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Abstract

Background: Women in sub-Saharan Africa have the highest rates of morbidity and mortality during childbirth
globally. Despite increases in facility-based childbirth, gaps in quality of care at facilities have limited reductions in
maternal deaths. Infrequent physiologic monitoring of women around childbirth is a major gap in care that leads
to delays in life-saving interventions for women experiencing complications.
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Methods: We will conduct a type-2 hybrid effectiveness-implementation study over 12 months to evaluate using a
wireless physiologic monitoring system to detect and alert clinicians of abnormal vital signs in women for 24 h after
undergoing emergency cesarean delivery at a tertiary care facility in Uganda. We will provide physiologic data
(heart rate, respiratory rate, temperature and blood pressure) to clinicians via a smartphone-based application with
alert notifications if monitored women develop predefined abnormalities in monitored physiologic signs. We will
alternate two-week intervention and control time periods where women and clinicians use the wireless monitoring
system during intervention periods and current standard of care (i.e., manual vital sign measurement when clinically
indicated) during control periods. Our primary outcome for effectiveness is a composite of severe maternal
outcomes per World Health Organization criteria (e.g. death, cardiac arrest, jaundice, shock, prolonged
unconsciousness, paralysis, hysterectomy). Secondary outcomes include maternal mortality rate, and case fatality
rates for postpartum hemorrhage, hypertensive disorders, and sepsis. We will use the RE-AIM implementation
framework to measure implementation metrics of the wireless physiologic system including Reach (proportion of
eligible women monitored, length of time women monitored), Efficacy (proportion of women with monitoring
according to Uganda Ministry of Health guidelines, number of appropriate alerts sent), Adoption (proportion of
clinicians utilizing physiologic data per shift, clinical actions in response to alerts), Implementation (fidelity to
monitoring protocol), Maintenance (sustainability of implementation over time). We will also perform in-depth
qualitative interviews with up to 30 women and 30 clinicians participating in the study.

Discussion: This is the first hybrid-effectiveness study of wireless physiologic monitoring in an obstetric population.
This study offers insights into use of wireless monitoring systems in low resource-settings, as well as normal and
abnormal physiologic parameters among women delivering by cesarean.

Trial registration: ClinicalTrials.gov, NCT04060667. Registered on 08/01/2019.

Keywords: Wireless physiologic monitoring, Post-operative monitoring, Cesarean delivery, Hybrid effectiveness-
implementation trial, Maternal mortality

Background
Reducing maternal mortality continues to be a global re-
productive health priority. Between 1990 and 2015, glo-
bal maternal mortality dropped by 45%, from 532,000
deaths per year to an estimated 303,000 [1, 2]. However,
childbirth remains a period of great risk for women and
their babies in many resource-limited settings, with 295,
000 maternal deaths and 6 million perinatal deaths (i.e.,
fetal and neonatal) occurring annually [3, 4]. Most ma-
ternal deaths occur around the time of delivery and ap-
proximately 45% within the first 24 h [5, 6]. As such, the
promotion of facility-based childbirth has been a corner-
stone of strategies to reduce maternal and neonatal
deaths in low and middle-income countries [7, 8]. How-
ever, despite increases in the proportion of women deliv-
ering at facilities, reductions in mortality and morbidity
have not been as rapid as expected. Increasing evidence
for this gap points to poor quality of care received at fa-
cilities as a contributing factor [7]. The Lancet Commis-
sion for High Quality Health Systems reports that up to
55% of maternal deaths occur due to poor quality of care
received, rather than non-utilization of care [9].
High quality facility-based intrapartum and postpar-

tum care relies on physiologic monitoring as a strategy
to identify potential obstetric complications and to guide
management if complications occur [10]. The top three
causes of maternal mortality, hemorrhage, hypertensive

disease and sepsis, are commonly associated with abnor-
malities in physiologic signs [11]. Tachycardia and
hypotension are clinical features of hemorrhage; hyper-
tension and hypoxia are features of pre-eclampsia; and
fever, tachycardia, hypotension and hypoxia are features
of sepsis [12, 13]. Thus monitoring for and responding
to these abnormalities is a key feature of preventing ma-
ternal morbidity and mortality. In emergency and medi-
cine wards, abnormalities in physiologic signs have been
shown to predict subsequent in-hospital mortality and
morbidity [14–18]. In response to these findings, health
care systems in resource-rich settings have introduced
“Track and Trigger” protocols or “Early Warning Scores”
to identify abnormalities in physiologic signs and acti-
vate an appropriate response [19]. Combining early
warning of potential illness with appropriate medical re-
sponse has reduced rates of cardiac arrest, readmissions
to critical care and mortality [20–22]. Similar to early
warning scores for emergency and medicine wards, na-
tional patient safety groups in the UK and United States
advocate for the adoption of maternal early warning sys-
tems to improve recognition and prevention of serious
obstetric morbidity and mortality through improved
utilization of physiologic signs [23, 24]. These systems
have been validated for the prediction of serious illness
in obstetric populations [25], including a study in India
where an adapted maternal early warning system was
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found to have a sensitivity of 86% and positive predictive
value of 53% for obstetric morbidity [12].
However, physiologic monitoring is resource intensive,

particularly for intrapartum and postpartum care. The
World Health Organization calls for “close” monitoring
in the immediate postpartum period [26]. Nursing stan-
dards by professional organizations in resource-rich set-
tings operationalize “close” monitoring as physiologic
monitoring every 15 min for the first 2 h postpartum,
then every fours for the first 24 h [10, 27]. Traditional
methods of physiologic monitoring typically require a
nurse or nursing assistant to go to a patient’s bedside
and obtain the different physiologic parameters. With
this standard of care, sustaining the recommended high
frequency of monitoring is a challenge even in resource-
rich settings [28, 29]. In resource-limited settings, this is
unachievable. In a study testing the functionality and ac-
ceptability of a wireless maternal vital sign monitor in
Mbarara Hospital in southwestern Uganda, it was found
that the physician to patient ratio ranged from 1:8 dur-
ing the day to 1:14 during the night while the nursing/
midwife to patient ratios are approximately 1:25 during
the day and 1:50 at night [30]. In another study, examin-
ing physiologic monitoring during intrapartum care in
Mbarara, Uganda, we found that less than 1% of women
had high quality postpartum physiologic monitoring de-
fined as the assessment of maternal blood pressure,
heart rate and temperature within 4 h of delivery, and
less than 4% at 24 h after delivery [31]. Our findings mir-
ror those of one of the largest interventional studies for
quality improvement around obstetric care in a
resource-limited setting that tested the use of a checklist
for improving quality; maternal blood pressure and
temperature were checked in less than 38% of women in
the intervention arm, and less than 3% of women in the
control arm, at any point during their obstetric admis-
sion [32].
There are few pragmatic trials of strategies to improve

the frequency and accuracy of physiologic monitoring in
resource-limited settings. To date, these have relied on
hand-held vital sign monitors that require bedside acqui-
sition of physiologic parameters by staff [33]. In many
resource-limited settings, where nurse to patient ratios
may be as high as 1:50, such one-to-one monitoring is
prohibitive. Advancements in wireless physiologic moni-
toring offer a novel strategy to improve the ability to ob-
tain and react to abnormalities in physiologic signs.
Wireless physiologic monitoring systems comprise a
wearable wireless biosensor that acquires physiologic
data, transmits data over a wireless network to cloud
storage. Data can be transmitted from cloud storage to a
central processing unit, web interface, or to other app-
enabled devices (e.g. smart phone) for review by a clin-
ician. In prior pilot work, we have shown that this type

of technology is functional in both resource-rich and
resource-limited settings and acceptable to both clini-
cians and pregnant women [34, 35].
We aim to expand on this pilot work and evaluate the

clinical effectiveness and implementation of a wireless
physiological monitoring system for immediate postpar-
tum monitoring in a resource limited setting. To do so,
we will conduct a type 2 hybrid effectiveness-
implementation trial. Type 2 hybrid designs test clinical
effectiveness and implementation simultaneously and
with equal priority. Our primary aims are to 1) estimate
the clinical effectiveness of wireless physiologic monitor-
ing in the first 24 h after delivery in postpartum women
at a regional referral and teaching hospital in a resource-
limited setting and 2) evaluate measures of implementa-
tion of wireless physiologic monitoring in this setting.

Methods
Study design
This is a pragmatic type 2 hybrid effectiveness-
implementation trial utilizing a quasi-experimental,
interrupted time series with repeated on/off periods ap-
proach and carried out in a single facility.

Study setting
The study will be carried out in the Department of Ob-
stetrics and Gynecology (OB/GYN) at the Mbarara Re-
gional Referral Hospital (MRRH), which is the primary
referral hospital for southwestern Uganda and the teach-
ing hospital for Mbarara University of Science and Tech-
nology. MRRH is a publicly funded 600-bed hospital.
Hospital records indicate approximately 9000 deliveries
per year, a average maternal mortality ratio of 389 per
100,000 live births, and a cesarean delivery rate of 37%
between 2013 and 2018 (unpublished data). Approxi-
mately 21% of patients are referred to the institution
from other health facilities. Inpatient services in this de-
partment include antenatal management of high-risk
pregnancies, intrapartum care, postpartum care, and gy-
necologic surgery management. The unit is staffed by 24
nurse-midwives, 13 consultant OB/GYNs, and 30 post-
graduate doctors training in OB/GYN. Post-graduate
doctors have clinical responsibility for laboring patients,
performing cesarean deliveries, and managing complica-
tions. Midwives perform normal vaginal deliveries and
other nursing duties, such as medication administration
and initial neonatal care. There are no additional nurses
or medical assistants. Nurse-midwife staffing to patient
ratios range from 1:25 during the day to 1:50 at nights
and weekends [31]. There are no fees for women seeking
clinical care at MRRH. A minority of women (< 1% of
admissions) have the option to pay for maternity care in
a private ward that is staffed separately from the main
maternity unit. Current standard of care for physiologic
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monitoring on the maternity ward is primarily per-
formed by manual attainment of physiologic signs by cli-
nicians with available equipment. Based on prior audits,
standard monitoring is most often performed for post-
cesarean women during morning rounds by post-
graduate doctors per departmental expectations. In prior
work assessing frequency of monitoring, we found 2 and
4% of women had heart rate, and blood pressure re-
spectively, checked in the first 4 h post-cesarean. Heart
rate was checked in 40% of women on post op day 1,
blood pressure in 38%, temperature in 7%, respiratory
rate in 2% and oxygen saturation in 1% of women [31]

Wireless physiologic monitoring system
The wireless physiologic monitoring system to be used
in this study is provided by Current Health™. The bio-
sensor used in this monitoring system has approval from
the United States Food and Drug Administration for
monitoring heart rate, temperature, oxygen saturation,
respiratory rate and movement in adults. It has been
used in a trial assessing the detection of clinical deterior-
ation in emergency department patients [36]. The wire-
less monitor consists of a biosensor worn on the upper
arm, preferably left arm (Fig. 1 Panel a and b). Physio-
logic data including heart rate, respiratory rate,
temperature and oxygen saturation are captured by the
monitor and transmitted via Wi-Fi to a secure cloud
storage. The biosensor contains photoplethysmographic,
temperature and accelerometer sensors. Measures of
heart rate, respiratory rate, oxygen saturation, skin
temperature and motion are derived from observations
by these three sensors. Raw waveforms are transmitted
from the wearable to the Current Health cloud, where
they are analyzed. Blood pressure is not obtained directly
from the biosensor. This physiologic sign is obtained
with a separate blood pressure cuff (iHealth™). Readings
from blood pressure measurements are integrated with
output from the biosensor using a QR sensor on the
blood pressure device and a smartphone enabled with
the Current Health™ app. Once obtained, the blood pres-
sure reading is also sent to the same cloud storage. From
cloud storage, physiologic data is transmitted for the
end-user access to either a web-based platform or a
smart phone application (Fig. 2: Panel a). Access to ei-
ther requires a username and unique pin for each user.
The smart phone application is available for both An-
droid and IOS platforms. On the web-based platform
and smart phone application, physiologic data is access-
ible both for real-time data and historic data (Fig. 2:
Panels b and c, respectively). The smartphone applica-
tion allows for customizable predefined alert levels for
each physiologic signs (e.g., respiratory rate > 30 breaths
per minute for 5 min) or for a combination of alerts. If
this parameter is met, an alert is triggered as a phone

notification and requires a response from a user receiv-
ing the alert for the alert to be silenced. Users viewing
historic data can also see any previous alerts that had
been sent and to whom they were sent (Fig. 2: Panel c).

Assignment of the intervention
Pregnant women will be enrolled in alternative two-
week intervention and control time periods. During an
intervention time period all women meeting eligibility
criteria and providing informed consent will be enrolled
consecutively unless biosensors are not available. With
20 biosensors available for the study and mean number
of emergency cesarean deliveries of ~ 10/day, we antici-
pate we will be able to enroll all women meeting eligibil-
ity criteria. This allocation strategy will be used to
minimize bias with sicker women being prioritized for
monitoring. Randomization will not be done at the indi-
vidual patient level because of a high potential for contam-
ination (e.g., unplanned use of the monitors in control
participants) and ethical concerns (e.g., control partici-
pants seeing intervention participants with potentially
more clinical attention). Randomization of the interven-
tion time periods by time will not be performed to prevent
clustering of intervention time periods during certain sea-
sons, which are particularly relevant in this rural, agrarian
setting. Due to the nature of this intervention, blinding of
patients, clinicians and investigators will not be feasible.

Intervention periods
The intervention for this trial will be the use of the
above-noted wireless physiologic monitoring system to
monitor women for the first 24 h after completion of an
emergency cesarean delivery and provide alerts to cover-
ing clinicians via a smart phone application. Eligible
women consenting for the study will have the wireless
monitor placed on them immediately after the completion
of the cesarean delivery and then removed at the end of
24 h (Fig. 3). The monitoring system will be programmed
to send alarms to phones held by clinicians with clinical
coverage duties should abnormalities occur in physiologic
signs. We chose limits for abnormalities in physiologic
signs based on standard clinical guidelines around the
common obstetric complications including hemorrhage
sepsis and hypertensive disease (Table 1) [37–39].
For each clinical care shift two midwives and one con-

sultant OB/GYN will be identified and designated as the
responding clinicians to receive alerts on patients. The
two midwives are physically present at all times on the
wards; one midwife will have responsibility for receiving
alarms for covering patients on the postpartum ward
and one midwife will have responsibility for coverage of
alarms from patients in the operating theatres. The mid-
wives will be provided with an emergency responder
phone (Samsung J3, Android) enabled with the Current
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Health™ application on which they can visualize vital
signs and receive notifications of abnormal physiologic
signs. Consultant OB/GYNs designated as responding
clinician may or may not be physically present on the
ward as per current departmental policies. They will be
provided with the smartphone application for download
to their own personal phones, per their preference. Clin-
ical response to alerts and notification of other clinicians
(i.e., other doctors and other midwifes) will be left to the
discretion of the clinician receiving the alert.

Control time periods
The control for this study will be current standard of
care for physiologic monitoring. This standard relies pri-
marily on manual attainment of physiologic signs by cli-
nicians with available equipment. During control periods
women will not be approached or interacted with, how-
ever chart review will be performed to assess for the oc-
currence of the primary and secondary outcomes and to
review frequency of physiologic monitoring as docu-
mented in the chart (Fig. 3).

Fig. 1 a: Biosensor as worn on left arm of postpartum woman. b: Close up of biosensor and strap

Fig. 2 Panel a: Smart phone log-in interface, Panel b: Patient current vital signs on smart phone app; Panel c: Historic vital sign and timeline of
previous alerts
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Eligibility criteria
Patient participants
Women aged 18 and older undergoing emergency
cesarean delivery at MRRH are eligible for inclusion into
the trial. We have restricted the target population to
women undergoing emergency cesareans because of

higher rates of morbidity and mortality compared to va-
ginal delivery and elective cesareans deliveries [40–44].
We will exclude women unable to speak Runyankole or
English (two most common languages) due to study re-
source constraints. We will also exclude women directly
admitted to the intensive care unit and the private ward

Fig. 3 Spirit Flow Diagram

Table 1 Predefined limits for clinician alerts

Physiologic sign Cut off for alert

Heart rate (beats per minute), noted consistently for > 10min > 120

Systolic blood pressure (mmHg), any > 160 or < 70

Diastolic blood pressure (mmHg), any > 110 or < 30

Temperature (C), noted consistently for > 10min >38C

Respiratory rate (breaths per min), noted consistently for > 10min > 30
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due to different staffing and monitoring systems in place
on those closed units.

Clinician participants
Midwives and consultant OB/GYNs with privileges to
work on the maternity unit and with clinical duties dur-
ing the study period will be eligible for participation.
Postgraduate trainees in OB/GYN will not be included
due to concerns for coercion with enrollment raised by
the local ethics committee. Clinicians using the monitor-
ing system and a subset of women participating in moni-
toring will also be eligible to participate in-depth
interviews.

Outcome Measures
Primary outcome
The primary outcome measure for effectiveness will be
the rate of severe maternal outcome i.e. one or more of

the following outcomes up until discharge. This compos-
ite measure is derived from World Health Organization
(WHO) near miss morbidity criteria (Table 2) and also
includes hysterectomy, cardiac arrest, prolonged uncon-
sciousness, stroke, dialysis, intensive care unit admission
and death. The WHO near miss morbidity criteria have
been adopted since 2008 as a standardized approach to
measure pregnancy related life-threatening conditions
and are a useful tool to assess the quality of obstetric
care [45, 46]. Though use in sub-Saharan Africa is lim-
ited, this measurement tool has been applied with some
modification in similar settings to the proposed trial site
[43, 44, 47, 48]. We chose near miss events for inclusion
in the severe maternal outcome composite measure
based on the ability to measure these events in both
study groups (intervention and control), and as measures
that should be reduced with earlier recognition of com-
plications and subsequent intervention. Near miss events

Table 2 WHO Near Miss Criteria with demonstrated feasibility of collection in a RLS [28, 29, 7]

Outcome Definition/Measurement Included in Primary
Outcome

Death Mortality occurring at any time point after delivery and prior to discharge X

Clinical based near-miss criteria

Acute cyanosis Blue or purple coloration of the skin or mucous membranes due to low
oxygen saturation

X

Gasping Terminal respiratory pattern, the breath is convulsively and audibly caught. X

Severe bradypnea or tachypnea* Respiratory rate < 6 or Respiratory rate > 40

Shock* Persistent systolic BP≤ 80 mmHg or a persistent systolic BP ≤ 90mmHg with
a HR≥ 120

Oliguria Urinary output < 30ml/hour for 4 h or < 400ml/24 h non-responsive to
fluids/diuretics

X

Failure to form clots Bedside clotting test or absence of clotting from the IV site after 7 min X

Prolonged unconsciousness Complete or near-complete lack of responsiveness to external stimuli X

Cardiac arrest Sudden absence of pulse and loss of consciousness X

Stroke Neurological deficit of cerebrovascular cause persisting ≥24 h X

Uncontrollable fits Refractory, persistent convulsions or status epilepticus X

Total paralysis Complete or partial paralysis of both sides of the body X

Jaundice in the presence of pre-eclampsia BP > 140/90 with proteinuria (> 1 + dipstick in ≥2 samples) and jaundice X

Laboratory-based near miss criteria

Acute severe azotemia Creatinine > 300mmol/l or > 3,5 mg/dl X

Severe acute hyperbilirubinemia Bilirubin > 100 μmol/l or > 6.0 mg/dl. X

Severe acute thrombocytopenia < 50,000 platelets/ml X

Management-based near-miss criteria

Use of continuous vasoactive drugs Uninterrupted infusion of dopamine, epinephrine, or norepinephrine X

Hysterectomy Surgical removal of the uterus following infection or hemorrhage X

Massive transfusion Transfusion of ≥5 units of blood X

Intubation and ventilation not related to
anesthesia

Placement of an endotracheal tube or ventilation for > 60min purposes
other than anesthesia

X

Dialysis for acute renal failure** X

Cardiopulmonary resuscitation Emergency procedures including chest compressions and lung ventilation X
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that are reliant solely on physiologic monitoring for
identification will be excluded from our composite out-
come as these cannot not be measured reliably in the
control group.

Secondary outcome measures
Secondary outcome measures to be evaluated include
the maternal mortality rate, maternal near miss rate, and
case fatality rates for postpartum hemorrhage, hyperten-
sive disease and sepsis – the three most common causes
of maternal death.
To measure the number of severe maternal outcomes

and other secondary outcome measures, a trained re-
search assistant (RA) will screen the medical records of
all women delivered by cesarean on a daily basis until
discharge (Fig. 3). The occurrence of events will be ab-
stracted and recorded. Chart abstraction has been used
successfully to document and measure maternal near-
miss criteria in settings similar to the proposed study
site [47]. To minimize missing information due to miss-
ing medical records or incomplete documentation, the
RA will also cross check for potential severe maternal
outcomes in the defined population by screening a daily
report produced by covering doctors and presented daily
to the department as part of routine clinical care.

Intervention implementation measures
The RE-AIM (Reach, Efficacy, Adoption, Implementation
and Maintenance) framework evaluates the implementa-
tion of an intervention as a function of five factors in-
corporating both individual and organizational level

measures (Table 3) [49–51]. This framework will be
used to measure implementation.
During enrollment of women into wireless physio-

logic monitoring, an RA will monitor and record
process measures around the use of the wireless mon-
itoring system including: 1) proportion of women
with placement of the biosensor after cesarean deliv-
ery (Reach), 2) total length of time for monitoring
over 24 h (Reach). All patient participants in both
intervention and control time periods will have chart
abstraction by RAs to document frequency of physio-
logic sign documentation (Reach). At the end of each
shift, clinicians are sent a brief survey to document if
they logged into the system (Adoption), received an
alert (Efficacy), the time they became aware of the
alert (Efficacy) and any clinical action taken as a result
(Adoption). Back end data from the Current Health™
application will also be reviewed to document, logins
to the system, receipt of automated alerts, time of
receipt and type of alert received (Efficacy, Adoption,
Implementation) and acknowledgement of the alert
(Adoption). RAs will also document on a daily basis
external factors such as electricity outage, wireless
disconnections, strikes, clinical supply stock outs that
may impact study procedures and clinical use of the
system (Implementation).
To provide context to the above quantitative measures

and to understand acceptability and facilitators and bar-
riers to uptake of wireless physiologic monitoring, semi-
structured interviews will be performed with clinicians
using the monitoring system and postpartum women

Table 3 RE-AIM Implementation Science Framework [49, 50]

Metric Dimension Study Measure Data source

Reach Proportion of target population
that participated in the
intervention

• Percent of women with successful placement of
the biosensor after delivery

• Total length of time for monitoring during the
24 h after cesarean delivery

• Percent of women participating in monitoring
for 24 h

• Physiologic data from biosensor
• Time of delivery from chart records and
operating theater log books

• Physiologic data recorded in charts

Efficacy Success rate if implemented as
in guidelines

• Percent of women with HR, BP, RR and Tp
available at least every 4 h for 24 h after delivery

• Percent of appropriate alerts sent

• Physiologic data from biosensor
• End of shift survey to clinicians
• Back-end data from Current Health™
• Physiologic data recorded in charts

Adoption Proportion of practitioners
adopting this intervention

• Percent of eligible clinicians participating in
wireless monitoring

• Number of clinical actions in response to alerts

• End of shift survey to clinicians
• Back-end data from Current Health™

Implementation Extent to which the intervention
is implemented in the real world

• Fidelity of implementation to the study protocol • Documentation of any necessary
adjustment to the protocol after study
enrollment begins

• Documentation of disruptions due to
external factors

Maintenance Sustainability of program over
time

• Sustainability of reach, efficacy and adoption as
measured by stability of measures over study
period

• Above sources reviewed over the 12-
month study period

*HR -Heart Rate, BP – Blood Pressure, RR – Respiratory Rate, Tp – Temperature
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undergoing monitoring. Up to 35 clinicians will be re-
cruited for semi-structured interviews. Based on current
staffing at MRRH, this will likely include all clinicians
that enroll in the study. Up to 30 postpartum women
who wear the biosensor will be recruited for interview,
purposively sampled for age (18–34 and > 35 years) and
level of use of the biosensor (~ 15 women who com-
pleted 24 h of monitoring and ~ 15 women with less
than 24 h of monitoring). If the thematic saturation is
not reached within each stratum with this sampling,
additional women will be interviewed resources permit-
ting. Interviews will be conducted 6 months after enroll-
ment begins. This will allow for 6 intervention time
periods to be completed and reduce potential for the
learning curve associated with a new system to influence
clinician perspectives. Interviews will be conducted until
thematic saturation is reached. The interview guides for
clinicians and postpartum women will be developed in a
multi-step fashion. The initial interview guide will be de-
veloped through a review of existing literature, including
the Technology Acceptance Model [52–56] as a frame-
work and adaptations to this model for use in resource-
limited settings [53], as well as input from local OB/
GYNs and other study team members. This interview
guide will be piloted on 3 doctors and five women. The
initial guide will then be revised as needed based on the
pilot phase. Initial interview guides are available in Sup-
plemental file 1. An RA trained in qualitative interview
technique and fluent in the language of choice of the
participants (either Runyankole or English) will adminis-
ter interviews, perform verbatim transcriptions, and
translate into English where necessary. Interviews will be
conducted in a private space and designed to last less
than one hour. For postpartum women, interviews will
be performed on postpartum day 2 or 3, at a time con-
venient to the woman.

Sample size
On average, approximately 8–10 emergency cesarean de-
liveries are performed at MRRH daily. Thus, in a two-
week time period we estimate ~ 112 emergency cesar-
eans performed. We plan an intention to treat approach
and plan to capture outcomes on all eligible women de-
livered by emergency cesarean whether or not they have
monitoring as per protocol. This yields an estimated 112
women per time period. Over 12 months of enrollment,
we will therefore have 13 intervention time periods and
13 control time periods This yields an estimated 1456
women in the intervention group and 1456 in the con-
trol group. Assuming an intraclass correlation coefficient
of 0.01, the effective sample size after taking account of
clustering is 633 per group. This sample size will allow
us to detect a difference of 5.7% in the severe maternal
outcome rate between the two study arms, with a two-

sided significance level of 0.05, and 80% power, assum-
ing a baseline rate of severe maternal outcome of 13%
[43, 47].

Data management
All data captured will be entered into REDCap (Research
Electronic Data Capture), which is a secure, web-based
software platform designed to support data capture for
research studies [57, 58]. In depth interviews will be
digitally recorded and then transcribed and translated
within 72 h of the interview. Transcripts will be stored
in a secure file sharing system. Identifiable information
will only be used for study logistics and management
and accessible to the core study investigators and re-
search staff. Data for analysis will be de-identified.

Analysis
Intervention effectiveness
We plan an intention to treat approach to assess effect-
iveness. We will calculate the event rates for both pri-
mary and secondary outcomes during intervention and
control time periods on all eligible women during those
time periods. These will be compared using Poisson re-
gression models. While intervention allocation was at
the level of the two-week time period, the analysis will
be at the individual patient level adjusting for clustering
of observations within time periods.
Exploratory analyses will be used to determine if the

intervention has a more significant effect in certain sub-
groups of women (e.g. women < 35, or women with
more education). The interaction between study arm
and comorbidities (i.e., HIV, hypertension, pulmonary,
cardiac or kidney disease, malaria) will also be tested in
the logistic regression models. Subgroup effects will be
reported if there is strong evidence of heterogeneity of
intervention effect.

Intervention implementation
Implementation will be assessed using the RE-AIM
framework. Data will be assessed at 4-month intervals
(i.e. after 4 intervention time periods) and used to in-
form changes in alert notifications to optimize clinical
adoption. Data from the entire study period will be used
to assess implementation outcomes. For example, if fre-
quent false alarms are noted at the above thresholds
these will be adjusted if needed. In depth interviews will
be analyzed using a grounded theory approach. Specific-
ally, data will be analyzed using content analysis, in an
iterative, multi-step process [59, 60]. Transcripts will be
reviewed for key concepts and used to develop a code-
book. Approximately 20% of transcripts will be double
coded to ensure consistency with the codebook. Coded
data will be used to develop descriptive categories. While
we will compare these descriptive categories to the
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technology acceptance model as a framework for inter-
pretation, we will also be interested to explore new
themes that may emerge and provide context to our un-
derstanding of clinical adoption as measured by the RE-
AIM framework.

Human subjects protection
Informed consent
Women undergoing emergency cesarean delivery during
intervention time periods will be approached for written con-
sent for them to wear the biosensor for 24 h after delivery.
We will approach eligible pregnant women for informed
consent prior to clinically indicated cesarean delivery but
after the clinical decision is made and clinical consent for the
cesarean is obtained (Fig. 3). Based on clinical experience at
this site, the average time from the clinical decision to initi-
ation of the cesarean delivery is often greater than one hour,
thus allowing time for research informed consent to be ob-
tained [61]. For women who do not have the capacity to con-
sent due to clinical status, a health care proxy will be
approached. Written informed consent will be performed
prior the cesarean delivery to allow monitoring to begin im-
mediately after the procedure. A trained research nurse will
obtain informed consent. Consent is waived for chart review
of women undergoing emergency cesarean delivery during
control periods.
Clinicians eligible for enrollment will learn about the

study and eligibility for participating during routine staff
meetings. Study investigators will provide further details
and explanation of the study procedures to clinicians in-
terested in participating and obtain written informed
consent for clinicians willing to participate.

Ethics and research governance
The trial has institutional regulatory board approval from
the Partners Healthcare Institutional Regulatory Board,
Boston, MA (2019P000885), Mbarara University of Science
and Technology Research Ethics Committee (17/10–18)
and the Uganda Council of Science and Technology
(HS417ES). Written consent is obtained from both women
undergoing wireless monitoring and clinician participants.
Any amendments to the trial will be communicated and ap-
proved by all three ethics boards. A data and safety moni-
toring board will oversee the study. The board will meet
twice during the study (month 4 and 8 of enrollment) and
once at the end. The board will review if there is a signal of
higher rates of severe maternal outcome than expected to
determine if these are related to the study intervention and
then provide recommendations to study changes including
but not limited to potential consideration of study termin-
ation. We will also ask their assistance in monitoring study
implementation, including participant burden.

Discussion
Improving quality of care during facility-based childbirth
is a global health priority. Without vast increases in the
number of health care workers, current standards for in-
patient physiologic monitoring will be unattainable. Fur-
thermore, current projections are that shortages in
health providers are likely to worsen, rising from a
shortfall of 7.3 million currently to 18 million by 2030,
and with deficits concentrated in resource-limited set-
tings within sub-Saharan Africa and South-east Asia
[62]. As such, new and innovative strategies are needed
to provide the necessary and recommended close moni-
toring for women seeking obstetric care in facilities des-
pite staffing limitations. This study will provide insights
into the effectiveness and ability to use wireless physio-
logic monitoring to overcome human resource limitations.
In this trial we describe the use of a hybrid

effectiveness-implementation design. Hybrid designs that
simultaneously combine clinical effectiveness trials with
implementation evaluation blend both designs with the
goal of supporting rapid translation into routine practice
[63]. This study design is particularly relevant in
resource-limited settings where strategies from other
settings may perform differently yielding different out-
comes, and yet should effectiveness be proven, rapid up-
take into practice is valuable. The proposed intervention,
i.e. the use of wireless technology for physiologic moni-
toring in resource-limited settings, has strong face valid-
ity, a strong base of indirect evidence suggesting
effectiveness, and minimal risk associated with the inter-
vention; it thus meets conditions recommended for hy-
brid designs [63]. Implementation outcomes will provide
a richer understanding of the results from the effective-
ness component of the study as well as providing the
platform for scale up and adoption of this intervention
into routine clinical care, if proven effective.
Findings from this trial will provide preliminary data

to design a prospective cluster randomized, controlled
intervention trial using wireless physiologic monitoring
coupled with an mHealth alert system to reduce facility-
based maternal mortality and morbidity. Additionally,
findings from this trial may inform efforts to expand
monitoring to other groups of women e.g. laboring
women, or high-risk women (e.g. women with pre-
eclampsia or eclampsia) who have a vaginal delivery.

Trial status
Protocol version date: 05/28/2019. Protocol version: 2.
We began enrollment into the trial began on 21st Janu-

ary 2020 and initially projected to end 20th January 2021.
Due to the COVID-19 pandemic, study activities were put
on hold on March 3rd, 2020. Study activities resumed in
September 2021 in line with local public health control
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measures and recommendations and projected to enroll
until July 2021.

Supplementary Information
The online version contains supplementary material available at https://doi.
org/10.1186/s12884-021-03550-w.

Additional file 1.

Abbreviation
RE-AIM Framework: Reach, Efficacy, Adoption, Implementation, Maintenance
Framework.

Acknowledgements
The author’s acknowledge Current Health for technical support and
guidance in installation and use of the wireless monitoring system.

Authors’ contributions
AAB, JN, BJW and JEH conceived the study. AAB and JEH designed the initial
study with inputs from JN, BJW, HML, GM, CP and JPM. AAB, JN, BJW, HML,
LB, GM, CP, JPM and JEH contributed to study protocol refinement. NM
provided statistical support. AAB drafted the manuscript with inputs from
JEH. JN, BJW, HML, LB, GM, SM, KM, NM, CP, JPM critically commented and
provided revisions to the manuscript. All authors read and approved the final
manuscript.

Funding
AAB is supported by career development awards from the Eunice Kennedy
Schriever National Institute of Child Health and Human Development (K23
HD097300–01) and Massachusetts General Hospital Executive Committee on
Research through the Center for Diversity and Inclusion. JEH is supported by
K24MH114732 from the National Institute of Mental Health. The wireless
monitoring system in use in the study was purchased from Current Health™.
The funders have no role in study design, data collection and analysis,
decision to publish or preparation of the manuscript.

Availability of data and materials
The datasets to be generated and used in the study will be available from
the corresponding author on reasonable request after completion of the
study and primary publications.

Ethics approval and consent to participate
The trial has institutional regulatory board approval from the Partners
Healthcare Institutional Regulatory Board, Boston, MA (2019P000885),
Mbarara University of Science and Technology Research Ethics Committee
(17/10–18) and the Uganda Council of Science and Technology (HS417ES).
All participants undergoing wireless monitoring will provide written consent
to participate. All clinicians using the wireless monitoring system will also
provide consent to participate.

Consent for publication
The individual pictured provided consent for publication.

Competing interests
The authors declare that they have no competing interests.

Author details
1Department of Obstetrics and Gynecology, Massachusetts General Hospital,
55 Fruit Street, Founders 5, Boston, MA, USA. 2Center for Global Health,
Massachusetts General Hospital, Boston, MA, USA. 3Harvard Medical School,
Boston, USA. 4Program for Global Surgery and Social Change, Boston, USA.
5Department of Obstetrics and Gynecology, Mbarara University of Science
and Technology, Mbarara, Uganda. 6Department of Obstetrics and
Gynecology, Beth Israel Deaconess Medical Center, Boston, MA, USA.
7Department of Medicine, Massachusetts General Hospital, Boston, MA, USA.
8Global Health Collaborative, Mbarara University of Science and Technology,
Mbarara, Uganda. 9Department of Psychiatry, Massachusetts General Hospital,
Boston, MA, USA.

Received: 18 December 2020 Accepted: 8 January 2021

References
1. World Health Organization. Trends in maternal mortality: 1990 to

2015: estimates by WHO, UNICEF, UNFPA, World Bank Group and the
United Nations population division. Geneva: World Health
ORganization; 2015.

2. Alkema L, Chou D, Hogan D, Zhang S, Moller A-B, Gemmill A, et al. Global,
regional, and national levels and trends in maternal mortality between 1990
and 2015, with scenario-based projections to 2030: a systematic analysis by
the UN maternal mortality estimation inter-agency group. Lancet. 2016;
387(10017):462–74.

3. Organization WH. Neonatal and perinatal mortality: country, regional and
global estimates. 2006.

4. World Health Organization. Trends in maternal mortality 2000 to 2017:
estimates by WHO, UNICEF, UNFPA, World Bank Group and the United
Nations Population Division: executive summary. World Health Organization;
2019.

5. Ronsmans C, Graham WJ. Lancet maternal survival series steering g.
maternal mortality: who, when, where, and why. Lancet. 2006;368(9542):
1189–200.

6. Li X, Fortney J, Kotelchuck M, Glover L. The postpartum period: the key to
maternal mortality. Int J Gynecol Obstet. 1996;54(1):1–10.

7. Miller S, Abalos E, Chamillard M, Ciapponi A, Colaci D, Comandé D, et al.
Beyond too little, too late and too much, too soon: a pathway towards
evidence-based, respectful maternity care worldwide. Lancet. 2016;
388(10056):2176–92.

8. Campbell OMR, Graham WJ. Strategies for reducing maternal mortality:
getting on with what works. Lancet. 2006;368(9543):1284–99.

9. Kruk ME, Gage AD, Arsenault C, Jordan K, Leslie HH, Roder-DeWan S, et al.
High-quality health systems in the sustainable development goals era: time for
a revolution. Lancet Glob Health. 2018;6(11):e1196–e252.

10. Association of Women’s Health Obstetric and Neonatal Nurses. Guidelines
for Professional Registered Nurse Staffing for Perinatal and Neonatal Nurses.
Washington D.C: Association of Women's Health, Obstetric and Neonatal
Nurses; 2010.

11. Say L, Chou D, Gemmill A, Tuncalp O, Moller AB, Daniels J, et al. Global
causes of maternal death: a WHO systematic analysis. Lancet Glob Health.
2014;2(6):e323–33.

12. Singh A, Guleria K, Vaid NB, Jain S. Evaluation of maternal early obstetric
warning system (MEOWS chart) as a predictor of obstetric morbidity: a
prospective observational study. European Journal of Obstetrics &
Gynecology and Reproductive Biology. 2016;207:11–7.

13. Friedman AM. Maternal early warning systems. Obstet Gynecol Clin N Am.
2015;42(2):289–98.

14. Kause J, Smith G, Prytherch D, Parr M, Flabouris A, Hillman K. A comparison
of antecedents to cardiac arrests, deaths and emergency intensive care
admissions in Australia and New Zealand, and the United Kingdom—the
ACADEMIA study. Resuscitation. 2004;62(3):275–82.

15. Burch V, Tarr G, Morroni C. Modified early warning score predicts the need for
hospital admission and inhospital mortality. Emerg Med J. 2008;25(10):674–8.

16. Buist M, Bernard S, Nguyen TV, Moore G, Anderson J. Association between
clinically abnormal observations and subsequent in-hospital mortality: a
prospective study. Resuscitation. 2004;62(2):137–41.

17. Goldhill DR, Worthington L, Mulcahy A, Tarling M, Sumner A. The patient-at-
risk team: identifying and managing seriously ill ward patients. Anaesthesia.
1999;54(9):853–60.

18. Goldhill D, McNarry A. Physiological abnormalities in early warning scores
are related to mortality in adult inpatients. Br J Anaesth. 2004;92(6):882–4.

19. Smith GB. In-hospital cardiac arrest: is it time for an in-hospital ‘chain of
prevention’? Resuscitation. 2010;81(9):1209–11.

20. Ball C, Kirkby M, Williams S. Effect of the critical care outreach team on
patient survival to discharge from hospital and readmission to critical care:
non-randomised population based study. Bmj. 2003;327(7422):1014.

21. Bristow PJ, Hillman KM, Chey T, Daffurn K, Jacques TC, Norman SL, et al.
Rates of in-hospital arrests, deaths and intensive care admissions: the effect
of a medical emergency team. Med J Aust. 2000;173(5):236–40.

22. Kenward G, Castle N, Hodgetts T, Shaikh L. Evaluation of a medical
emergency team one year after implementation. Resuscitation. 2004;61(3):
257–63.

Boatin et al. BMC Pregnancy and Childbirth          (2021) 21:124 Page 11 of 12

https://doi.org/10.1186/s12884-021-03550-w
https://doi.org/10.1186/s12884-021-03550-w


www.manaraa.com

23. Wilkinson H. Saving mothers’ lives. Reviewing maternal deaths to make
motherhood safer: 2006–2008. BJOG Int J Obstet Gynaecol. 2011;118(11):1402–3.

24. Mhyre JM, D’oria R, Hameed AB, Lappen JR, Holley SL, Hunter SK, et al. The
maternal early warning criteria: a proposal from the national partnership for
maternal safety. J Obstet Gynecol Neonatal Nurs. 2014;43(6):771–9.

25. Carle C, Alexander P, Columb M, Johal J. Design and internal validation of
an obstetric early warning score: secondary analysis of the intensive care
National Audit and research Centre case mix Programme database.
Anaesthesia. 2013;68(4):354–67.

26. World Health Organization. Standards for improving quality of maternal and
newborn care in health facilities. Geneva, Switzerland: World Health
Organization; 2016.

27. National Collaborating Centre for Women's and Children's Health.
Intrapartm Care: Care of health women and their babies during childbirth.
National Institute for Health and Care Excellence; 2014.

28. Centre for Clinical Practice at NICE. Acutely ill patients in hospital:
Recognition of and response to acute illness in adults in hospital. 2007.

29. Sahandi R, Noroozi S, Roushan G, Heaslip V, Liu Y. Wireless technology in
the evolution of patient monitoring on general hospital wards. Journal of
medical engineering & technology. 2010;34(1):51–63.

30. Ngonzi J. A functionality and acceptability study of wireless maternal vital
sign monitor in a Tertiary University teaching hospital in rural Uganda. J
Womens Health Gyn. 2017;1:1–8.

31. Mugyenyi GR, Ngonzi J, Wylie B, Haberer J, Boatin A. Quality of vital sign
monitoring during facility-based childbirth in Uganda: an opportunity for
improvement. Pan Afr Med J. 2020;ACCEPTED.

32. Semrau KE, Hirschhorn LR, Marx Delaney M, Singh VP, Saurastri R, Sharma N,
et al. Outcomes of a coaching-based WHO safe childbirth checklist program
in India. N Engl J Med. 2017;377(24):2313–24.

33. Vousden N, Lawley E, Nathan HL, Seed PT, Gidiri MF, Goudar S, et al. Effect
of a novel vital sign device on maternal mortality and morbidity in low-
resource settings: a pragmatic, stepped-wedge, cluster-randomised
controlled trial. Lancet Glob Health. 2019;7(3):e347–e56.

34. Boatin AA, Wylie B, Goldfarb I, Azevedo R, Pittel E, Ng C, et al. Wireless Vital
Sign Monitoring in Pregnant Women: A Functionality and Acceptability
Study. Telemedicine and e-Health. 2016;22(7).

35. Ngonzi J, Boatin AA, Mugyenyi G, Wylie B, Haberer J. A functionality and
acceptability study of wireless maternal vital sign monitor in a Tertiary
University teaching hospital in rural Uganda. J Womens Health Gyn. 2017;1:1–8.

36. Reed MJ, McGrath M, Black PL, Lewis S, McCann C, Whiting S, et al.
Detection of physiological deterioration by the SNAP40 wearable device
compared to standard monitoring devices in the emergency department:
the SNAP40-ED study. Diagnostic and prognostic research. 2018;2(1):1–9.

37. Seymour CW, Liu VX, Iwashyna TJ, Brunkhorst FM, Rea TD, Scherag A, et al.
Assessment of clinical criteria for sepsis: for the third international
consensus definitions for Sepsis and septic shock (Sepsis-3). Jama. 2016;
315(8):762–74.

38. Gutierrez G, Reines H, Wulf-Gutierrez ME. Clinical review: hemorrhagic shock.
Crit Care. 2004;8(5):373.

39. Obstetricians ACo, Gynecologists. Hypertension in pregnancy. Report of the
American College of Obstetricians and Gynecologists’ task force on
hypertension in pregnancy. Obstetrics and gynecology. 2013;122(5):1122.

40. Vogel JP, Souza JP, Mori R, Morisaki N, Lumbiganon P, Laopaiboon M, et al.
Maternal complications and perinatal mortality: findings of the World Health
Organization multicountry survey on maternal and newborn health. BJOG: an
international journal of obstetrics and gynaecology. 2014;121(Suppl 1):76–88.

41. Souza JP, Gulmezoglu A, Lumbiganon P, Laopaiboon M, Carroli G, Fawole B,
et al. Caesarean section without medical indications is associated with an
increased risk of adverse short-term maternal outcomes: the 2004-2008
WHO global survey on maternal and perinatal health. BMC Med. 2010;8:71.

42. Lumbiganon P, Laopaiboon M, Gulmezoglu AM, Souza JP, Taneepanichskul
S, Pang RY, et al. Method of delivery and pregnancy outcomes in Asia: the
WHO global survey on maternal and perinatal health 2007-08. Lancet. 2010;
375(9713):490–9.

43. Litorp H, Kidanto HL, Roost M, Abeid M, Nystrom L, Essen B. Maternal near-
miss and death and their association with caesarean section complications:
a cross-sectional study at a university hospital and a regional hospital in
Tanzania. BMC pregnancy and childbirth. 2014;14(244):(23 July 2014).

44. Tunçalp Ö, Hindin MJ, Adu-Bonsaffoh K, Adanu RM. Assessment of maternal
near-miss and quality of care in a hospital-based study in Accra, Ghana. Int J
Gynecol Obstet. 2013;123(1):58–63.

45. Say L, Souza JP, Pattinson RC. Maternal near miss – towards a standard tool
for monitoring quality of maternal health care. Best Pract Res Clin Obstet
Gynecol. 2009;23.

46. World Health Organization. Evaluating the quality of care for severe
pregnancy complications. The WHO near-miss approach for maternal
health. Geneva: World Health Organization; 2011.

47. Nakimuli A, Nakubulwa S, Kakaire O, Osinde MO, Mbalinda SN, Nabirye RC,
et al. Maternal near misses from two referral hospitals in Uganda: a
prospective cohort study on incidence, determinants and prognostic
factors. BMC pregnancy and childbirth. 2016;16(1):24.

48. Nelissen EJT, Mduma E, Ersdal HL, Evjen-Olsen B, Roosmalen JJMV,
Stekelenburg J. Maternal near miss and mortality in a rural referral hospital
in northern Tanzania: a cross-sectional study. BMC pregnancy and childbirth.
2013;13(141):(4 July 2013).

49. Jilcott S, Ammerman A, Sommers J, Glasgow RE. Applying the RE-AIM
framework to assess the public health impact of policy change. Ann Behav
Med. 2007;34(2):105–14.

50. Kessler RS, Purcell EP, Glasgow RE, Klesges LM, Benkeser RM, Peek C. What
does it mean to “employ” the RE-AIM model? Evaluation & the health
professions. 2013;36(1):44–66.

51. Gaglio B, Shoup JA, Glasgow RE. The RE-AIM framework: a systematic review
of use over time. Am J Public Health. 2013;103(6):e38–46.

52. Venkatesh V, Davis FD. A model of the antecedents of perceived ease of
use: development and test. Decis Sci. 1996;27(3):451–81.

53. Campbell JI, Aturinda I, Mwesigwa E, Burns B, Santorino D, Haberer JE, et al.
The technology acceptance model for resource-limited settings (TAM-RLS):
a novel framework for Mobile health interventions targeted to low-literacy
end-users in resource-limited settings. AIDS Behav. 2017:1–12.

54. Davis FD. Perceived usefulness, perceived ease of use, and user acceptance
of information technology. MIS Q. 1989:319–40.

55. Creswell JW, Poth CN. Qualitative inquiry and research design: choosing
among five approaches: sage publications; 2017.

56. Glaser B, Strauss A. Discovering grounded theory. Chicago, IL. 1967.
57. Harris PA, Taylor R, Minor BL, Elliott V, Fernandez M, O'Neal L, et al. The

REDCap consortium: Building an international community of software
platform partners. Journal of biomedical informatics. 2019;95:103208.

58. Harris PA, Taylor R, Thielke R, Payne J, Gonzalez N, Conde JG. Research
electronic data capture (REDCap)—a metadata-driven methodology and
workflow process for providing translational research informatics support. J
Biomed Inform. 2009;42(2):377–81.

59. Strauss A, Corbin JM. Basics of qualitative research: grounded theory
procedures and techniques: sage publications, Inc; 1990.

60. Miles MB, Huberman AM, Saldana J. Qualitative data analysis: sage; 2013.
61. Hughes NJ, Namagembe I, Nakimuli A, Sekikubo M, Moffett A, Patient CJ,

et al. Decision-to-delivery interval of emergency cesarean section in
Uganda: a retrospective cohort study. BMC pregnancy and childbirth. 2020;
20:1–10.

62. World Health Organization. Framing the health workforce agenda for the
Sustainable Development Goals: biennium report 2016-2017 Geneva: World
Health Organization; 2017.

63. Curran GM, Bauer M, Mittman B, Pyne JM, Stetler C. Effectiveness-
implementation hybrid designs: combining elements of clinical
effectiveness and implementation research to enhance public health
impact. Med Care. 2012;50(3):217.

Publisher’s Note
Springer Nature remains neutral with regard to jurisdictional claims in
published maps and institutional affiliations.

Boatin et al. BMC Pregnancy and Childbirth          (2021) 21:124 Page 12 of 12



www.manaraa.com

© 2021. This work is licensed under
http://creativecommons.org/licenses/by/4.0/ (the “License”).  Notwithstanding
the ProQuest Terms and Conditions, you may use this content in accordance

with the terms of the License.


	Abstract
	Background
	Methods
	Discussion
	Trial registration

	Background
	Methods
	Study design
	Study setting
	Wireless physiologic monitoring system
	Assignment of the intervention
	Intervention periods

	Control time periods
	Eligibility criteria
	Patient participants
	Clinician participants

	Outcome Measures
	Primary outcome
	Secondary outcome measures

	Intervention implementation measures
	Sample size
	Data management
	Analysis
	Intervention effectiveness
	Intervention implementation

	Human subjects protection
	Informed consent
	Ethics and research governance


	Discussion
	Trial status
	Supplementary Information
	Abbreviation
	Acknowledgements
	Authors’ contributions
	Funding
	Availability of data and materials
	Ethics approval and consent to participate
	Consent for publication
	Competing interests
	Author details
	References
	Publisher’s Note

