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Why OIG Did This Review
During a review of medical records for
the Office of Inspector General (OIG)
study Incidence of Adverse Events in
Indian Health Service Hospitals
(OEI-06-17-00530), our
clinician-reviewers identified instances
in which labor and delivery patients
received care that did not follow
national clinical guidelines or best
practices. We conducted this
companion study because most of
these instances, although concerning,
did not result in patient harm, and
therefore do not appear in our main
report about adverse events. Due to
the small number of labor and delivery
patients included in this review and
our sample design, these instances are
not projectable to all labor and
delivery patients in Indian Health
Service (IHS) hospitals.

How OIG Did This Review

We reviewed medical records associated
with 48 labor and delivery patients to
identify instances in which providers did
not follow national clinical guidelines or
best practices. For each record, an
obstetrics nurse and an
obstetrician-gynecologist—each with
specialized experience in patient safety—
assessed whether the care met national
clinical guidelines for diagnosing and
treating postpartum hemorrhage,
induction of labor, delivery via Caesarean
section, and diagnosis and treatment of
severe hypertension/preeclampsia. In
addition, our reviewer examined whether
the diagnosis of postpartum hemorrhage
incorporated the best practice of
quantitiative estimation of blood loss.

We also asked IHS hospitals to
describe training for providers of
maternal care, and their
implementation of the Alliance for
Innovation on Maternal Health (AIM)
“bundles” of maternal-safety best
practices.

Instances of IHS Labor and Delivery Care Not
Following National Clinical Guidelines or Best

Practices

What OIG Found

We found that 27 of 48 labor and
delivery patients (56 percent) had some
aspect of care that did not follow
national clinical guidelines (13 patients),
did not use best practices for blood loss
estimation (8 patients), or included both
concerns (6 patients) during their stays
at IHS hospitals.

Postpartum hemorrhage is one of the
most severe maternal health
complications and is rare nationally,
affecting about 1 to 3 percent of
deliveries. Among the 48 IHS labor and
delivery patients in our sample, 16 patients (33 percent) experienced a
postpartum hemorrhage. Most of these patients—14 of the 16—received
care related to the hemorrhage that did not follow national clinical guidelines
or best practices. For some patients, IHS hospital staff did not diagnose the
hemorrhage in a timely manner, resulting in delays in treatment that could
have reduced the excessive bleeding. Other instances of care included IHS
providers not following national clinical guidelines when inducing labor. Of
the 13 patients in our sample with induced labor, providers did not follow
national clinical guidelines for 10 patients. Most of these cases were related
to inappropriate doses of induction medication.

Key Takeaway

Slightly more than half of the
48 IHS labor and delivery
patients in our sample received
care that did not follow national
clinical guidelines or best

practices. For about half of
these patients, providers did not
use the best practice of
quantitative estimation of blood
loss during a postpartum
hemorrhage.

IHS has also taken steps to directly address improvement in labor and delivery
services via its ongoing implementation of maternal-safety best practice
“bundles,” or sets of maternal-safety best practices, developed by AIM. Yet at
the time of our review, 3 of the 10 IHS hospitals with labor and delivery units
had yet to implement any of the AIM best practice bundles as requested by
the IHS Chief Medical Officer.

What OIG Recommends and How the Agency Responded

OIG recommends that IHS comprehensively assess its labor and delivery
practices and consider changes based on the results of this assessment.
Specific to postpartum hemorrhage, OIG recommends that IHS provide
guidance to its hospitals and training to clinicians focused on diagnosing and
treating postpartum hemorrhage. Finally, OIG recommends that IHS
encourage and support its hospitals in adopting AIM’s maternal-safety best
practices. IHS concurred with our recommendations and described actions it
has already taken toward implementation. These efforts include facility site
visits and expanded training. IHS also reported that all IHS hospitals that
provide planned childbirth services have implemented the AIM guidance for
postpartum hemorrhage and severe hypertension.
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BACKGROUND

Objectives

To describe care provided to a sample of Indian Health Service labor and delivery
patients that did not follow national clinical guidelines or best practices.

This study is a companion to Incidence of Adverse Events in Indian Health Service
Hospitals (OEI-06-17-00530), a study that identified patient harm caused by medical
care. During the process of reviewing medical records for the study of adverse
events, our clinician-reviewers identified instances in which labor and delivery patients
experienced care that did not follow national clinical guidelines or best practices.
Most of these instances did not result in patient harm and therefore do not appear in
our main report about adverse events.

Quality of Maternal Care in Hospitals

Morbidity (illness and/or disease) and mortality (death) in labor and delivery are a
significant public health challenge, with U.S. rates markedly higher than those in other
industrialized countries. This has led to growing concern from the public about the
quality of maternal care in U.S. hospitals.” 2 Research has found that most severe
maternal morbidity and most pregnancy-related deaths are preventable and could be
the result of substandard care.>*

The Centers for Disease Control and Prevention (CDC) defines pregnancy-related
mortality as the “"death of a woman while pregnant or within 1 year of the end of a
pregnancy.” Studies suggest that American Indian and Alaskan Native (Al/AN)
women are 2.5 to 4.5 times more likely to suffer pregnancy-related mortality than
their white, non-Hispanic counterparts.®’ During our study period, IHS reported that
no maternal deaths occurred in its hospitals. In fiscal year (FY) 2017, about 6 percent
of Al/AN deliveries nationally occurred in IHS hospitals.?

The CDC defines severe maternal morbidity as including “unexpected outcomes of
labor and delivery that result in significant short- or long-term consequences to a
woman's health.” Severe maternal morbidity is also more likely to afflict Al/AN
women, with this group experiencing severe maternal morbidity at a rate 1.7 times
higher than that of non-Hispanic white women.® The reasons for this disparity are
unclear but may be partly explained by differences in how Al/AN women receive care.
For example, Al/AN women are more than twice as likely to report late prenatal care
or no prenatal care (12 percent of births) than are non-Hispanic white women

(5 percent of births)."!
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Postpartum Hemorrhage

Postpartum hemorrhage is a potentially serious complication that occurs during a
small proportion of deliveries (between 1 and 3 percent) and accounts for 11 percent
of the pregnancy-related deaths in the United States.'> '*'* Postpartum hemorrhage
is excessive bleeding immediately following birth and is characterized by a decrease in
blood pressure, an increase in heart rate, and a decrease in red blood cell count."
Effective diagnosis of postpartum hemorrhage requires an accurate estimate of the
amount of blood lost, with treatment ranging from administration of medication to, in
more severe cases, surgical interventions to tie off or seal blood vessels in the uterine
wall.’®

Prompt diagnosis minimizes the impact of postpartum hemorrhage on a patient
because it enables the delivery of timely and appropriate treatment." There are

two methods of diagnosing postpartum hemorrhage: visual estimation of blood loss;
and quantitative estimation of blood loss. With visual estimation, providers estimate
the amount of blood lost based on the amount of blood they can see, such as blood
on laparotomy pads or on surfaces in the labor and delivery room.”® With quantitative
estimation, providers physically collect blood, such as via the use of a drape when the
blood drains into a measuring pouch or via the use of sponges that can be weighed
to determine the amount of blood lost.’® Research conducted over the past few
decades has shown that visual estimation tends to underestimate the amount of
blood loss caused by postpartum hemorrhage, which in turn could delay the response
to the postpartum hemorrhage.®® 2" 2223 Although the benefits of quantitative
estimation are well established in research, one study in 2018 was unable to
demonstrate that the improved accuracy of this practice was associated with better
patient outcomes.?* The American College of Obstetricians and Gynecologists (ACOG)
officially endorsed quantitative estimation of blood loss as a best practice beginning
in December 2019.2

For this study, we included quantitative estimation of blood loss as a "best practice.”
Notably, the sample of patients reviewed for this study received services during 2017,
when support for quantitative estimation was not as widespread as it is today.

Induction of Labor

Induction of labor is the use of medication (such as synthetic oxytocin) and devices to
facilitate labor sooner than it would occur naturally.?® Labor may be induced on either
an elective basis or when concerns arise about the health of the mother or infant?” A
provider might schedule an elective induction to avoid an unattended delivery if a
patient lives far from a hospital.”® The health-related reasons for inducing labor
include the following: the pregnancy is approaching 2 weeks past the due date and
labor has yet to begin; there is a uterine infection; there is not enough amniotic fluid
surrounding the fetus; the growth of the fetus has stalled; or the mother has
diabetes.®® Risks associated with induction include a deceleration of the infant's heart
rate caused by medication; an increased risk of infection for mother and infant; and
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increased risk that uterine muscles will not properly contract after delivery, which can
lead to postpartum hemorrhage.*® The prevalence of labor induction nationally
increased substantially from 1990 to 2018. In 1990, labor was induced for about
10 percent of deliveries, compared to nearly 27 percent of deliveries in 2018.3" %

Quality of Care

The Institute of Medicine defines national clinical guidelines as “recommendations
intended to optimize patient care that are informed by a systematic review of
evidence and an assessment of the benefits and harms of alternative care options.
Medical providers and clinicians are not required by the Centers for Medicare &
Medicaid Services (CMS) or other authorities to adhere to these guidelines and
practices, but the absence of them might indicate that providers delivered
substandard care.

n33

In a national review of hospitalized Medicare patients, OIG found that many adverse
events and temporary harm events were the result of substandard care, including
instances in which national clinical guidelines or best practices were not followed.**
An adverse event refers to patient harm from medical care or within a health care
setting, and includes failure to provide needed care. An adverse event indicates that
the care resulted in an undesirable clinical outcome not caused by underlying disease.
Temporary harm represents an outcome that did not cause lasting harm and is often
less severe than an adverse event.

Adverse events and temporary harm events are not always the result of substandard
care and are not always preventable. For example, providers may not be able to
prevent an allergic reaction if they do not have prior knowledge that the patient is
allergic. Also, not all instances of substandard care result in patient harm.

Indian Health Service

IHS provides health care services directly to Al/ANs through IHS-operated facilities,
and provides financial support for Tribes to operate their own health care facilities.*®
IHS manages its services through 12 Area Offices. Each Area Office is managed by an
Area Director and provides support and oversight for the health care delivery sites
located within the corresponding geographic area. Each Area Office also includes
clinical leadership working alongside the Area Director. IHS health care delivery sites
include hospitals, health stations, and other types of facilities.

Indian Health Service Hospitals

Currently, IHS directly operates 24 acute-care hospitals, many of which are in remote
locations. During the period we examined in this study—FY 2017—IHS operated

26 hospitals. (Since the end of FY 2017, two Tribes have assumed operating
responsibility for two hospitals.) IHS acute-care hospitals are typically small, with
most having fewer than 30 beds each in FY 2017. In that same year, the total number
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of inpatients across all IHS-operated hospitals on any given day was approximately
158. The average daily census for individual IHS hospitals was approximately

six inpatients per hospital, and the average length of stay for these patients was
3.9 days.*®

Labor and Delivery Units at Indian Health Service Hospitals

IHS requires each labor and delivery unit at its hospitals to be staffed by at least

one registered nurse who has had advanced clinical preparation and experience in
obstetric nursing.?’ Ten hospitals reported having an active labor and delivery unit
during FY 2017. IHS also requires labor and delivery units to have clerical support and
technicians to assist with the labor and delivery process.®® IHS requires that an
obstetrician-gynecologist (OB/GYN) and a certified nurse midwife be present at each
facility that performs at least 200 deliveries per year.® In FY 2017, providers at 6 IHS
hospitals performed altogether at least 200 deliveries.

Quality and Safety at Indian Health Service Hospitals

IHS instructs its hospitals to “meet the requirements of a nationally recognized
accrediting or certifying body.”*® The accrediting organizations that IHS uses must
support the reimbursement requirements established by CMS.*" Among these are
requirements included in the Medicare Conditions of Participation (CoPs), which is a
set of minimum standards for quality and safety. One of the CoPs requires that
hospitals develop and maintain Quality Assessment and Performance Improvement
programs.** As part of such a program, a hospital must “track medical errors and
adverse patient events, analyze their causes, and implement preventive actions and
mechanisms that include feedback and learning throughout the hospital.”*

Indian Health Manual

The Indian Health Manual (IHM) is the reference for policy and procedural instructions
specific to IHS, and it includes a chapter dedicated to maternal and child health. For
example, the IHM has rules and requirements that IHS facilities should follow specific
to standing orders issued by the physician and the conduct of labor and delivery.**
The IHM also lists guidelines from professional organizations that IHS facilities should
use to best inform their procedures in the delivery of maternal care.*> Additionally,
IHS directs all its health care facilities to follow the standards and recommendations
of ACOG and the Joint Commission (an accrediting body) with respect to delivery by
emergency Caesarean section.*®

Implementation of AIM Bundles of Maternal-Safety Best Practices

In August 2017, the IHS Chief Medical Officer sent an email to all Area Directors
requesting that IHS hospitals with labor and delivery units implement at least 1 of the
12 "bundles” of maternal-safety best practices issued by the Alliance for Innovation
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on Maternal Health (AIM).*” AIM is a national initiative including several prominent
organizational stakeholders in the field of maternal health, such as ACOG. Each of the
12 AIM bundles for maternal safety is a collection of best practices regarding a
particular aspect of maternal care and cover a variety of maternal health topics
including hemorrhage; severe hypertension/preeclampsia; postpartum care access
and standards; and reduction of peripartum racial disparities.*® The IHS Chief Medical
Officer request to its hospitals specifically focused on the AIM bundles related to
hemorrhage and severe hypertension.

Recent IHS Efforts To Improve Quality

IHS has also developed plans in recent years to improve hospital management and
performance, including creating a new Office of Quality and implementing a
framework for improving quality and establishing a 5-year strategic plan as well as
steps focused specifically on maternal care.

ACOG Recommendations to IHS. Since 2014, IHS has taken some steps to begin
implementing recommendations that ACOG made to IHS to improve maternal care.*
For example, the IHS Chief Medical Officer made hiring a national maternal and child
health coordinator a top priority in FY 2020 for the Office of Clinical and Preventive
Services.>® The Chief Medical Officer also appointed a Chief Clinical Consultant for
Obstetrics and Gynecology for issues related to maternal health. IHS has also
designated its hospitals using the ACOG classification system for levels and
complexity of maternal care.”’ Moreover, individual facilities have started their own
initiatives to train their current obstetric unit nurses and staff to help fill vacancies
while improving the quality of maternal care.>

Quality Framework. In December 2018, IHS announced the final provisions of a
Quality Framework, including the establishment of a new Office of Quality, effective
January 2019.>® The Quality Framework seeks to centralize several IHS functions
related to quality of care, such as physician credentialing, patient surveys, standards
for wait times, and quality metrics.>

IHS Strategic Plan. In February 2019, IHS released its IHS Strategic Plan FY 2019-23,
the first such document since its previous strategic plan ended in 2011.% This
updated strategic plan specifically references IHS hospitals in several of its provisions,
including goals for compliance with CoPs and plans to address longstanding issues
with staffing at hospitals and Area Offices.*®

Other Quality Improvement Efforts. Additionally, IHS hospitals participate in
improvement initiatives through the Partnership for Patients and other CMS
programs. In 2017, CMS and IHS reported to OIG that IHS hospitals were receiving
support for Quality Assessment and Performance Improvement programs through
two types of collaboratives: Quality Innovation Network-Quality Improvement
Organizations; and Hospital Improvement and Innovation Networks. Both types of
collaboratives are dedicated to preventing patient harm in hospitals.>’
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Methodology
Scope

To identify care that did not follow national clinical guidelines or best practices, we
reviewed medical records associated with all 48 labor and delivery patients included
in the stratified sample of patients selected for the study Incidence of Adverse Events
in Indian Health Service Hospitals (OEI-06-17-00530). (See Appendix A for more
information about the methodology for the main study.) These 48 labor and delivery
patients were admitted to 11 of the 26 hospitals operated by IHS during FY 2017. Our
inquiry focused on whether IHS hospitals followed the national clinical guidelines in
the following circumstances: (1) inducing labor; (2) performing delivery via Caesarean
section; (3) diagnosing and treating severe hypertension/preeclampsia; and (4)
diagnosing and treating postpartum hemorrhage. In addition, we determined
whether the estimate of the amount of blood lost during a postpartum hemorrhage
incorporated the best practice of quantitative estimation of blood loss. Because of
the stratified sampling design and the small number of labor and delivery patients in
our sample, these data are not projectable to the broader population of all IHS labor
and delivery patients.

Sample Selection

We identified 48 labor and delivery patients within the sample of 400 IHS patients
selected for the study Incidence of Adverse Events in Indian Health Service Hospitals
(OEI-06-17-00530). We included all 48 of these labor and delivery patients in this
review. The sampling frame included patients admitted to any of the 26 IHS-operated
hospitals during FY 2017. If a patient had multiple admissions to one or more IHS
hospitals during FY 2017, we included all admissions in our review. For each
admission, we requested complete medical records from the associated IHS hospital.

Data Collection and Data Sources

Medical Record Review To Identify Adverse Events and Temporary Harm Events.
We reviewed medical records to identify adverse events and temporary harm events
for the study Incidence of Adverse Events in Indian Health Service Hospitals
(OEI-06-17-00530). The first stage of the medical record review was a screening
process using a modified version of the Global Trigger Tool methodology designed
by the Institute for Healthcare Improvement to identify patients who may have
experienced harm events.®® A registered nurse with expertise in obstetrics and patient
safety performed this screening of medical records for all labor and delivery patients.

In the second stage of the medical record review, an OB/GYN reviewed records for
labor and delivery admissions that the nurse had identified as likely to include adverse
events or temporary harm events. This physician examined medical records using a
structured data collection instrument and assigned a degree of severity using a
nationally recognized index for harm. Events were considered “adverse events” when
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they resulted in one of four serious outcomes: prolonged hospital stay; permanent
harm; harm that required life-sustaining intervention; or harm that contributed to
death. Events were considered “temporary harm” when the event required
intervention but did not result in any of these four serious outcomes. The physician
also determined whether the event could have been prevented if the care had been
better. (See Appendix A for more information about this methodology.)

Medical Record Review To Determine Whether Care Followed National Clinical
Guidelines and Best Practices. An OB/GYN with specialized experience in obstetrics
and patient safety used a structured data collection instrument to review medical
records of the 48 labor and delivery patients in our sample. The physician-reviewer
assessed whether the care met national clinical guidelines for the following:

(1) diagnosing and treating postpartum hemorrhage; (2) induction of labor;

(3) delivery via Caesarean section; and (4) diagnosing and treating severe
hypertension/preeclampsia. National clinical guidelines are evidence-based
frameworks that support clinical decisionmaking with the goal of optimizing patient
care.”

For diagnosis and treatment of postpartum hemorrhage, this physician-reviewer also
assessed whether the care included the best practice of quantitative estimation of
blood loss.?® See Exhibit 1 for the number of patients who experienced maternal
health conditions, as determined by our physician-reviewer. Some patients
experienced more than one maternal health condition.

Exhibit 1: Number of patients who experienced selected maternal
health conditions (n=48 patients)

Maternal health conditions Applicable patients
High-risk pregnancy 26
Postpartum hemorrhage 16
Induction of labor 13
Caesarean section 6
Severe hypertension/preeclampsia 3

Source: OIG analysis of FY 2017 medical records for a sample of 48 patients in labor and delivery
units at IHS hospitals, 2019.

We refer to each determination of care not following national clinical guidelines or
best practices as an “instance,” and patients could experience more than one instance
during their labor and delivery admissions. These instances could be the result of
commission (actions taken by the providers, such as providing care that did not follow
clinical guidelines or was not clinically indicated), or the result of omission (providers
not taking action that was needed, such as failing to diagnose and intervene to
address a problem in a timely manner).
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In addition to determining whether a patient experienced care that did not follow
national clinical guidelines or best practices, the physician-reviewer abstracted
contextual information about the pregnancy, such as whether labor was induced and
whether the pregnancy included any high-risk factors. Following our physician-
reviewer's assessment of the care provided to each labor and delivery patient, we
reviewed the assessments for logic and consistency with guidance used in the adverse
events study.

Hospital Questionnaire. We asked all 26 IHS hospitals in operation in FY 2017 to
complete a short questionnaire describing their labor and delivery services, including
the following: labor and delivery unit staffing; training provided to staff specific to
maternal health outcomes of interest (such as postpartum hemorrhage); and the
extent to which the hospital had implemented the AIM bundles of maternal-safety
best practices. Of the 26 IHS hospitals that received the questionnaire, we received
responses from 25 hospitals.®’

Limitations

We cannot provide projectable rates of care that did not follow national clinical
guidelines or best practices, or otherwise generalize the findings of this report to the
population of IHS labor and delivery patients. As such, when describing the care
provided to the 48 patients in our sample, we present unweighted sample
percentages. Also, it is possible that our physician-reviewer did not identify all
instances of care that did not follow national clinical guidelines or best practices
within our sample of labor and delivery patients. We did not identify these instances
of care likely because documentation in the medical records was incomplete.
Conversely, the medical record may not have documented care that did not follow
national clinical guidelines or best practices.

Standards

We conducted this study in accordance with the Quality Standards for Inspection and
Evaluation issued by the Council of the Inspectors General on Integrity and Efficiency.
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FINDINGS

Slightly more than half of the IHS labor and delivery patients in
our sample received care that did not follow national clinical
guidelines or best practices

We found that 27 of the 48 labor and delivery patients we reviewed (56 percent) had
instances of care that did not follow national clinical guidelines or best practices
during their stays in IHS hospitals in FY 2017. Of these 27 patients, 6 patients received
care that did not follow one or more national clinical guidelines and also did not use
the best practice of quantitative estimation of blood loss associated with a
postpartum hemorrhage. Of the remaining 21 patients, 13 received care that did not
meet one or more national clinical guidelines and 8 received care that did not use the
best practice of quantitative estimation of blood loss.

Among these 27 patients were 41 unique instances of care not following national
clinical guidelines or best practices, with 9 patients experiencing more than 1 instance
during labor and delivery admission. Most commonly, care that did not follow
national clinical guidelines or best practices involved diagnosing and treating
postpartum hemorrhage, which affected 14 patients (29 percent of our sample) with
17 distinct instances. The next most common type was care associated with labor
inductions. Our review found that providers did not follow national clinical guidelines
for inducing labor for 10 patients (21 percent of our sample) with 11 distinct instances
in which providers did not adhere to guidelines.

More than half of the patients in our sample had one or more or
characteristics that put their pregnancies at high-risk

Among the 48 labor and delivery patients in this review, 26 patients (54 percent) had
high-risk pregnancies. For reference, between 6 and 8 percent of pregnancies
nationally are considered high-risk.®> Among the 27 patients who received care that
did not follow national clinical guidelines or best practices, the proportion of high-risk
pregnancies was similar to that in our overall sample, with 17 of these pregnancies
(63 percent) determined by our review to be high-risk. Risk factors in our sample
included diabetes, maternal asthma, active substance abuse disorder, and evidence
that the expectant mother had a history of complicated births.

Our review determined that in 22 of 26 high-risk pregnancies (85 percent), the IHS
hospitals had appropriate personnel and services to accommodate these patients’ risk
factors. Of the four remaining patients with high-risk pregnancies, three patients
were admitted to hospitals that did not have adequate resources to accommodate
the patients’ risk factors. For the fourth patient, our physician-reviewer was unable to
determine whether the admitting hospital had adequate resources.
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For two of the three patients who were admitted to hospitals without adequate
resources, the hospitals attempted to transfer the patients to other hospitals. For

one of these patients, the potential transfer hospitals were too busy to accept the
patient; for the other patient, labor progressed too rapidly for a transfer to occur. The
third patient who was admitted to a hospital without adequate resources did not
receive a needed cardiology consultation because the hospital did not have that
specialty care available.

A quarter (7 of 27) of the patients who received care that did not
follow national clinical guidelines or best practices experienced
temporary harm

Of the 27 labor and delivery patients who received care that did not follow national
clinical guidelines or best practices at IHS hospitals, the care contributed to patient
harm for 7 patients. Two of the seven patients harmed had two harm events each, for
a total of nine harm events among patients in our sample. Our review classified all
nine events as “temporary harm events,” meaning that the harm was not extensive
enough to result in prolonging the hospital stay, requiring life-sustaining intervention,
or other more serious consequences. The most common type of harm (involving four
of the nine harm events) was excessive bleeding due to postpartum hemorrhage.

Our physician-reviewer determined that the care that these seven patients received
contributed to the harm. For example, two patients had delays in providers’
diagnosing postpartum hemorrhage because in each case the staff relied on visual
estimation of blood loss, which yielded an inaccurate assessment of bleeding and
condition. Had the IHS hospital staff diagnosed the hemorrhages earlier, the staff
may have been able to reduce bleeding using medication. One of these two patients
ultimately required a blood transfusion.

It is important to note that most of these harm events had multiple contributing
factors, including issues that were unrelated to national clinical guidelines or best
practices. For example, one patient who had a postpartum hemorrhage had severe
hypertension/preeclampsia during labor, necessitating induction of labor. The IHS
hospital staff induced labor appropriately, but the induction contributed to the
subsequent hemorrhage. Our review found that the staff could not have prevented
the excessive bleeding, given all factors present.

Postpartum hemorrhages were unusually common in our
sample and were sometimes associated with delays in diagnosis

Postpartum hemorrhage is one of the most severe maternal health complications and
is also rare, affecting between 1 and 3 percent of deliveries nationwide.®® * However,
16 of the 48 IHS labor and delivery patients we reviewed (33 percent) had a
hemorrhage. Although these numbers are not projectable to all IHS labor and
delivery patients, the high proportion within our sample raises concerns.
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Providers did not follow national clinical guidelines or best practices related to
diagnosing and treating hemorrhages for 14 of the 16 patients who had a postpartum
hemorrhage (see Exhibit 2 on the next page). This care involved a range of
shortcomings, from the use of visual estimation to assess blood loss (all 14 patients)
to the administration of a medication that was inappropriate given the patient's
medical history. A few of these 14 patients experienced multiple instances of care
that did not follow national clinical guidelines or best practices, with a total of 17
instances of such care related to diagnosing and treating postpartum hemorrhage (14
instances of not following best practices and 3 instances of not following national
clinical guidelines).

Exhibit 2: One-third of sampled patients had a postpartum hemorrhage, and
nearly all of these patients received care that did not follow national clinical
guidelines or best practices (=48 patients)

Appropriate care
(2 patients)

Postpartum

hemorrhage
(16 patients)

All patients in sample (48) Patients with postpartum hemorrhage (16)

Source: OIG analysis of FY 2017 medical records for a sample of 48 patients in labor and delivery units at IHS hospitals,
2019.

Of the 16 patients who had a postpartum hemorrhage, 14 patients (88 percent) had
high-risk pregnancies. Similar to the other labor and delivery patients in our sample,
patients with hemorrhages had a range of risk factors, from active substance abuse
problems to a history of complicated births.

Several IHS hospitals did not consistently use quantitative
estimation of blood loss, a best practice for diagnosing
postpartum hemorrhage that can lead to quicker treatment

As this report explained previously, quantitative estimation of blood loss enables
providers to obtain more accurate and timely estimates of the amount of blood lost
during a postpartum hemorrhage, allowing for quicker diagnosis and treatment and
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potentially less impact to patients. The alternative method—visual estimation of
blood loss—may underestimate blood loss such that providers do not diagnose a
postpartum hemorrhage until they observe changes in vital signs, such as a drop in
blood pressure or decreased red blood cell count.%> Research supports quantitative
estimation of blood loss as a best practice, and ACOG endorsed the use of
quantitative estimation in 2019. (As mentioned previously, the sample of patients
reviewed for this study received services in 2017, which was prior to this endorsement
and when support for quantitative estimation was not as widespread as it is today.)

Among the 11 IHS hospitals with labor and delivery patients in our sample, only

1 hospital reported solely using quantitative estimation, the more accurate method of
estimating blood loss. This hospital had seven labor and delivery patients in our
sample, one of whom had a postpartum hemorrhage. This hemorrhage was
diagnosed and treated according to national clinical guidelines, including the use of
quantitative estimation of blood loss.

Among the other 10 hospitals with labor and delivery patients in our sample,

8 reported relying on a mix of quantitative estimation and visual estimation of blood
loss, and the remaining 2 reported relying solely on visual estimation of blood loss.
Of the patients in our sample who had postpartum hemorrhages, most patients (15 of
16) were treated in hospitals that relied, at least in part, on visual estimation of blood
loss.

Another factor associated with a risk of hemorrhage is induction of labor. Of the

13 patients in our sample for whom labor was induced, 7 patients (54 percent) had a
postpartum hemorrhage. In assessing the care provided to these seven patients, we
found that providers used visual estimation of blood loss for five patients.

Other instances of care that did not follow national clinical
guidelines in our sample were related to induction of labor and
medication management

Of the 48 labor and delivery patients in our sample, 13 had an induced labor

(27 percent) and most of these patients (10 of 13) received care that did not follow
national clinical guidelines related to their inductions. For reference, the national rate
of induced births was 27 percent in 2018.%® Inductions in our sample sometimes
involved patients with complex conditions that can lead to inductions; for example,
our review included two inductions in which patients were diagnosed with gestational
diabetes and one induction in which the patient had pregnancy-induced
hypertension/preeclampsia. Eight of the 13 induced patients (62 percent) in our
sample had at least 1 risk factor associated with their respective pregnancies.

Most care that did not follow national clinical guidelines related to induction of labor
involved the use of induction medications. Among the 10 patients who received such
care related to their inductions, there were 11 instances of not following national
clinical guidelines. All 11 of these instances included inappropriate medication
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regimens (problems with the timing and dosage of medications), including
6 instances in which misoprostol (a medication used to induce labor) was
administered at a starting dose that was double the recommended starting dose.

We identified additional instances of care that did not follow national clinical
guidelines unrelated to postpartum hemorrhage and induction of labor. These
included other inappropriate medication regimens and the use of medical devices
that were not clinically indicated.

IHS providers placed five patients on inappropriate medication regimens (with the
wrong dosage or timing of medications). One of these patients was given medication
intended to advance labor after the patient was already in active labor and
experiencing tachysystole (excessive contractions). For another patient, IHS providers
administered medications to treat preterm labor after the start of active labor. In
addition to inappropriate timing, the combination of medications given to this patient
can increase the risk of patient morbidities, including pulmonary edema (excess fluid
in the lungs).

Our review also identified three instances in which medical devices were used on
patients when use of the devices was not clinically indicated. Two of these instances
involved the use of indwelling catheters; the other involved the insertion of fetal scalp
electrodes. Use of these devices is known to put patients at higher risk of infection.
(See Exhibit 3 on the next page for all instances of care at IHS hospitals that did not
follow national clinical guidelines or best practices for labor and delivery patients in
our sample.
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Exhibit 3: Care that did not follow national clinical guidelines or best practices

for labor and delivery patients in our sample (n=27 patients)

Type of care Number of instances

Best Practice Not Followed

Postpartum hemorrhage (PPH) not properly diagnosed and treated 14
Visual estimation of blood loss; no delay in diagnosis of PPH 6
Inaccurate visual estimation of blood loss; no delay in diagnosis of PPH 4
Inaccurate visual estimation of blood loss; delay in diagnosis of PPH 3
Visual estimation of blood loss; delay in diagnosis of PPH 1

National Clinical Guidelines Not Followed

Induction of labor not performed properly 1
Inappropriate starting dose of induction medication 6
Inappropriate administration of induction medication during active labor 4
Missed diagnosis of tachysystole (excessive contractions) leading to continued, 1
potentially harmful administration of induction medication

Other inappropriate medication regimens 5
Medication administered for PPH without a diagnosis of PPH' 2
Medication normally used to induce labor administered to noninduced patient 1
and medication continued after tachysystole (excessive contractions) diagnosed
Medications to treat preterm labor administered after patient was in active labor 1
Medication for strep prevention not administered despite history of strep 1

PPH not properly diagnosed and treated 3
Signs and symptoms present consistent with PPH but not diagnosed 1
Medication administered to treat PPH contraindicated for hypertensive patient 1
Medication administered to treat PPH contraindicated for patient with asthma 1

Use of medical devices without clinical indication 3
Use of indwelling catheter not clinically indicated 2
Insertion of fetal scalp electrode not clinically indicated 1

Other improper diagnoses 2
Misdiagnosis of severe hypertension/preeclampsia given details in medical 1
record
Missed diagnosis of hypotension leading to failure to treat hypotension 1

Severe hypertension/preeclampsia not properly diagnosed and treated 2
Lack of treatment for severe hypertension/preeclampsia 1
Inappropriate blood pressure monitoring of patient with severe 1
hypertension/preeclampsia

Unattended, precipitous delivery 1

Total instances of care 41

OIG analysis of FY 2017 medical records for a sample of 48 patients in labor and delivery units at IHS hospitals, 2019.

" The IHS hospital may have administered the medication prophylactically in these two instances, but

such use is inconsistent with current national clinical guidelines.
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Three of the 10 IHS hospitals with labor and delivery units did
not implement any of AIM’s bundles of maternal-safety best
practices as requested by IHS headquarters

At the time of our review, 3 of the 10 IHS hospitals with labor and delivery units had
not implemented any of the AIM bundles of maternal safety best practices, despite
the request by the IHS Chief Medical Officer that these hospitals adopt at least

1 bundle. The bundles are a collection of best practices for maternal care and cover a
variety of topics related to the safety and quality of labor and delivery care. The other
7 hospitals reported that they had satisfied the IHS Chief Medical Officer’s request to
implement at least 1 AIM maternal-safety bundle, and 3 of these 7 hospitals reported
that they had implemented all 12 bundles of maternal-safety best practices. Among
hospitals that implemented only some of the AIM bundles, all implemented the
bundle related to postpartum hemorrhage and most implemented the bundle related
to severe hypertension.

Among the 13 IHS hospitals that did not have labor and delivery units, we found that
4 had implemented 1 or more AIM bundles of maternal-safety best practices. These
hospitals perform deliveries only on an emergency basis and therefore are not subject
to the IHS Chief Medical Officer's request to implement at least one AIM bundle of
maternal-safety best practices. Of the four hospitals that implemented at least one of
the bundles, two hospitals implemented the bundle focused on postpartum
hemorrhage and one hospital implemented the bundle focused on severe
hypertension. None of these hospitals reported that they had implemented all 12 of
the bundles.
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RECOMMENDATIONS

Our review of sampled medical records from FY 2017 identified instances of care
provided to IHS labor and delivery patients that did not follow national clinical
guidelines or best practices. IHS implemented changes in calendar years 2018-19
designed to improve the quality of care provided in its hospitals, including the
development of a new Quality Framework and Office of Quality. IHS has also taken
steps to directly address improvement in labor and delivery services via its ongoing
implementation of ACOG recommendations and AIM bundles of maternal-safety best
practices. However, work remains to be done to ensure that IHS labor and delivery
patients receive safe care that is driven by current standards and best practices. As
IHS implements these improvements, it should consider the findings within this report
and work to ensure that national clinical guidelines and best practices are followed.

We recommend that IHS:

Assess its labor and delivery practices and consider practice
improvements based on the findings of this assessment

IHS should undertake a comprehensive assessment of its labor and delivery practices
and consider revising policies and providing additional clinician training related to
national clinical guidelines and current best practices. This assessment should also
consider opportunities to improve staff training and approaches for ameliorating
patient risk factors.

Take steps to ensure that IHS providers employ best practices in
diagnosing and treating postpartum hemorrhage

Given the prevalence of postpartum hemorrhage in our sample of labor and delivery
patients and that diagnosis and treatment of these hemorrhages often involved care
that did not follow national clinical guidelines or best practices, IHS should provide
guidance and technical information to hospitals regarding diagnosing and treating
this condition. This information could be added to the IHM and include best practices
in diagnosing and treating postpartum hemorrhage, such as the use of quantitative
estimation of blood loss to minimize delays in diagnosing a hemorrhage. IHS should
also provide training for IHS hospital clinicians to adopt national clinical guidelines
and best practices related to this condition, and track postpartum hemorrhage
incidents by hospital and provider to identify recurring problems.

Instances of IHS Labor and Delivery Care Not Following National Clinical Guidelines or Best Practices
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Encourage and support greater adoption of AIM’s bundles of
maternal-safety best practices

The IHS Chief Medical Officer requested that all IHS hospitals that provide labor and
delivery services implement at least one of the AIM maternal-safety bundles. The AIM
maternal-safety bundles are designed to focus hospitals on best practices in maternal
care, and some IHS hospitals have already implemented the bundles. Still, of the

10 hospitals that responded to our survey and provide labor and delivery services,

3 hospitals reported that they had yet to implement any of the AIM maternal-safety
bundles. IHS should work with these hospitals to encourage them to implement

one or more of the AIM bundles. Additionally, IHS should work with all its hospitals
to encourage further implementation of the AIM bundles and provide any technical or
other guidance to further highlight the importance of this implementation.
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AGENCY COMMENTS AND OIG RESPONSE

IHS concurred with our recommendations. In its response, IHS described actions
already taken to implement the recommendations and planned actions for further
implementation. OIG values the steps that IHS has taken and will monitor progress as
IHS continues its efforts to improve the care provided during labor and delivery at IHS
hospitals. (For the full text of IHS's comments, see Appendix D.)

To assess labor and delivery practices and consider opportunities for practice
improvements, IHS described its collaboration with ACOG and participation in several
efforts to improve maternity safety. IHS reported that a committee within ACOG
conducts quality benchmarking site visits at IHS facilities and routinely addresses
maternity safety measures during these reviews. In 2020, this group surveyed the

10 IHS hospitals that provide planned childbirth services about their implementation
of the AIM bundles related to postpartum hemorrhage and severe hypertension. IHS
plans to use these results to provide any additional guidance needed. IHS facilities
also participate in State Perinatal Collaboratives and Maternal Mortality Review
Committees, as well as in the national AIM program. IHS also implemented training
on Advanced Life Support in Obstetrics. In addition to these efforts, IHS should
conduct a comprehensive assessment of its labor and delivery practices and use the
results of the assessment to identify practice improvements.

To ensure that IHS providers employ best practices in diagnosing and treating
postpartum hemorrhage, IHS reported that it engaged in a series of webinars in

2017 reviewing the AIM bundles, with a focus on postpartum hemorrhage
management. IHS also described its ongoing oversight of quality of care and adverse
events. As IHS continues its efforts to implement best practices, it should work to
formalize these processes and provide technical assistance on changes in best
practices, such as following the practice of quantitative estimation of blood loss when
diagnosing postpartum hemorrhage.

To encourage and support greater adoption of the AIM bundles of maternal-safety
best practices, IHS explained that is has a longstanding affiliation with the AIM
program. Although IHS cannot officially “join” AIM, IHS reported that the 10 Federal
sites that provide planned childbirth services have successfully implemented the AIM
bundles for both postpartum hemorrhage and severe hypertension. IHS should
continue to encourage its hospitals that provide childbirth services to adopt the AIM
bundles, including hospitals that only provide childbirth services on an emergency
basis.

Instances of IHS Labor and Delivery Care Not Following National Clinical Guidelines or Best Practices
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APPENDIX A

Summary of Methodology for Companion Study Incidence of
Adverse Events in Indian Health Service Hospitals
(OEI-06-17-00530)

The labor and delivery patients whose records we reviewed were selected as part of a
larger sample for the companion study Incidence of Adverse Events in Indian Health
Service Hospitals (OEI-06-17-00530). Medical record reviews to identify adverse
events revealed examples of care that did not follow national clinical guidelines or
best practices among labor and delivery patients. This care did not always cause
patient harm and therefore is not included in the adverse events report. Although we
subsequently conducted a dedicated medical record review to assess national clinical
guidelines and best practices, some aspects of the original review for adverse events
are included in this report. The summary below describes the methodology for the
adverse events report.

Scope

The companion study Incidence of Adverse Events in Indian Health Service Hospitals
(OEI-06-17-00530) provides a nationally representative estimate of the incidence of
adverse events and temporary harm events in IHS hospitals during FY 2017 (October
2016 through September 2017). The study population included all eligible patients
admitted to IHS hospitals in FY 2017, and contained pediatric and older patients as
well as labor and delivery patients. The incidence rates are composed of all patient
harm events regardless of whether they were preventable.

Sample Selection

Using encounter data extracted from the IHS National Data Warehouse, we selected a
stratified random sample of 400 patients from those admitted to 1 or more of the

26 IHS-operated hospitals during FY 2017. We selected this sample from the general
population of inpatients—from newborns to older adults—who had IHS hospital
stays. We excluded 15 of these patients from the review because they did not have a
conventional inpatient stay for acute-care services.®” In addition, a hospital was
unable to locate the medical record for one patient, so we excluded that patient from
our analysis. The final sample we used for analysis consisted of 384 patients.

To ensure that the sample included the smallest hospitals, and to limit the
data-collection burden on certain hospitals, we used a stratified sample design
composed of six strata chosen by hospital size and geographic area. Of the

384 patients included in our analysis, 48 had more than one stay at an IHS hospital
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during FY 2017. We reviewed all stays for these patients. Sampled patients had a
combined total of 457 stays in our analysis file with an average length of stay of
3.5 days.

Data Collection

We requested complete medical records from IHS hospitals for the sampled patients’
hospital stays. We reviewed the medical records for completeness and made
additional requests for missing components of the record.

Identification of Adverse Events and Temporary Harm Events. We conducted a
two-stage review to identify adverse and temporary harm events among sampled
patients. The first stage of review consisted of nurses screening the sampled medical
records. Nurses then referred cases meeting certain criteria to physicians for the
second stage of review, as described below.

Nurse Screening. The first stage of the review process consisted of nurses screening
medical records using one of two trigger tools. For adult patients, nurses used an
OIG-modified version of the Institute for Healthcare Improvement’s Global Trigger
Tool to perform their reviews. The Global Trigger Tool requires screeners to look for
“triggers” that indicate possible harm. A trigger is a clue that may be the result of an
event, such as a transfer to a higher level of care. In addition to triggers for adult
patients, we included triggers for both labor and delivery patients and for any patients
who remained in IHS hospitals after they no longer required inpatient acute care. For
pediatric patients (aged 17 and younger), nurses reviewed medical records using the
Global Assessment of Pediatric Patient Safety Trigger Tool.®®

Physician Review. In the second stage of review, one of six physicians reviewed the
medical records for each patient flagged by a nurse during the screening process, as
well as additional cases flagged during quality assurance reviews. Physicians
examined the records to identify events and then described these events using a
structured data-collection instrument. Physicians used a guidance document to
ensure consistency across reviewers. We also held a series of “consensus calls” during
which physicians were encouraged to discuss complex or questionable cases, or seek
the opinion of a physician with a different area of specialization. We also identified
certain types of cases (e.g., deaths) as requiring consensus call discussion.

We report all harm events identified by the physician-reviewers. When an initial event
caused a series of related events, we collapsed the events into a “cascade event” and
counted it as a single event. For labor and delivery adverse events, we counted
events that occurred in the delivery room as applying to the mother and not the
newborn.

Assessment of Severity. As in prior OIG studies, physician-reviewers assigned each
event to one of five levels of harm using an OIG-modified version of the National
Coordinating Council for Medication Error Reporting and Prevention (NCC MERP)
Index of Categorizing Medication Errors. We distinguish between "adverse events”
(levels F through | on the index) and “temporary harm events” (level E on the index) to

Instances of IHS Labor and Delivery Care Not Following National Clinical Guidelines or Best Practices
OEI-06-19-00190 Appendix A | 20



separately identify events that were more likely to affect cost and length of stay. Both
types of events represent harm to patients resulting from medical care. See
Exhibit A-1 for the complete NCC MERP index as modified by OIG.

Exhibit A-1: OIG-modified version of the NCC MERP index for categorizing

errors
Event type Level Description
| Harm occurred that may have contributed to or resulted in the
patient’s death.
H Harm occurred that required intervention to sustain the
patient’s life.
Adverse . .
event G Harm occurred that contributed to or resulted in permanent
patient harm.
Harm occurred that contributed to or resulted in prolonged
F | facility stay, elevation in level of care, or transfer to another
facility.
Temporary E Harm occurred that caused temporary harm that required
harm intervention.

Source: Adapted from the NCC MERP Index for Categorizing Errors. Revised February 20, 2001.

Assessment of Preventability. The physician-reviewers classified each event into
one of five preventability classifications: clearly preventable; likely preventable; likely
not preventable; clearly not preventable; or unable to determine. Physicians also
selected a rationale for each preventability determination from a list of options.
Physicians had the option of using an OlG-developed algorithm as guidance for
difficult preventability decisions.
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APPENDIX B

Glossary of Selected Terms

Adverse event—Harm to a patient as a result of medical care or in a health care
setting, including failure to provide needed care.

Amniotic fluid—Liquid that surrounds and protects a fetus within the uterus.

Caesarean delivery—A surgical procedure during which an infant is delivered via an
incision through the mother’'s abdomen and uterus.

Clinically indicated—Advisable for treatment based on a patient’s current condition.

Epidural—An injection of local anesthetic into the space outside the dura mater of
the spinal cord in the lower back, commonly used in childbirth.

Hypertension—Abnormally high blood pressure.
Hypotension—Abnormally low blood pressure.

Induction of labor—The use of medication and procedures to facilitate labor sooner
than labor would occur naturally.

Indwelling catheter—A device inserted inside the bladder used to drain urine into an
external vessel.

Laparotomy pad—A pad made from several layers of gauze folded into a rectangular
shape and used as a sponge or packing material in abdominal operations.

Medication regimen—The dose and frequency of medication administered to a
patient.

Misoprostol—A medication used to induce labor and treat postpartum hemorrhage.

Objective/quantitative estimation of blood loss—A quantitative estimation of the
blood lost during a postpartum hemorrhage in which providers rely on medical
equipment, such as a drape with a measuring pouch, to physically measure blood
loss.

Oxytocin—A hormone used to induce labor and treat postpartum hemorrhage.

Peripartum—Occurring around the time of childbirth, typically from a month before
to a few months after.

Postpartum hemorrhage—Excessive bleeding immediately following birth,
characterized by a decrease in blood pressure, an increase in heart rate, and a
decrease in red blood cell count.
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Precipitous delivery—A rapid delivery occurring within less than 3 hours of the start
of regular contractions.

Preeclampsia—A pregnancy complication characterized by unusually high blood
pressure and protein in the urine.

Standing Orders—Written protocols approved by a medical director that authorize
designated members of the health care team (e.g., nurses or medical assistants) to
complete certain clinical tasks without having to first obtain a physician order.

Tachysystole—Excessive contractions of the uterus during labor and delivery.

Temporary harm—Harm to a patient that required intervention but did not cause
lasting harm, which is classified as level E on the patient harm index.

Visual estimation of blood loss—A qualitative approximation of blood loss through
which providers visually estimate the amount of blood lost during a postpartum
hemorrhage.
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APPENDIX C

Sample Counts by Stratum

Our sample numbers are based on a stratified sample of 48 labor and delivery
patients admitted to IHS hospitals during FY 2017. Stratification was based on
hospital size and location, and was designed to ensure inclusion of small hospitals
and not unnecessarily burden larger facilities. Below are the sample frequencies by
the six strata (numbered from 1 to 6). Exhibit C-1 presents the number of labor and
delivery patients with selected maternal health conditions. Exhibit C-2 shows the
number of labor and delivery patients who had any instances of care that did not
follow national clinical guidelines or best practices. Exhibit C-3 shows the number of
instances for these patients.

Exhibit C-1: Number of labor and delivery patients with selected maternal health conditions
by stratum (n=48 patients)

Maternal health condition Total patients m (2) 3) (4) (5) (6)
High-risk pregnancy 26 4 4 2 0 6 10
Postpartum hemorrhage 16 2 1 3 0 4 6
Induction of labor 13 0 2 0 0 2 9
Caesarean section 6 2 0 0 0 1 3
Severe hypertension/preeclampsia 3 1 0 0 0 0 2

Total labor and delivery patients 48 1 9 4 0 6 18

Source: OIG analysis of FY 2017 medical records for a sample of 48 patients in labor and delivery units at IHS hospitals, 2019.
Note: Some patients had multiple maternal health conditions.

Instances of IHS Labor and Delivery Care Not Following National Clinical Guidelines or Best Practices
OEI-06-19-00190 Appendix C | 24



Exhibit C-2: Number of patients with care that did not follow national clinical guidelines or

best practices by stratum (n=48 patients)

Total

Type of care patients m @ 6B @ 6 (6
Postpartum hemorrhage not properly diagnosed and 14 5 1 3 0 4 4
treated
Induction of labor not performed properly 10 0 2 0 0 0 8
Caesarean section not performed properly 0 0 0 0 0 0 0
Severe hypertension/preeclampsia not properly diagnosed 5 1 0 0 0 0 1
and treated
Labor and delivery patients with more than one instance of
care that did not follow national clinical guidelines or best 9 1 2 1 0 0 5
practices
Labor and delivery patients whose instances of care that did
not follow national clinical guidelines or best practices 7 0 2 1 0 1 3
contributed to harm

Total labor and delivery patients with instances of care

that did not follow national clinical guidelines or best 27 4 4 3 0 5 1

practices

Source: OIG analysis of FY 2017 medical records for a sample of 48 patients in labor and delivery units at IHS hospitals, 2019.
Note: Some patients had multiple instances of care that did not follow national clinical guidelines or best practices.

Exhibit C-3: Number of instances of care that did not follow national clinical guidelines or

best practices for labor and delivery patients by stratum (n=27 patients)

Total

Type of care instances M (2) (3) (4) (5) (6)
Postpartum hemorrhage not properly diagnosed and treated 17 2 1 5 0 4 5
Induction of labor not performed properly 11 0 2 0 0 0 9
Other inappropriate medication regimens 5 2 2 0 0 0 1
Use of medical devices without clinical indication 3 0 2 0 0 0 1
Other improper diagnoses 2 0 1 0 0 0 1
is\(;e:ree:g/e%ertension/preeclampsia not properly diagnosed 5 1 0 0 0 0 1
Unattended, precipitous delivery 1 0 0 0 0 1 0
Total instances of care that did not follow national clinical 41 5 8 5 0 5 18

guidelines or best practices

Source: OIG analysis of FY 2017 medical records for a sample of 48 patients in labor and delivery units at IHS hospitals, 2019.
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APPENDIX D

Agency Comments
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f DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Servica
£
!F"‘J.,, Indian Health Service
- NOV 1 0 2020 Rockville, MD 20857
TO: Inspector General
FROM: Director

SUBJECT:  IHS Response to Draft OIG Report OEI 06-19-00190 “Instances of IHS Labor
and Delivery Care Not Following National Clinical Guidelines or Best Practices "
dated September 2020

We appreciate the opportunity to provide our official comments on the Draft OIG Report,

OEI 06-19-00190, “Instances of IHS Labor and Delivery Care Not Following National Clinical
Guidelines or Best Practices, " dated September 2020. Our responses and planned actions to the
three OIG recommendations are discussed below.

Recommendation Number 1: The IHS concurs with the recommendation,

THS should assess its labor and delivery practices and consider practice improvements based on
the findings of this assessment.

Planned and completed actions:
The Indian Health Service (IHS) has a long-standing relationship with the American College of

Obstetricians and Gynecologists (ACOG) Committee on American Indian and Alaska Native
Women's Health. This committee conduets quality benchmarking site visits to IHS Federal,
Tribal, and Urban Indian sites on a rotating basis, and routinely addresses maternity safety
measures in their program reviews. Since 2017, this has included attention to the Alliance for
Innovation on Maternal Health (AIM) bundle implementation. At national IHS training sessions
we have featured content on the AIM, including several presentations and sessions on
implementation of the bundles on Obstetric Hemorrhage, Hypertension, Venous
Thromboembolism, and Substance Use Disorder.

In 2020, the ACOG surveyed the 10 Federal hospitals currently providing planned childbirth
services on implementation of the Obstetric Hemorrhage and Severe Hypertension bundles.
The IHS anticipates receiving this report early in 2021 and will utilize the ACOG assessment to
reinforce AIM work at any sites that would benefit from additional guidance.

IHS sites participate in a variety of quality improvement efforts as applicable to their size and
location. These efforts include participation with State Perinatal Collaboratives and Maternal
Mortality Review Committees, as well as the national AIM program. [HS participation is
well-established with the New Mexico Perinatal Collaborative and the Arizona Perinatal Trust,
as well as the New Mexico and Arizona Maternal Mortality Review Committees. The IHS Great
Plains MCH Coordinator is working closely with State stakeholders in North Dakota and

South Dakota, as those states develop their Perinatal Collaboratives and Maternal Mortality
Review Committees.
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Page 2 - Inspector General

The IHS implemented widespread Advanced Life Support in Obstetrics (ALSO) training.
ALSO training provides team-based, hands-on learning to assure prompt and appropriate
responses to obstetric emergencies. The Navajo Area IHS held their annual ALSO training
course most recently in September 2020. Additional ALSO courses have been combined with
other national trainings on a rotating basis, including centrally located trainings in Phoenix,
Oklahoma City, and Salt Lake City attended by Indian Health clinician staff from across the
country. In addition to providing ALSO training to staff at our Labor and Delivery units, many
staff in our rural Emergency Departments are ALSO trained.

Recommendation Number 2: The ITHS concurs with the recommendation.

IHS should take steps to ensure that [HS providers employ best practices in diagnosing and
treating postpartum hemorvhage,

Planned and completed actions:
The THS employs best practices in diagnosing and treating postpartum hemorrhage. In 2017, in

response to the IHS Chief Medical Officer directive, the IHS conducted a series of webinars
reviewing implementation of the AIM bundles, with Obstetric Hemorrhage (PPH) management
as the primary focus. AIM PPH content is included in all appropriate ACOG and IHS maternity
care educational events and in the ALSO courses.

The IHS has a robust system of debriefing, case review, peer review, and event tracking at the
facility level, overseen both by the Maternity Care teams and by our Quality Assurance/Process
Improvement programs. This assures identification of, and the opportunity to address any
unusual patterns,

Recommendation Number 3: The IHS concurs with the recommendation.

THS should encourage and support greater adoption of the AIM bundles of maternal-safety best
practices,

Planned and completed actions:
The IHS has actively promoted implementation of the AIM patient safety bundles and has a

long-standing affiliation with the national AIM program. While the IHS is not able to officially
“join” the AIM, due to required data sharing agreements, efforts have included each of the other
aspects of implementation, Utilizing the AIM bundles enables each facility to improve
performance with respect to each of the four key areas: Readiness; Recognition; Response; and
Reporting. Internal queries reveal that all 10 Federal sites have successfully implemented both
of the Obstetric Hemorrhage and the Hypertension bundles. We anticipate that this will be
confirmed by the ongoing, independent ACOG program review discussed above.
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Thank you for the opportunity to review and comment on this draft report. Please refer any
follow-up questions you have regarding our comments to Ms. Athena Elliott, Chief Compliance

Officer, IHS, by e-mail at athena.elliott@ihs.gov.
—_L/_L:’____ rﬂ‘ r?"‘\_'_.__‘

RADM Michael D. Weahkee, MBA. MHSA
Assistant Surgeon General, U.S, Public Health Service
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ABOUT THE OFFICE OF INSPECTOR GENERAL

The mission of the Office of Inspector General (OIG), as mandated by Public Law 95-
452, as amended, is to protect the integrity of the Department of Health and Human
Services (HHS) programs, as well as the health and welfare of beneficiaries served by
those programs. This statutory mission is carried out through a nationwide network
of audits, investigations, and inspections conducted by the following operating
components:

The Office of Audit Services (OAS) provides auditing services for HHS,
either by conducting audits with its own audit resources or by overseeing audit work
done by others. Audits examine the performance of HHS programs and/or its
grantees and contractors in carrying out their respective responsibilities and are
intended to provide independent assessments of HHS programs and operations.
These audits help reduce waste, abuse, and mismanagement and promote economy
and efficiency throughout HHS.

The Office of Evaluation and Inspections (OEI) conducts national
evaluations to provide HHS, Congress, and the public with timely, useful, and reliable
information on significant issues. These evaluations focus on preventing fraud, waste,
or abuse and promoting economy, efficiency, and effectiveness of departmental
programs. To promote impact, OEl reports also present practical recommendations
for improving program operations.

The Office of Investigations (Ol) conducts criminal, civil, and administrative
investigations of fraud and misconduct related to HHS programs, operations, and
beneficiaries. With investigators working in all 50 States and the District of Columbia,
Ol utilizes its resources by actively coordinating with the Department of Justice and
other Federal, State, and local law enforcement authorities. The investigative efforts
of Ol often lead to criminal convictions, administrative sanctions, and/or civil
monetary penalties.

The Office of Counsel to the Inspector General (OCIG) provides
general legal services to OIG, rendering advice and opinions on HHS programs and
operations and providing all legal support for OIG's internal operations. OCIG
represents OIG in all civil and administrative fraud and abuse cases involving HHS
programs, including False Claims Act, program exclusion, and civil monetary penalty
cases. In connection with these cases, OCIG also negotiates and monitors corporate
integrity agreements. OCIG renders advisory opinions, issues compliance program
guidance, publishes fraud alerts, and provides other guidance to the health care
industry concerning the anti-kickback statute and other OIG enforcement authorities.
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