existing conceptual frameworks such as the MADM,*3 MIST,!2 and MOR* index tools,
AWHONN guidelines,*? Birth Place Lab’s RMC measurement registry.*> We will
consider COSMIN (COnsensus-based Standards for the selection of health Measurement
INstruments)*° criteria to facilitate descriptions of measurement validation.

Key questions 2,3.4: We will evaluate studies of comparative effectiveness of strategies
to implement RMC. We will consider studies that report the effect of RMC on maternal
and infant health outcomes, in addition to outcomes related to utilization. We aim to
evaluate how the effective delivery and strategies to implement or provide RMC varies
among disadvantaged persons as defined by the PROGRESS-plus framework,*! including
populations that may vary by geographic location or residence, race/ethnicity/culture,
language, disability, age, gender/sex, and others. We will also intend to represent patient
perspectives, including patient satisfaction, as outcomes, when reported, although these
may be less precise to capture.

Contextual Question: This question aims to identify definitions and components of RMC
described in the literature. Descriptive and hypothetical studies will not be included.

Study Designs: Randomized controlled trials (RCTs) will be prioritized for all key
questions. However, based on our preliminary review of the literature, the majority of the
available evidence is unlikely to be randomized controlled trials (RCTs) with patient-
level randomization that assess effectiveness. Rather, most will be observational studies
that are likely to have limitations that must be considered. For example, issues related to
confounding or selection bias may limit the validity and interpretation of results from
observational studies. In the absence of evidence from RCTs, we will include
prospective, comparative trials. Nonrandomized, controlled studies of interventions will
also be considered for harms.

Non-English-Language Studies: We will restrict to English language articles but will
review English language abstracts of non-English language articles to identify studies
that would otherwise meet inclusion criteria, in order to assess for the likelihood of
language bias.

Settings: While RMC approaches may be very different in other countries, we will not
limit the search to the United States but will evaluate and include what is most relevant
by considering the context. For example, countries outside the US will be considered for



KQ1 and the CQ as these questions do not evaluate effectiveness of RMC and would not
pose an issue for applicability. Rather, these questions aim to identify key components
and validated measures of RMC, which may not primarily be from US relevant settings
and would not affect applicability. Low- or middle-income countries will not be
considered for questions of effectiveness (KQ 2,3.4).

Literature Search Strategies for Identification of Relevant Studies to Answer the
Key Questions

Literature Databases: Ovid® MEDLINE®, EMBASE®, and the Cochrane Library will be
searched. Appendix A contains our sample MEDLINE® search strategy, which will be
adapted to search the other databases. In order to capture all relevant literature, searches
will include additional sources beyond PubMed, when evidence from peer-reviewed
literature is lacking. This will include human rights, legal, psychology, sociology
(SocIndex) and medical anthropology literature as well as work from reproductive justice
leaders outside of the academic space (eg, National Birth Equity Collaborative). These
sources may be more apt to inform the contextual question.

Search Strategy. During topic refinement, Key Informants provided input on approaches
that we will translate into our initial search strategy. Examples of studies of interest will
be used to validate our search strategy. Search strategies were developed by a research
librarian with expertise in conducting searches for systematic reviews. Search strategies
will be reviewed by the TEP. Searches will be peer reviewed by a second librarian.

Literature identified during the updated search will be assessed using the same process of
dual review as all other studies considered for inclusion. If any pertinent new literature is
identified for inclusion in the report, it will be incorporated before the submission of the
final report.

Gray Literature. Sources for gray literature will include reports produced by federal and
state agencies, healthcare provider organizations, or others. We will search for
clearinghouses that aggregate, or reports that summarize perspectives or research across
different organizations. We will follow up on the suggestions made by KIs and TEP
members and will track publications and organizations cited in included studies and
reports. These sources may be considered when evidence from RCTs is lacking.

Hand Searching: Reference lists of included articles and relevant systematic reviews will
also be searched for includable literature.

Supplemental Evidence and Data for Systematic review (SEADS): AHRQ will publish an
announcement in the Federal Register to notify stakeholders about the opportunity to
submit information via the SEADS portal on the Effective Health Care Website.

Publication Date Range: For key questions that define, measure, and evaluate
effectiveness of RMC, we will search databases for studies published after 2013. There
was general agreement that we should focus on relatively recent literature fromthe last 5




to 10 years. The AIM program was established in 2014, which changed the policy
context. The use of the term “respectful maternity care” was also not cited in the peer
reviewed, indexed literature prior to 2013, so searches dating back prior to 2013 may not
be informative or relevant. Electronic literature searches will be updated while the draft
report is posted for public comment and peer review to capture any new publications.

Process for Selecting Studies

In accordance with the Methods Guide for Effectiveness and Comparative Effectiveness
Reviews,*” we will use the pre-established criteria described in Table 1 to screen citations
(titles and abstracts) identified through our searches to determine eligibility for full-text
review. To ensure accuracy, all excluded abstracts will be dual reviewed. We will retrieve
full text articles for all abstracts deemed appropriate for consideration by at least one of
the reviewers. Each full-text article will be independently reviewed for eligibility by two
team members, including any articles suggested by the TEP or peer reviewers, or that
result from the public posting process. Any disagreements will be resolved by consensus
among investigators. A record of studies excluded at the full-text level with reasons for
exclusion will be maintained and made available as an appendix to the final report. We
will review existing systematic reviews, and include their results if appropriate. Ata
minimum, we will use systematic reviews to identify studies. We will maintain a record
of studies excluded at the full-text level with reasons for exclusion.

Data Abstraction and Data Management

For studies meeting inclusion criteria, data will be abstracted, including elements such as
study design, year, setting, country, sample size, patient characteristics, clinician types
and characteristics (e.g., training/background/scope of practice), and results relevant to
each question (e.g. maternal/infant health, patient reported, utilization outcomes) as
outlined in Table 1. We will create tailored, detailed data abstraction tools for each key
question after full text review which will be will be discussed with the AHRQ TOO, and
the TEP. All extracted study data will be verified for accuracy and completeness by a
second team member.

Assessment of Methodological Risk of Bias of Individual Studies

We will use predefined criteria to assess the risk of bias, or internal validity, of included
studies. Controlled trials and observational studies will be assessed using a priori
established criteria consistent with the approach recommended in the chapter, Assessing
the Risk of Bias of Individual Studies, described in the Methods Guide for Effectiveness
and Comparative Effectiveness Reviews.*-*8 These criteria will include methods of
patient selection (e.g., consecutive patients, use of an inception cohort) and appropriate
control for confounding of relevant factors.4*? We will downgrade studies that do not
provide randomization, allocation, and/or blinding details, have a high rate of study loss
to followup, or demonstrate selective reporting or other bias accordingly. To address the
potential for publication bias, we will conduct appropriate statistical tests (e.g., funnel
plots, statistical tests for Egger’s small sample effects) when we have sufficient (>10)



studies.>! These criteria and methods will be used in concordance with the approach
recommended in the chapter, Assessing the Risk of Bias of Individual Studies When
Comparing Medical Interventions,*® from the AHRQ Methods Guide for Effectiveness
and Comparative Effectiveness Reviews.*’ Studies will be rated as being “low,”
“moderate,” or “high” risk of bias as described below in Table 2. Each study will be
independently evaluated for risk of bias by two team members. Any disagreements will
be resolved by discussion and consensus. Team members who were involved in the
conduct of a study will not be involved in data abstraction or risk of bias assessment for

that study.

Table 2. Criteria for grading the risk of bias of individual studies

Rating Description and Criteria

Low °

Leastrisk of bias, results generally considered valid

Employ valid methods for selection, inclusion, and allocation of
patients to treatment; report similar baseline characteristics in different
treatment groups; clearly describe attrition and have low attrition; use
appropriate means for preventing bias (e.g., blinding of patients, care
providers, and outcomes assessors); and use appropriate analytic
methods (e.g., intention-to-treat analysis)

Moderate | o

Susceptible to some bias but not enough to necessarily invalidate
results

May not meet all criteria for low risk of bias, butno flaw is likely to
cause major bias; the study may be missing information related to
attrition, blinding, or analytic methods, making it difficult to assess
limitations and potential problems

Category is broad; studies with this rating will vary in strengths and
weaknesses; some studies rated moderate risk of bias are likely to be
valid, while others may be only possibly valid

High .

Significant flaws that imply biases of various kinds that may invalidate
results; “fatal flaws” in design, analysis or reporting; large amounts of
missing information; discrepancies in reporting; or serious problems
with intervention delivery

Studies are at least as likely to reflect flaws in the study design or
execution as the true difference between the compared interventions
Considered to be less reliable than studies rated moderate or low risk of
bias when synthesizing the evidence, particularly if discrepancies
between studies are present

Data Synthesis

Key Question I:

Approaches to data synthesis may differ across key questions. For Key

Question 1, recent frameworks, including those referenced in the background above,
will be used to develop functional and/or conceptual categories to describe the
strategies, measures, and approaches we identify and provide the basis for qualitative
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synthesis. A table or evidence map may facilitate the synthesis of various categories
corresponding to leading domains and measures of RMC.

Key Questions 2, 3, 4: We will construct evidence tables identifying the study
characteristics and results of interest, and risk of bias/quality ratings for all included
studies. Summary tables will highlight the main findings. We will review and highlight
studies by using a hierarchy-of-evidence approach, where the best evidence will be the
focus of our synthesis for each question.

Contextual Question: We will organize the contextual question according to the sub-
questions, and qualitatively synthesize the data. In our synthesis, we will prioritize U.S.
national or regional studies over local reports or data from other countries, if we
determine they are more relevant. We will summarize the strengths and limitations for
each of the included reports for these questions, with a focus on elements such as the
extent the sample represents the population of interest and the completeness and
reliability of the data, and prioritize the studies that are more rigorous and complete. The
specifics of how we synthesize the data will be driven by the types and quantity of data
available. Once inclusion decisions have been made and key information abstracted, we
will identify existing frameworks, models or measures that can be used to organize and
categorize the finding for this question.

Qualitative data will be summarized in summary tables, including ranges and
descriptive analysis and interpretation of the results. If sufficient data are available,
meta-analyses will be conducted to summarize data and obtain more precise estimates
of outcomes across any subgroups of methodologically comparable studies.>>>3 The
feasibility of a quantitative synthesis will depend on the numberand completeness of
reported outcomes and a lack of significant heterogeneity. To determine whether meta-
analysis could be meaningfully performed, we will consider the risk of bias for each of
the studies and the heterogeneity among studies in design, patient population,
interventions, and outcomes, and may conduct sensitivity analyses. If meta-analysis is
performed, randomized controlled trials will be analyzed separately from observational
studies. Meta-regression may be conducted to explore statistical heterogeneity using
additional variables for methodological or other characteristics (e.g., risk of bias,
randomization or blinding, outcome definition, and ascertainment) given enough
number of studies. Applicability to U.S. practice settings will be assessed based on the
Evidence-based Practice Center (EPC) Methods Guide, using the PICOTS framework >
See section on Applicability below.

Grading the Strength of Evidence (SOE) for Major Comparisons and Outcomes

Grading the strength of evidence (SOE) only applies to questions of effectiveness and
therefore will only be conducted for Questions 2, 3, and 4. Similar to the approach for
assessing risk of bias for individual studies, the strength of evidence (SOE) for each
Question or Quality will be initially assessed by one researcher for selected outcomes
(see PICOTS) by using the approach described in the Methods Guide for Effectiveness
and Comparative Effectiveness Reviews.*’ We will involve the TEP, Partners and TOO in
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the prioritization of the outcomes for SOE after the included studies are identified. We
will provide a suggested list of relevant outcomes based on preliminary searches to help
define and prioritize key outcomes for consideration. To ensure consistency and validity
of the evaluation, the initial assessment will be independently reviewed by at least one
other experienced investigator using the following criteria:

e Study limitations (low, medium, or high level of study limitations)
Consistency (consistent, inconsistent, or unknown/not applicable)
Directness (direct or indirect)
Precision (precise or imprecise)
Reporting bias (suspected or undetected)

The strength of evidence will be assigned an overall grade of high, moderate, low, or
insufficient (Table 3) by evaluating and weighing the combined results of the five
primary domains.

Table 3. Description of the strength of evidence grades

Strength of Description
Evidence
High Very confident that the estimate of effect lies close to the true

effect for this outcome. The body of evidence has few or no
deficiencies. The findings are stable, i.e., another study would not
change the conclusions.

Moderate Moderately confident that the estimate of effect lies close to the
true effect for this outcome. The body of evidence has some
deficiencies. The findings are likely to be stable, but some doubt
remains.

Low Limited confidence that the estimate of effect lies close to the true
effect for this outcome. The body of evidence has major or
numerous deficiencies (or both). Additional evidence is needed
before concluding either that the findings are stable or that the
estimate of effect is close to the true effect.

Insufficient Investigators are unable to estimate an effect, or haveno
confidence in the estimate of effect for this outcome. The body of
evidence has unacceptable deficiencies, precluding reaching a
conclusion. If no evidence is available, it will be noted as “no
evidence”

The strength of the evidence may be downgraded based on the limitations described
above. There are also situations where the observational evidence may be upgraded (e.g.,
large magnitude of effect, presence of dose-response relationship or existence of
plausible unmeasured confounders), if there are no downgrades on the primary domains,
as described in the AHRQ Methods Guide.*”#® Where both RCTs and observational
studies are included for a given intervention-outcome pair, we follow the additional
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guidance on weighting RCTs over observational studies, assessing consistency across the
two bodies of evidence, and determining a final rating.4’

Assessing Applicability

Applicability will be assessed in accordance with the AHRQ’s Methods Guide,*” using
the PICOTS framework. We will use the PICOTS framework to consider the
applicability of the evidence base for each question, for example, examining the
characteristics of the patient populations (e.g., clinical condition) and study setting. These
characteristics of the studies may limit the ability to generalize the results to other
populations and settings.

Review of abstracted information on these factors will be used to assess situations for
which the evidence is most relevant and to evaluate applicability to real-world clinical
practice in typical U.S. settings. We will provide a qualitative summary of our
assessment.

V. Definition of Terms

Abbreviation Definition

AWHONN Association of Women’s Health, Obstetric, and Neonatal Nurses
AHRQ Agency for Health Research and Quality

cQ CQ, Contextual Question

EPC Evidence-based Practice Center

Kl Key Informant

KQ Key guestion

MADM index Mothers Autonomy in Decision Making scale

MIST Mistreatment index

MOR index Mothers on Respect index

PICOS Populations, interventions, comparators, outcomes, timing, and setting

PROGRESS-Plus

Disadvantaged pregnant persons are defined according to the PROGRES S-
Plus framework, which includes place of residence,
race/ethnicity/culture/language, occupation, gender/sex, religion, education,
socioeconomic status, and social capital.

RCT Randomized controlled trial

RMC Respectful Maternity Care

SEADS Supplemental Evidence and Data for Systematic review
SOE Strength of evidence

SuUD Substance use disorder

TEP Technical Expert Panel

TOO Task Order Officer

VI. Summary of Protocol Amendments

None

VII. Review of Key Questions

13




The Agency for Healthcare Research and Quality (AHRQ) posted the Key Questions for
on the AHRQ Effective Health Care Website for public comment August 19-Sept 9,
2022. The Evidence-based Practice Center (EPC) refined and finalized the Key Questions
after review of the public comments, and input from Key Informants. Further refinement
will occur after discussions with the Technical Expert Panel (TEP). All input is intended
to ensure that the key questions are specific and relevant.

VIII. Key Informants

Key Informants are the end users of research, including patients and caregivers,
practicing clinicians, relevant professional and consumer organizations, purchasers of
health care, and others with experience in making health care decisions. Within the EPC
program, the Key Informant role is to provide input into identifying the Key Questions
for research that will inform healthcare decisions. The EPC solicited input from Key
Informants when developing questions for the systematic review. Key Informants are not
involved in analyzing the evidence or writing the report. They do not review the report,
except as given the opportunity to do so through the peer or public review mechanism.

Key Informants must disclose any financial conflicts of interest greater than $5,000 and
any other relevant business or professional conflicts of interest. Because of their role as
end-users, individuals are invited to serve as Key Informants and those who present with
potential conflicts may be retained. The AHRQ Task Order Officer (TOO) and the EPC
work to balance, manage, or mitigate any potential conflicts of interest identified.

IX. Technical Experts

Technical Experts constitute a multi-disciplinary group of clinical, content, and
methodological experts who provide input in defining populations, interventions,
comparisons, or outcomes and identify particular studies or databases to search. They are
selected to provide broad expertise and perspectives specific to the topic under
development. Divergent and conflicting opinions are common and perceived as healthy
scientific discourse that results in a thoughtful, relevant systematic review. Therefore,
study questions, design, and methodological approaches do not necessarily represent the
views of individual technical and content experts. Technical Experts provide information
to the EPC to identify literature search strategies and suggest approaches to specific
issues as requested by the EPC. Technical Experts do not do analysis of any kind nor do
they contribute to the writing of the report. They do not review the report, except as given
the opportunity to do so through the peer or public review mechanism.

Members of the TEP must disclose any financial conflicts of interest greater than $5,000
and any other relevant business or professional conflicts of interest. Because of their
unique clinical or content expertise, individuals are invited to serve as Technical Experts
and those who present with potential conflicts may be retained. The AHRQ TOO and the
EPC work to balance, manage, or mitigate any potential conflicts of interest identified.
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TEP input will be sought to hone and re-affirm methods in the draft protocol, including
perspectives on proposed KQ and PICOTS changes and managing challenges and
reporting to enhance usability and inform meaningful presentation of the report.

X. Peer Reviewers

Peer reviewers are invited to provide written comments on the draft report based on their
clinical, content, or methodological expertise. The EPC considers all peer review
comments on the draft report in preparation of the final report. Peer reviewers do not
participate in writing or editing of the final report or other products. The final report does
not necessarily represent the views of individual reviewers.

The EPC will complete a disposition of all peer review comments. The disposition of
comments for systematic reviews and technical briefs will be published three months
after the publication of the evidence report.

Potential Peer Reviewers must disclose any financial conflicts of interest greater than
$5,000 and any other relevant business or professional conflicts of interest. Invited Peer
Reviewers may not have any financial conflict of interest greater than $5,000. Peer
reviewers who disclose potential business or professional conflicts of interest may submit
comments on draft reports through the public comment mechanism.

XI. EPC Team Disclosures

EPC core team members must disclose any financial conflicts of interest greater than
$1,000 and any other relevant business or professional conflicts of interest. Related
financial conflicts of interest that cumulatively total greater than $1,000 will usually
disqualify EPC core team investigators. No conflicts were reported by any team
members.

XII. Role of the Funder

This project was funded under Contract No. 75Q80120D00006 from the Agency for
Healthcare Research and Quality, U.S. Department of Health and Human Services. The
AHRQ Task Order Officer reviewed contract deliverables for adherence to contract
requirements and quality. The authors of this report are responsible for its content.
Statements in the report should not be construed as endorsement by the Agency for
Healthcare Research and Quality or the U.S. Department of Health and Human Services.

XIII. Registration

This protocol will be registered in the international prospective register of systematic
reviews (PROSPERO).
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Appendix A. Sample Search Strategies: Cervical Degenerative Disease Treatment
Strategies will be adapted for databases to be searched.

Search Strategies
Overall
Database: Ovid MEDLINE(R) ALL <1946 to August 05, 2022>

Search Strategy:

1 ((respect® or disrespect™) adj3 (care or caring* or cares or cared) adjS (matern* or
mother* or obstetric*)).mp. [mp=title, book title, abstract, original title, name of
substance word, subject heading word, floating sub-heading word, keyword heading
word, organism supplementary concept word, protocol supplementary concept word, rare
disease supplementary concept word, unique identifier, synonyms] (417)

2 exp Maternal Health Services/ (56113)

3 ((respect™® or disrespect®) adj5 (care or caring* or cares or cared or wish* or prefer*
or opinion* or desir* or patient™ or matern* or mother®)).mp. [mp=title, book title,
abstract, original title, name of substance word, subject heading word, floating sub-
heading word, keyword heading word, organism supplementary concept word, protocol
supplementary concept word, rare disease supplementary concept word, unique identifier,
synonyms] (186150)

2 and 3 (996)

5 1lor4(1141)

6 exp Human Rights/(152811)

7  exp cultural competence/ (6329)

8 exp culturally competent care/ (2042)

9 exp cultural diversity/ (12647)

10  exp patient centered care/ (23421)

11 6or7or8o0r9or10(193112)

12 2and 11 (1557)

13 exp "Attitude of Health Personnel"/ (167935)

14 12 and 13 (236)

15 exp Professional-Patient Relations/ (147587)

16 12and 15 (232)

17 exp professional competence/ (127085)

18 12and 17 (49)

19  exp Patient-Centered Care/ (23421)

20 2and 19 (347)

21  exp decision making/ (226160)

22 2and21(1200)

23 (respect* or appreciat® or consider*).mp. [mp=title, book title, abstract, original
title, name of substance word, subject heading word, floating sub-heading word, keyword
heading word, organism supplementary concept word, protocol supplementary concept
word, rare disease supplementary concept word, unique identifier, synonyms] (5196589)
24 22 and 23 (297)

25 Sorl4orl6or200r24(1910)

B~
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Measure exp "quality of health care"/ or measures.ti. or tools.ti. or measure.ti. or tool.ti.
or (valid* adj3 stud*).mp.

Establishment of RMC (operationaliz* or operationalis* or strateg™ or framework* or
establish*® or implement™*).ti. or exp "implementation science"/

Maternal health outcomes (maternal or maternity or moms or mothers or mom or
mother).ti. or exp mothers/

Infant health outcomes exp infant/ or infant.ti. or child.ti. or baby ti. or babies.ti. or
infants.ti. or children.ti.

Disadvantaged pregnant persons exp Social problems/ or exp socioeconomic factors/
or exp "health disparity, minority and vulnerable populations"/ or exp "homeless
persons"/ or exp "medically uninsured"/ or exp "population groups"/ or exp prisoners/ or
exp refugees/ or exp "sex workers"/ or exp "transients and migrants"/ or exp "working
poor"/

Systematic Reviews Ovid limit applied = (systematic reviews pre 2019 or systematic
reviews)

RCT (groups or trial or randomly).tw. or "Drug Therapy".fs. or placebo.tw. or
randomized.tw. or "controlled clinical trial".pt. or "randomized controlled trial".pt.
Observational Studies exp "Cohort Studies"/ or "Controlled Clinical Trial".pt. or exp
"Case-Control Studies"/ or ("Evaluation Studies" or "Comparative Study").pt. or
("Comparative Study".pt. or exp "Follow-Up Studies"/)
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