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EXECUTIVE SUMMARY

Efforts to iImproveing the quality and safety of perinatal care haves received increased focus during recent years.1-8 Research has shown that early elective delivery without medical or obstetrical indication is linked to neonatal morbidities with no benefit to the mother or infant.7 The American Congress of Obstetricians and Gynecologists (ACOG) publications, (1979, 1999, 2009) have consistently advised against non-medically indicated elective deliveries prior to 39 weeks gestation.9-11

Despite these warnings ACOG guidelines, elective early labor inductions and cesarean sections are common and increasing in the United States and are creating concern about trends in current obstetric practice.7, 12-15 Educating healthcare providers about morbidities associated with practice trends fosters evidence-based decision-making and leads to improved practices that reduce harm. There are numerous maternal and fetal medical indications for deliveries prior to 39 weeks gestation; this toolkit focuses on reducing non-medically indicated elective inductions and cesarean sections. In addition, the focus of this toolkit on less than 39 week non-medically indicated elective deliveries is not meant to imply that elective deliveries after 39 weeks have been proven to be without risks for mothers and infants.

Definitions of ”full-term” and weeks of gestation that define safe birth are commonly misunderstood by the general public. A recent survey of insured women who recently gave birth found that only 25.2% of women defined full-term as 39-40 weeks. But, more importantly, 92.4% of women reported that giving birth before 39 weeks was safe.16 It is important to educate women about the potential negative outcomes of early deliveries and the critical fetal development that occur during the last weeks of pregnancy.

Multiple national quality organizations, including The Joint Commission (TJC), National Quality Form (NQF), the Leapfrog Group (LFG), among others, identified elective deliveries prior to 39 weeks (induction of labor and cesarean section) as a key quality indicators for obstetric hospital care.8 This toolkit is applicable to singleton pregnancies only, similar to national quality measures. Medical indications for deliveries less than 39 (<39) weeks, as defined by these national quality organizations, are listed in Appendix C.

This toolkit incorporates policies and tools used successfully at multiple hospitals in the United States; it outlines best practices, provides support materials and guidance for implementing a quality improvement project around reducing elective deliveries before 39 weeks gestation. In addition, the toolkit provides methods to identify improvement opportunities and outlines techniques for measuring process and outcome improvements. It is organized into the following sections to facilitate improvements in hospitals at any stage of change for eliminating births less than 39 weeks.

· Making the Case:  A comprehensive literature review about the importance of eliminating elective deliveries <39 weeks.
· Implementation: A proven step-by-step guide to support hospitals during implementation and maintenance of change.
· Data Collection and Quality Improvement: A guide for measuring and tracking quality improvement.
· Clinician and Patient Education: Educational tools for clinicians and staff about consequences of early elective delivery; educational tools for patients about the importance of the last weeks of pregnancy.
· Appendices: Sample Forms, Hospital Case Studies, QI Implementation Tools, PDSA Methodology, Implementation Resources and References.

March of Dimes, California Maternal Quality Care Collaborative, and the California Department of Public Health, Maternal, Child, and Adolescent Health Division collaborated to develop and disseminate this toolkit. Academic and clinical leaders in California and across the United States contributed as writers and reviewers. The goal of this toolkit is to guide and support obstetrical providers, clinical staff, hospitals, and healthcare organizations to develop efficient and successful quality improvement programs to eliminate elective deliveries less than 39 weeks gestation.

The California Quality Improvement Toolkit: Elimination of Elective Deliveries Before 39 Weeks Gestational Age was reviewed by the CDPH Maternal, Child and Adolescent Health Division and is a resource, but doesn’t define the standard of care in California.  Readers are advised to adapt the guidelines and toolkit based on their local facility’s level of care and patient populations and are not to rely solely on guidelines presented here.
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MAKING THE CASE

Elective inductions of labor and elective cesarean section deliveries less than 39 (<39) weeks are increasing despite the American Congress of Obstetricians and Gynecologists (ACOG) guidelines outlining criteria for medically indicated births <39 weeks.12,13,17 The following literature review outlines complications associated with elective deliveries <39 weeks. In addition, this section includes results from leading institutions that implemented policies and practices to eliminate elective deliveries <39 weeks.18

DEFINITIONS FOR COMMON LANGUAGE

Elective induction of labor: induction of labor without an accepted medical or obstetrical indication before the spontaneous onset of labor or rupture of membranes. 

Elective cesarean section: scheduled primary or repeat cesarean section without an accepted medical or obstetrical indication before the spontaneous onset of labor or rupture of membranes. 

Gestational age confirmation: below are the ACOG criteria for determining term (>=39 weeks gestation): 

	Table 1: ACOG Criteria for Confirmation of Term Gestation
(Ultrasound is the most likely tool to be used)

	· Ultrasound measurement at less than 20 weeks of gestation supports a gestational age of 39 weeks or greater.

	· Fetal heart tones have been documented as present for 30 weeks by Doppler ultrasonography.

	· It has been 36 weeks since a positive serum or urine HCG pregnancy test.


American College of Obstetrics and Gynecology. Induction of labor, ACOG 
	Practice Bulletin No. 107. Obstet Gynecol, 2009. 114(2): p. 386-97.


Gestational weeks are often grouped into categories and labeled. 
Late Preterm is defined as the period from 34 weeks+0 days to 36 weeks+6 days gestation. 
Early Term births are 37 weeks+0 days to 38 weeks+6.  

Scheduled: A planned induction or cesarean section that is scheduled for either elective or non-elective/medically indicated reasons.

ACCEPTED INDICATIONS FOR DELIVERY <39 WEEKS GESTATION

According to ACOG, the indications for delivery prior to 39 weeks gestation are not absolute, but should take into account maternal and fetal conditions, gestational age, cervical status and other factors. Furthermore, “labor can be induced for logistical or psychosocial indications, but gestation should be ≥39 weeks or a mature fetal lung test should be established. A mature fetal lung test result before 39 weeks of gestation, in the absence of appropriate clinical circumstances, is not an indication for delivery”. The Joint Commission, as part of their national quality core measures program, has further defined conditions that may indicate the medical necessity for a delivery prior to 39 weeks gestation. 

These lists are not meant to be exhaustive or to imply that every woman with one of these diagnoses should be delivered prior to 39 weeks. In addition, hospital leaders and obstetrical providers need to tailor this list based on the needs of the women in the community their hospital serves and the available clinical resources at each hospital.

	
Table 2: Examples of Medical Indications for Delivery Prior to 39 weeks Gestation	Comment by Connie Mitchell: It might be nicer for the reader to line up those indications that are the same and thus highlight where they differ.

	ACOG: “Examples of maternal or fetal conditions that may be indications for induction of labor”11
· Abruptio placentae
· Chorioamnionitis
· Fetal demise
· Gestational hypertension, preeclampsia, eclampsia, chronic hypertension
· Premature rupture of membranes 

· Post-term pregnancy
· Maternal medical conditions e.g., diabetes, renal disease, chronic pulmonary disease, antiphospholipid syndrome




· 

· Fetal compromise, e.g., severe IUGR, isoimmunization, oligohydramnios
	The Joint Commission: National Quality Core Measure PC-01-- Specifications for “Conditions justifying delivery <39 weeks”19
· Placental abruption, placenta previa, unspecified antenatal hemorrhage 
· Fetal demise, fetal demise in prior pregnancy
· Gestational hypertension, preeclampsia, eclampsia, chronic hypertension
· Rupture of membranes prior to labor (term or preterm)
· Post-term pregnancy
· Preexisting diabetes, gestational diabetes
· Renal disease
· Maternal coagulation defects in pregnancy (includes anti-phospholipid syndrome)
· Liver diseases (including cholestasis of pregnancy)
· Cardiovascular diseases (congenital and other)
· HIV infection
· IUGR, oligohydramnios, polyhydramnios, fetal distress, abnormal fetal heart rate
· Isoimmunization (Rh and other), fetal-maternal hemorrhage
· Fetal malformation, chromosomal abnormality, or suspected fetal injury 
· Multiple gestations	Comment by Connie Mitchell: Bullet size is off.



The Guidelines for Perinatal Care, 6th Edition similarly advise against elective cesarean deliveries until 39 weeks and only in patients with regular menstrual cycles and certain last menstrual periods; without immediate antecedent oral contraceptive use; or with confirmation of term gestation using the criteria in Table 2.20 In addition, if confirmation of term gestation is not met for deliveries prior to 39 weeks, these guidelines require amniocentesis to confirm a mature lung profile.


ELECTIVE DELIVERIES: A GROWING CONCERN

Rates of induction of labor have increased dramatically from 9% in 1989 to 21.2% in 2004. Much of this rise has been attributed to an increase in elective inductions.21 Data from the Hospital Corporation of America showed that 44% of deliveries at term in 2007 were scheduled and that 71% of these were elective.14 Deliveries between 37 and 38 weeks gestation have increased and account for approximately 17.5% of live births in the United States.22 Most concerning is that a significant proportion of these near term births may be elective. Intermountain Healthcare based in Salt Lake City reported that 28% of their elective deliveries in 2001 were performed prior to 39 weeks.23 Preliminary analysis indicates that in California elective early term deliveries vary from 8% to 44% among hospitals.24  	Comment by Connie Mitchell: Beware of hyperbole.	Comment by Connie Mitchell: C sections and inductions?  If so, say so.	Comment by Connie Mitchell: Scheduled or not?	Comment by Connie Mitchell: From 1999 to 2004?

Deliveries described above are either induced or done by scheduled cesarean section and indicate that physician decisions may, in part, be driving higher rates of early elective deliveries. Changes in clinical practice that result in negative outcomes present a critical opportunity for quality improvement.	Comment by Connie Mitchell: What else may be driving higher rates – include other hypothesis.

WHAT ARE THE RISKS OF DELIVERIES BEFORE 39 WEEKS?
Elective deliveries <39 weeks carryies significant risk for the baby. (Table 3)14, 25-28 The risk is highest for scheduled pre-labor cesarean sections at 37 weeks gestation, but is significant for all subgroups examined. Even babies delivered at 38 4/7 to 38 6/7 weeks have higher risk of experiencing at least one of the complications in Table 3  than those delivered after 39 weeks. 	Comment by Connie Mitchell: If it is significant, you  should show the odds ratio,.  If it is merely associated, you should take out the words significant.

	Table 3: Complications of Elective Deliveries Between 37 to 39 Weeks 

	· Increased NICU Admissions

	· Increased Transient Tachypnea of the Newborn (TTN)

	· Increased Respiratory Distress Syndrome (RDS) 

	· Increased Ventilator Support

	· Increased Suspected or Proven Sepsis

	· Increased Newborn Feeding Problems and other Transition Issues


	Clark 09; Madar 99; Morrison 95; Sutton 01; Hook 97


NEONATAL OUTCOMES OF EARLY TERM BIRTHS

Intermountain Healthcare Study-NICU Admissions, Ventilator Use: Intermountain Healthcare operates 21 Hospitals in Utah and Southeast Idaho and performs approximately 30,000 deliveries annually (www.intermountatinhealthcare.org). A recent study of this integrated healthcare system showed that rates of respiratory distress syndrome (as indicated by ventilator use) was 22.5 times higher for infants born at 37 weeks and 7.5 times higher for infants born at 38 weeks compared with infants born at 39 weeks. (Figure 1) There were also  study also found increased rates of persistent pulmonary hypertension, NICU admissions and neonatal stays beyond 5 days in a <39-week elective induction group. (Figure 2) 23 [AU: REQUEST HIGH RESOLUTION IMAGES OF FIGURES]	Comment by Connie Mitchell: Does elective here also mean “non-medically indicated?”

Figure 1. Higher ventilator use among infants delivered at 37 weeks gestation

 (
Oshiro, B. et al.
 
Decreasing elective deliveries before 39 weeks of gestation in an integrated health care system.
 Obstet Gynecol, 2009. 
113
: p.
 
804-811.
)



Figure 2. Increased NICU admissions among infants delivered at 37 weeks gestation.

 (
Oshiro, B. et al.
 
Decreasing elective deliveries before 39 weeks of gestation in an integrated health care system.
 Obstet Gynecol, 2009. 
113
: p.
 
804-811.
)



Healthcare Corporation of America-NICU Admissions: Within Healthcare Corporation of America, there are 114 delivering hospitals in 21 states (http://www.hcahealthcare.com). The following table shows the risk of NICU admissions in 27 representative hospitals evaluating 17,794 births over a 3-month period in 2007. The pPercent of NICU admissions increased among all groups as gestation time of elective delivery decreased. (Table 4)14

	Table 4:  Risk of NICU Admissions for Elective Deliveries at 37-39 Weeks (HCA) 

	
	37+0 to 37+6 weeks 
	38+0 to 38+6 weeks 
	39+0 to 39+6 weeks 

	Elective Inductions (N)
NICU admission %
	112
15.2%
	678
7.0%
	2004
6.0%

	Elective Cesarean Births (N)
NICU admission %
	129
20.1%
	793
9.3%
	929
8.0%

	TOTAL Elective deliveries (N)
NICU admission %
	241
17.8%
(p<0.001)
	1471
8.0%
(p<0.001)
	2933
4.6%


Clark, S.L., et al., Neonatal and maternal outcomes associated with elective term delivery.
Am J Obstet Gynecol, 2009. 200(2): p. 156 e1-4.

Maternal-Fetal Medicine Network-Elective Repeat Cesarean Section without labor: A multi-center study from the Maternal-Fetal Medicine Network examined over 16,000 elective uncomplicated repeat cesarean births from 37 to 40 weeks of gestation.7 When compared with deliveries at 39 weeks, early deliveries were associated with significantly increased risk of experiencing composite neonatal adverse outcomes (any adverse outcome and/or neonatal death) and individual neonatal adverse outcomes including respiratory complications and NICU admissions. (Table 5) The majority of pre-39 week deliveries occurred at 38 4/7 through 38 6/7 weeks and had outcomes similar to those occurring at 38 0/7 to 38 3/7 weeks.	Comment by Connie Mitchell: Can you add where or across how many states?

	Table 5: Timing of Elective Repeat Cesarean Delivery at Term and Neonatal Outcomes (MFM Network)

	

Outcome
	37+0 to 37+6 
Weeks
	38+0 to 38+6 
Weeks
	39 Completed Weeks 
N=6512
(%)
(Reference) 

	
	N=834
%
	Odds Ratio*
	N=3909
%
	Odds Ratio*
	

	Any adverse outcome or death
	15.3%
	2.1
	11.0%
	1.5
	8.0%

	Adverse respiratory outcome (overall)
	8.2%
	2.5
	5.5%
	1.7
	3.4%

	RDS
	3.7%
	4.2
	1.9%
	2.1
	0.9%

	TTN
	4.8%
	1.8
	3.9%
	1.5
	2.7%

	Admission to NICU
	12.8%
	2.3
	8.1%
	1.5
	5.9%

	Newborn Sepsis (suspected or proven)
	7.0%
	2.9
	4.0%
	1.7
	2.5%

	Treated hypoglycemia
	2.4%
	3.3
	0.9%
	*1.3 (NS)
	0.7%

	CPR or ventilation 
in 1st 24 hrs
	1.9%
	--
	0.9%
	--
	0.4%

	Hospitalization >5 days
	9.1%
	2.7
	5.7%
	1.8
	3.6%


	Tita, A. et al. Timing of elective cesarean delivery at term and neonatal outcomes. The New England Journal of Medicine, 2009. 360: p. 111-20. *All Odds Ratios are significant except “NS” (Not Significant)
Figures 3 and 4 redisplay data from Table 5 and illustrate that neonatal complications were more frequent at 38 weeks gestation and significantly increased in frequency at 37 weeks gestation.7

Figure 3: Complication Rates in Infants of Scheduled Repeat Cesarean Births by Gestational Age (weeks)


Tita, A. et al. Timing of elective cesarean delivery at term and neonatal outcomes. The New England Journal of Medicine, 2009. 360: p. 111-20.

Figure 4 shows odds ratios to highlight the relative effect of gestational age on neonatal complications rates. Odds ratios range from 2-4 for all infants at 37+ weeks gestation.7

Figure 4. Odds Ratios for Complications in Infants of Scheduled Repeat Cesarean Birth by Gestational Age (weeks)


Tita, A. et al. Timing of elective cesarean delivery at term and neonatal outcomes. The New England Journal of Medicine, 2009. 360: p. 111-20.

University of Alabama, Birmingham-Fetal lung maturity testing before 39 weeks and neonatal outcomes: A retrospective study performed at the University of Alabama, Birmingham compared women with singleton, uncomplicated pregnancies who delivered babies with mature lung profiles at 36-38 compared with 39 weeks gestation. (Table 5)29 They found that delivery before 39 weeks, even with confirmed fetal lung maturity (FLM), was associated with increased neonatal morbidity compared to delivery at 39-40 weeks.	Comment by Connie Mitchell: What did they adjust for?

Table 6: Adverse Neonatal Outcomes

	Bates, E., D. Rouse, and V. Chapman, Amer J Obstet Gynecol, 2009. 201(S17).

Other Studies Evaluating Neonatal Morbidity
Studies completed during the mid-1990s have documented the risks associated with early elective deliveries.25-28 (Clark et al) Authors found significant increases in neonatal respiratory morbidity from cesarean births performed <39 weeks, especially when performed prior to the onset of labor. In one of the largest studies, Morrison (1995, Cambridge, England) examined 33,289 deliveries that occurred at or after 37 weeks of gestation.25 Rates of respiratory morbidity were 14 times higher in pre-labor cesarean births at 37 compared with 40 weeks gestation; rates were still 8.2 times higher for pre-labor cesarean at 38 weeks gestation. No studies were identified where neonatal morbidity was decreased due to non-medically indicated (elective) delivery prior to 39 weeks.  In addition, no studies have been identified that demonstrate that non-medically indicated (elective) delivery improves neonatal outcomes.

Maternal Risk
The only study that evaluated maternal morbidity after reducing elective deliveries before 39 is the Intermountain Healthcare (IHC) quality improvement initiative.30 Researchers found a slight decrease in postpartum anemia and numbers of cesarean deliveries due to fetal distress; and a slight increase in mild preeclampsia (Table X, Y) There were no differences in infectious morbidity. Overall, there was not significant clinical impact on maternal morbidity after the IHC quality improvement program was instituted.	Comment by Connie Mitchell: However the Confidence Interval is extremely wide indicating great variability. Perhaps you should consider a 90% CI for this variable and see if the interval narrows.	Comment by Connie Mitchell: Did you find any studies that showed benefits to mothers?  If not then say so like you did above.

Table X. Selected Maternal Outcome Data Before and After Inititation of the Intermountain Healthcare <39 Week Elective Delivery Reduction Program (1999-2000 and 2001-2006)

	Adverse Maternal Outcome
	Before
	After
	OR
	95% CI

	Chorioamnionitis
Endometritis
Postpartum anemia
Cesarean delivery due to fetal  distress
Preeclampsia
	0.69
0.18
1.58
0.11
0.57
	0.72
0.21
0.46
0.06
0.81
	1.04
1.19
0.86
0.57
1.43
	0.88-1.24
0.85-1.67
0.77-0.97
0.35-0.92
1.18-1.71


Oshiro et al, Obstet Gynecol 2009;113;804
SUMMARY
Non-medically indicated (elective) deliveries before 39 weeks gestation carry significant risks for the baby without significant risk to the mother. As seen in Table 5, the odds of serious neonatal complications increase with decreasing gestational duration. Common serious morbidities include respiratory complications, sepsis and hypoglycemia. Preliminary data indicate that these risks are not diminished despite amniocentesis documenting a mature lung profile. Clinicians are advised that a mature lung profile does not necessarily lessen the risk of morbidity. 	Comment by Connie Mitchell: Or can we say with no known health benefit for the mother?


QUALITY IMPROVEMENT INTERVENTIONS TO REDUCE ELECTIVE BIRTHS <39 WEEKS

 (
Quality Improvement i
ntervention
s
 have successfully decreased elective deliveries 
<
39 weeks and associated maternal and neonatal mortality and morbidity. 
Three studies are reviewed below.
)



Intermountain Healthcare (Oshiro): Beginning in 2001, Oshiro et al. reviewed neonatal outcomes and introduced a quality improvement (QI) intervention to reduce elective inductions <39 weeks gestation in Intermountain Healthcare (Utah and Southeastern Idaho).23

The QI group developed a multidisciplinary team consisting of physicians, nurse leaders, statisticians, data managers and administrative leaders within the organization. During initial presentations about the QI intervention, there was opposition from obstetric and gynecology departments, which appeared to be due to staff naiveté lack of common knowledge about neonatal morbidities associated with elective inductions prior to 39 weeks gestation. To address this and other barriers, the QI group presented neonatal outcome data and implemented dispute resolutions directly through department chairs or perinatologists instead of nurses and clerical staff acting as “gatekeepers”. Other key steps included development of a data collection system, consent forms, and education modules for both medical staff and patients. While Intermountain Healthcare is a vertically integrated healthcare system with salaried Medical Directors and Perinatologists, most obstetrical providers were private practitioners not employed by the system. Performance was monitored system-wide, by facility, and for individual practitioner and reports were issued regularly.

Within 6 months of baseline, elective deliveries <39 weeks dropped from 28% to 10% and was less than 3% after six years (Figure 5).23 Note that the “%” here means percent of ALL elective (scheduled) births that occurred <39 weeks gestation, NOT percent of births between 37-39 weeks gestation that were elective (scheduled), which is consistent with NQF’s and The Joint Commission’s definitions (refer to Table 10, Appendix C).8


Figure 5: Percent* of Elective Deliveries before 39 Weeks Gestation
 
Oshiro. Decreasing Elective Deliveries Before 39 Weeks. Obstet Gynecol 2009. The QI intervention project began in January 2001; data from Intermountain Healthcare. *Percent is defined as using a denominator of ALL elective (scheduled) births.

Stillbirth rates at each gestational age were tracked and calculated to address physician concerns that delaying elective deliveries to later than 39 weeks could increase the term stillbirth rate. Table 7 shows that stillbirth rates fell overall and for each gestational week over 37 weeks by >50%.

Table 7. Stillbirth Data from the Intermountain Health Elective Induction Reduction before 39 weeks QI Project (before and after periods)

Oshiro, B., et al., Decreasing elective deliveries before 39 weeks of gestation in an integrated health care system. Obstet Gynecol, 2009. 113: p. 804-811.

Magee Women’s (Fisch): Inductions were identified as a major quality issue in Magee Women’s, a large teaching facility with 9,300 births annually from both clinic and private practices.31 Fisch et al. published a process improvement intervention similar to Oshiro’s—in the same issue of Obstetrics and Gynecology (April 2009)—with findings similar to Oshiro’s.31 Magee Women’s quality improvement (QI) intervention focused on eliminating elective inductions both prior to 39 weeks and at later gestational ages in women with unfavorable cervical exams (Bishop score <8 for nulliparas).

The QI intervention began in 2004 when Magee Women’s Departmental Quality Assurance Committee developed induction guidelines, based on ACOG standards, to limit inductions by gestational age and Bishop score.10 Rates of inductions were measured at baseline (2004), then again in 2005 after staff were educated and asked to follow the guidelines voluntarily. A focus of Magee Women’s QI project was to strictly enforce these guidelines by involving key physician and nursing leaders in changing the process of induction scheduling. In 2006, the OB Process Improvement Committee, whose members included the hospital’s Vice President for Medical Affairs, the Medical Director and nursing leaders of the Birth Center, along with stakeholders from other clinical disciplines (such as family practice, anesthesia, nurses) were providing oversight for induction scheduling so that guidelines would be closely followed. The Committee’s oversight included support for induction schedulers—the guidelines “messengers” and first-line enforcers—if they met with resistance from obstetricians or their office support. Nursing Directors supported the schedulers by discussing the induction rationale with the attending physician and, when necessary, seeking approval for induction from the Medical Director. This chain of support system resulted in significantly fewer elective inductions prior to 39 weeks gestation when compared with baseline or compared with the first stage of QI improvement that included education and voluntary guidelines. (Table 8)

	Table 8: Reduction of Induction Risks: A Departmental QI Project 

	
	3 months 2004 
	3 months 2005 
	14 months 2006-7 

	QI Approach
	Baseline
	Education and voluntary guidelines
	Formal approval needed to schedule outside guidelines

	Deliveries (N)
	2,139
	2,260
	10,895

	Elective Inductions <39wks (N)/
Total Elective Inductions (rate)
	23
11.8%
	21
10.0%
	30
4.3%
(p<0.001)

	Elective Nullip Inductions (N)
Elective Nullip Inductions =>C/S (N)
Elective Nullip Inductions =>C/S (rate)
	29
10
35.7%

	33
5
15.2%

	87
12
13.8%
(p<0.01)

	Total Induction Rate
	24.9%
	20.1%
	16.6%


Fisch, J.M., et al., Labor induction process improvement: a patient quality-of-care initiative. Obstet Gynecol, 2009. 113(4): p. 797-803.



Ohio Perinatal Quality Collaborative (OPQC): The Ohio Perinatal Quality Collaborative (www.opqc.net), sponsored by the Ohio Department of Job and Family Services with a grant from the Centers for Medicare and Medicaid Services, was initiated in July 2008 and involved the collaborative efforts of care providers, perinatal hospital leaders, payers, policy-makers and parents to reduce elective deliveries prior to 39 weeks gestation.32 Hospitals participating in the collaborative were asked to collect and report data that showed formal documentation of 1) indications for inductions or cesarean births, and 2) gestational ages and criteria for determination. Rates of elective deliveries <39 weeks gestation were compared between hospitals that were and were not participating in the collaborative.
The rate of births scheduled between 36.1-38.6 weeks gestation without medical indications decreased from 25% to <5% within the 14-month data collection period (July 2008-September 2009). Similarly, birth certificates from collaborating hospitals showed a decrease in inductions recorded without medical indications from 13% to 8% and fewer infants born between 36 and 38 weeks gestation were admitted to the NICU.
Figure 6. Percent of Ohio Births at 36-38 Weeks Induced Without Medical or Obstetric Indication

Iams, J. and E. Donovan (July 15, 2009). "Presented at the March of Dimes Big 5 Data Driven Quality Improvement Webinar."


The decrease in elective deliveries was more evident in hospitals participating in the collaborative compared with those not participating.
	Comment by Connie Mitchell: Was greater?  

Figure 7: Ohio Births at 36-38 Weeks Gestation Following Induction Without Apparent Medication Indication for Delivery, by OPQC Member Status 
 (
Iams, J. and E. Donovan (July 15, 2009). "Presented at the March of Dimes Big 5 Data Driven Quality Improvement Webinar."
)
These data indicate that providers were not changing the diagnosis and adding a medical indication. Furthermore, these data show a decrease in the percentage of deliveries between 36 to 38 weeks and concomitant increase in the percentage of deliveries at 39 weeks and beyond. 

Figure 8:  Gestational Age Distribution of Births at OPQC Member Hospitals, by Month
 (
Iams, J. and E. Donovan (July 15, 2009). "Presented at the March of Dimes Big 5 Data Driven Quality Improvement Webinar."
)
Stillbirth rates declined after initiating the project as seen in the Intermountain Healthcare QI intervention (refer to Figure 9 below).


Figure 9:  Stillbirths among OPQC Participating Hospitals


Iams, J. and E. Donovan (July 15, 2009). "Presented at the March of Dimes Big 5 Data Driven Quality Improvement Webinar."

SUMMARY
Quality Improvement interventions at the facility, system or regional levels have been shown to be effective in reducing elective deliveries <39 weeks gestation, particularly when interventions are data driven, involve multidisciplinary teams, and reference specific guidelines that can be enforced. An important point to emphasize is that in both the Magee Women’s and Intermountain Healthcare experiences, successful implementation of the program required strong leadership and policy enforcement. Only when implementation of a strict enforcement policy was supported by strong medical leadership were improvements in reducing elective deliveries <39 weeks realized.












Implementation Strategy

The implementation strategy in this section provides a ‘big picture’ overview diagram, an outline of the rapid cycle method: Mobilize, Assess, Plan, Implement, Track (MAP-IT) and an implementation checklist to guide eliminating elective deliveries <39 weeks through change in practice and policy. (See Appendix X for Plan, Do, Study, Act (PDSA) Model.33 

Effective implementation requires strategies and tactics that will drive improvement, mitigate barriers and measure process and outcome results.34 Included in this section are sample documents that can be modified to address local hospital needs.

Although the principles and specific tools provided in this toolkit serve as a useful implementation guide, it must be emphasized that this toolkit should be tailored to the unique environment of each particular facility. In general, successful implementation includes strong leadership and collaboration among all stakeholders. Patients and practitioners must understand the risks involved with delivering less than 39 weeks when there is no medical indication. Policies must be established for consistent scheduling processes for inductions and cesarean deliveries. Strong medical leadership must support hospital staff in enforcing best practice. Finally, ambiguity should be expected; for example, gestational age dating may be ambiguous for patients with late prenatal care or those without an early ultrasound. Therefore, when issues or questions arise, they should be addressed and procedures adjusted accordingly.






THE BIG PICTURE
The flowchart below shows primary components to implement a project aimed at eliminating elective deliveries prior to 39 weeks.

Figure 10:  Graphic Overview of Key Components

Reduce Demand  
· Clinician, Staff Education:  provide clinicians with data about their patients’ complications (maternal and neonatal). Emphasize avoiding elective deliveries <39 weeks
· Patient Education:  provide women with educational materials that define “full term” and emphasize the importance of full 39 weeks of gestation; have structured informed consent discussion that outlines risk of non-medically indicated elective deliveries prior to 39 weeks gestation 
· Public Awareness Campaign:  support clinicians efforts to educate women and their families through public awareness campaigns, e.g., health fairs, multi-media social marketing
Key Change Tactics
· Elective Delivery Hospital Policy: Policies and procedures guides scheduling and oversight to eliminate elective deliveries <39 weeks
· Establish standards that follow ACOG and national quality criteria
· Establish policies for approving appropriate exceptions to standards that are guided by strong physician leadership
· Establish policies that provide clear direction to nursing staff and clerks for scheduling process
· Scheduling Process: create and use standard forms for scheduling that collect gestational age and indication for delivery; both pieces of information determine whether the requested interventions are defined as medically indicated. All exceptions are referred to physician leadership per policy
· Physician Leadership: policy establishes “medical ownership”; Department Quality Committee Chairs or other identified leaders approve all exceptions to the elective delivery policy
QI Data Collection & Trend Charts  
· Targeted QI Data Collection: select QI Data Measures that track the amount of improvements made to both processes and outcomes; these measures guide the QI implementation process.  Collect data using the Scheduling Form, the Data Collection Form, log books, fetal monitor system reports or Electronic Medical Records
· Trend Charts: create charts to display desired QI data measures; display and discuss charts with clinicians and staff

RAPID CYCLE QI METHODOLOGY	Comment by Connie Mitchell: I still think this chart would be better if the verbage describing each step was actually next to the step in the circle rather than this two column format.
Mobilize, Assess, Plan, Implement, Track (MAP-IT)

	· Step 1
Mobilize Quality Improvement Team
Recruit champions: clinical staff who visualize the ideal, set goals and follow through to realize defined aims

· Step 2
Assess the Situation
Determine current practices for delivery scheduling; identify QI Data: criteria for approved induction and cesarean deliveries performed <39 weeks

· Step 3
Plan Change Tactics
Policy, Scheduling Process, Empowered Physician Leadership: Change policies, oversight, scheduling processes, and other relevant policies and procedures (e.g., clinician and patient education) that support a protocol to reduce elective deliveries <39 weeks

· Step 4 
Implement
Convene department meetings to conduct Clinician Education, influence department culture, gather buy-in and support rollout of change tactics to accomplish the goal

· Step 5	
Track Progress
Analyze data and present results to clinical staff via Trend Charts on elective delivieres. Review and repeat steps; when necessary, revise newly implemented tactics to ensure sustainable results
	 (
Figure 11:  MAP-IT QI Methodology
)



Bolded and Italicized – primary components outlined in the Big Picture Model on page 28

IMPLEMENTATION CHECK LIST

Step 1. Mobilize a Quality Improvement Team
· Recruit Quality Improvement (QI) Champions
· Ideal: L&D Manager and/or Perinatal QI Nurse AND OB/GYN Chair
· Schedule QI Champions meeting:	Date: 			Time: 		
· Review toolkit to eliminate elective deliveries <39 weeks gestation
· Discuss preliminary hospital data as outlined in Step 2
· Identify QI Team members to recruit
· Recruit QI Team to support the QI Champions; team members commit to regular meetings until goals are accomplished
· Team members to consider
· Obstetrician (department chair)	- Pediatrician or Neonatologist
· Nurse midwives 	- Quality or Nurse Educator
· Labor and Delivery Charge Nurses	- Labor and Delivery Manager
· Director of Women’s Services	- Risk management
· Lead scheduler	- Data analyst/ Decision support 
· Articulate goals or aims statements clearly; start a MAP-IT Worksheet (see Appendix C)
· Suggested language: “By ____ (choose a realistic date) all inductions of labor and scheduled cesarean deliveries before 39 weeks performed at _____ (name of hospital) will have a medical or obstetric indication ____”
· Schedule first QI Team meeting to review <39 week toolkit, assess the situation 
(Step 2), perform baseline assessment, develop implementation plan of action with timeline and benchmark(s)

Step 2. Assess the Situation
· Review ACOG’s indications for induction of labor and dating criteria
· Collect Data: Data collection over time will provide the QI team with specific data to track implementation progress (see data form contained in “Data Collection and QI Measurement” section); 
· Number of elective deliveries <39 weeks: induction of labor and cesarean section
· Identify: 1) gestational age; 2) method of gestational age determination (and whether ACOG criteria was used); 3) indication for delivery
· Perform a baseline assessment 2-3 months before implementation using the Data Collection Form (see “Data Collection and QI Measurement” section.)  Modify those data collected as indicated based on the baseline assessment.  
· Identify barriers to change:
· Policy and/or Leadership barriers, e.g., lack of scheduling criteria or enforcement oversight
· Clinician and patient barriers, e.g., clinicians’ and women’s lack knowledge of risks; attitudes about convenience for determining timing of birth
· Others:________________________
· Assess strategies for mitigating barriers, for example (refer to the more comprehensive discussion of barriers and possible strategies to mitigate barriers on pages contained in this section):
· Critique the scheduling process for labor induction and cesarean sections, including:
· Is gestational age recorded when procedure is scheduled?
· Is the method of gestational age assessment recorded?
· Is the reason for induction or cesarean known and recorded?
· Are the scheduling personnel aware of the ACOG indications for induction of labor and cesarean delivery?
· How are scheduling problems currently handled?
· Identify additional stakeholders and leaders who also need to be engaged due to their influence to drive change





Step 3. Plan Change Tactics 
· Develop revised scheduling processes and delivery guidelines based on ACOG criteria 
· Adopt or modify scheduling algorithm and forms (see this section)
· Basic information documented in forms:
· Gestational age and how it was determined
· Reason for scheduling
· Establish appeal process for deliveries <39 weeks when criteria are not in guidelines or are questionable
· Institute rules for physicians who fail to follow guidelines
· Appoint physician leader(s) to enforce scheduling process and approve exceptions
· Implement informed patient consent (see this section and Appendix A)	Comment by Connie Mitchell: Does this mean “implement process to obtain/document informed patient consent for the procedure”
· Institutionalize patient education about the importance of the last weeks of pregnancy (see “Patient Education” section)	Comment by Connie Mitchell: You use “integrate” below and that seems clearer to me.
· Obtain agreement from Obstetricians and key personnel on scheduling process and criteria
· Documentation of the medical indication for the delivery
· Standardize dating criteria, e.g., consider obtaining ultrasounds before 20 weeks on all patients
· Amend hospital policy and procedures to support elimination of elective deliveries <39 week (see this section and Appendix A)

Step 4. Implement 
· Convene department meetings to secure buy-in and to educate about new policies and procedures
· Conduct OB clinical provider and staff education
· See Powerpoint included in “Clinician Education” section
· Outline key points to be used by hospital and office staff when discussing criteria for <39-week delivery (see “Patient Education” section)
· Integrate Patient Education
· Distribute patient educational materials prior to admission, e.g., physician offices, prenatal classes, and tours (See “Patient Education” section for pamphlet)
· Encourage clinicians to discuss the risks of delivery prior to 39 weeks during prenatal visits
· Arrange ‘kick off’ meeting to launch the new philosophy, policies and procedures

Step 5. Track Progress
· Use data and audit tools to track the number of elective deliveries <39 weeks and other key measures (see “Data Collection and QI Measurement” section)
·  Report to staff and providers regularly; obtain input and suggestions about:
· Outcome and process data
· Issues, concerns, and recommendations from all clinicians and staff
· Make adjustments to the data plan, protocol, and forms as needed
· Perform on-going data collection to ensure the changes are acculturated	Comment by Connie Mitchell: Does this mean routinely followed for all cases?
· Repeat MAP-IT steps after implementing small tests of change



SAMPLE SCHEDULING ALGORITHM


SAMPLE POLICY AND PROCEDURE

	
POLICY INDEX:  
	
Page 1 of 2

	
POLICY TITLE:  Cesarean Section/Induction of Labor Scheduling Policy

	
DEPARTMENT AND USERS DISTRIBUTION:
Maternal Child Health, Labor and Delivery, Emergency Department, Operating Room



Original Date of Issue: ___________________________

	Reviewed
Date
	

	

	

	

	

	
	

	Revised
Date
	

	

	

	

	

	
	



PURPOSE
This purpose of this policy is to eliminate non-medically indicated deliveries prior to 39 weeks. 

POLICY STATEMENT
Non-medically indicated cesarean section or induction of labor prior to 39 completed weeks gestation will require approval of the OB/GYN Department Chair or designee. Note: Amniocentesis and documentation of fetal lung maturity is not an indication for delivery <39 weeks.

DEFINITIONS
Medical and obstetric indications for cesarean section or induction of labor that DO NOT require approval from the OB/GYN Department Chair or designee include:
     Obstetric and Medical Conditions (Need approval if <39 weeks)              Scheduled C/S (39 weeks)
(Indications for delivery <39 weeks are based on the severity of the clinical symptoms) 

Abruption
Previa
Preeclampsia
Gestational HTN
GDM
41+0 weeks
PROM
Fetal Demise (current)
Fetal Demise (prior)
Oligohydramnios
Polyhydramnios
IUGR
Non-reassuring fetal status
Isoimmunization
Fetal malformation
Twin with complication


Heart disease
Liver disease (e.g. cholestasis of preg.)
Chronic HTN
Diabetes (Type I or II)
Renal disease
Coag/Thrombophilia
Pulmonary disease
HIV infection

Other Indication: _____

_____________________
Perinatology consult obtained and agrees with plan: ________________       
                  (name)

Prior C/S 
Prior classical C/S 
Prior myomectomy (may be earlier with fetal lung maturity test)
Breech presentation
Other malpresentation
Patient choice
Other: _____________
Twin w/o complication 
(ok 38 wks)
Elective Induction 
        (39wks)	
Patient choice/social
Macrosomia
Distance
Other: _____________
MONITORING 
Data will be collected on using the hospital Data Collection Form. These data will be aggregated and shared with the clinicians on a regular basis.

PROCEDURES
1. Confirmation of Gestational Age (ACOG)
Gestational age needs to be confirmed. Below are the ACOG criteria for determining term (>39 weeks gestation):

	ACOG: Confirmation of 39 weeks Gestation(ACOG, 2009)

	· Fetal heart tones have been documented for 20 weeks by non-electronic fetoscope or for 30 weeks by Doppler.

	· It has been 36 weeks since a positive serum or urine HCG pregnancy test was performed by a reliable laboratory.

	· An ultrasound measurement of the crown-rump length, obtained at 6-12 weeks, supports a gestational age of at least 39 weeks.

	· An ultrasound obtained at 13-20 weeks confirms the gestational age of at least 39 weeks determined by clinical history and physical examination.














If the patient does not meet ACOG’s criteria for confirmation of gestational age, an amniocentesis to confirm fetal lung maturity after 39 weeks or allowing the patient to go into labor should be considered.

2. Scheduling

a) Provider or designee will contact the Labor and Delivery scheduler with the request to schedule the induction or cesarean section.  (This may be a phone call or the faxing of the scheduling form.)
b) The provider or designee will provide the Labor and Delivery scheduler with the woman’s name, indication for the procedure, and the gestational age at the time of the scheduled cesarean section or induction.  Note:  All components of the hospital scheduling form must be communicated prior to the procedure being scheduled.
c) If the gestational age is less than 39 weeks, the Labor & Delivery scheduler will compare the information provided to them to the predetermined list of medical and obstetric indications for cesarean sections and induction of labor prior to 39 weeks.  If the indication is on the list, then the procedure is defined as “medically indicated” and gets scheduled.	Comment by Connie Mitchell: Why italics?
d) If the indication provided does not appear on the approved list AND the gestational age is less than 39 weeks on the date the procedure is requested to be scheduled, the Labor and Delivery scheduler will inform the provider that these two criteria have not been met.  .  Note:  If the provider requestsinsists  that the non-medically indicated cesarean section or induction of labor be performed prior to 39 weeks then the Labor and Delivery scheduler will inform the provider that they (the Labor and Delivery scheduler) are not authorized to schedule the procedure without the provider must obtain writtendocumented permission from the OB/GYN Department Chair or designee in order to schedule the procedure..
e) Women who have medical indications for delivery have priority over women having elective cesarean sections and inductions of labor. These decisions are the discretion of the Labor & Delivery unit charge nurse in consultation with the designated physician leader.

3. Informed Consent
All patients with a cesarean section or induction of labor will sign an informed consent document after being informed of the risks and benefits of these procedures. Informed consent is a process that includes ongoing, shared information and developing choices for each individual patient. This should include a discussion between the woman and her care provider about the risks, benefits, complications and alternatives to the recommended course of treatment. Hospitals may choose to develop an informed consent form for induction of labor to be signed by the patient after their provider has had a discussion with the patient. See Appendix A for sample consent forms developed for use at other hospitals around the country.	Comment by Connie Mitchell: Informed consent doesn’t always require a patient signature.  This paragraph isn’t clear if the recommendation is a separate form or not.  Perhaps if recommending a separate form, you could state why a separate form is helpful (i.e., it emphasized the risk inherent in the elective procedure?)

REFERENCES
ACOG. (2009). American College of Obstetrics and Gynecology. Induction of labor. Practice Bulletin No. 107. Obstet Gynecol. 114(2), pp. 386-97.

TJC. Specifications Manual for Joint Commission National Quality Core Measures (20101a); Perinatal Care Core Measure Set. The Joint Commission. Available at: http://www.jointcommission.org/PerformanceMeasurement/PerformanceMeasurement/Perinatal+Care+Core+Measure+Set.html. Accessed November 21, 2009.

GUIDELINES FOR INFORMED CONSENT DISCUSSIONS

DEFINITION OF INFORMED CONSENT PROCESS
Informed consent is a process for promoting patient autonomy in medical care decision making that includes ongoing, shared information and developing choices for each individual patient. The informed consent process is should include a discussion between the patient and her care provider about the risks, benefits, complications and alternatives to the recommended course of treatment. Informed consent must be documented in the medical record and institutions Hospitals may choose to develop an informed consent form for induction of labor to be signed by the patient after their provider has had a discussion with the patient and before the procedure is performed. See Appendix A for sample consent forms developed for use at other hospitals around the country.

When selecting procedures, consideration of risks to benefits shifts based on the medical condition of each woman and infant. Thus, informed consent discussions need to be tailored to the specific medical condition of each woman and infant. General guidelines of important information to share with women and their partners during informed consent discussions are outlined below.  

What is Labor Induction?
Labor induction is labor that is started artificially with procedures such as striping of membranes and/or medications that chemically stimulate the uterine muscle to contract.

Risks of Labor Induction:  
Prior to performing an induction of labor women must be informed that their risks for complications are higher than if their labor was not induced and was allowed to begin on its own. These increased risks are even higher in women giving birth for the first time and can include:

Risks of stripping of membranes:	Comment by Connie Mitchell: If these are evidenced based risks, then they should be included in the prior discussion about impact of induction on mothers.  If these are not evidence based then why use them.
· Artificial rupture of membranes prior to the onset of labor
· Intrauterine infection

Risks of medications:
· Greater chance of needing a cesarean section, which is major abdominal surgery. The risk of a cesarean section increases based on the woman’s cervix, e.g., dilatation (how open), effacement (how soft), and fetal location and position.
· Longer labor and increased use of vacuum or forceps for delivery
· Unintended but common side effects of the medications including contractions that may be too frequent and too strong, which in turn may affect the amount of oxygen the baby will receive during labor. This is why careful monitoring of the baby’s heart rate is necessary during labor induction. 
· Less ability to move freely in labor if the hospital where you receive the medication does not offer fetal monitoring via telemetry. Reduction of freedom of movement may have a negative effect on labor progress and the amount of pain a woman experiences.

Risks of Inaccurate Dates:
Due dates are estimations of when the baby will be ready to be born.  While the use of early sonograms makes it possible to more accurately determine gestational age, these procedures are not infallible. Thus, the best outcome for healthy women and healthy infants is to wait until labor starts on its own.

Risks of Cesarean Sections or Surgical Birth:
· Deep vein thrombosis
· Infection
· Increased blood loss and anemia
· More pain
· Abdominal adhesions
· Increased risks for subsequent pregnancy or labor complications such as placenta previa and placenta accretaaccrete that place the mother at high risk for hemorrhage.
· Longer recovery period


BARRIERS AND STRATEGIES TO MITIGATE BARRIERS
[FURTHER EDITING IS PENDING]
Three major barriers including clinician, resource and context barriers are discussed; examples of strategies to mitigate these barriers are presented.

CLINICIAN BARRIERS: PHYSICIANS WHO ARE RESISTANT

The best approach is to sit down with the reluctant physician and understand why they are having a difficult time with this initiative. Generally, this reluctance falls into the following categories: 
· Perception of little or no harm to the baby or increased risk to the mother. In this situation providing literature evidence included in this toolkit is recommended. Also, providing data and feedback on outcomes at your hospital and his/her patients is also a very powerful tool.
· Increased inconvenience. The scheduling process may be different and have more requirements than what was previously done in your facility. It is important to publicize the scheduling process well in advance; train schedulers and nursing staff to facilitate its implementation, streamline the process and make it easy for physicians and their office staff to schedule patients.
· Physicians are resistant to change despite education. Policies and procedures enable (and empower) nurses and clerical staff to direct problematic physician to speak to the department chair, perinatologist, or medical director to discuss any elective deliveries that do not fit scheduling criteria. Avoid situations in which staff becomes solely responsible for approving or denying scheduling requests.

RESOURCE BARRIERS: TIME AND STAFF LIMITATIONS 

Facilities are constantly struggling with limited resources. Time and staff limitations can prevent thorough and accurate data collection and the development of new Policies and Procedures and forms needed to move the implementation process forward. Administrative buy-in is critical for any successful Quality Initiative as their oversight guides resource allocation to support this process.

CONTEXT BARRIERS: PATIENTS REQUEST ELECTIVE PROCEDURES 

The March of Dimes patient information brochure, “Why the Last Weeks of Pregnancy Count” can provide crucial education points to women requesting elective procedures. The informed consent can also deter an ill-informed request. 




















Data Collection and QI Measurement 

Measuring and reporting key data during the quality improvement implementation process informs leaders and teams about progress and guides strategies for change tactics and further implementation revisions. 35, 36 This section outlines process and outcome measures that are specific to eliminating elective deliveries <39 weeks gestation. In addition, national quality measures that tend to dictate data reporting to outside entities are highlighted.8 The following data collection and measurement section was designed to help support a hospital in meeting and tracking these national objectives.

Typically, facilities collect both process and outcome measures. Results in quality improvement are not immediately apparent when patient outcomes are used as a measure, since they are usually slower to change. Therefore, the first months of QI projects typically focus on process measures.

It is common mistake that leaders spend a great deal of time and energy in an attempt to collect too much data only to find that they have not collected data on the most critical elements. Thus, data collection should be tailored and limited to the minimum necessary to analyze the most important issues.

Baseline Data:  Before the project begins baseline data should be collected. These baseline data help assess the situation and identify areas for improvement. For example, clinicians may not know their volume of elective deliveries prior to 39 weeks. Baseline data collection could identify numbers of elective deliveries prior to 39 weeks and providers could be shown their results. However, it is often the case that after data collection, leaders are surprised to learn that the volume of deliveries prior to 39 weeks cannot be determined because providers are not required to record indications for inductions or cesarean sections. Similarly, clinicians may not record how gestational age is confirmed. Baseline data collection was a first step in all hospital QI projects that were reviewed above (See “Making the Case”). As a result of baseline data collection, analysis and follow-up, documentation improved in accuracy and completeness for indications of induction or cesarean section and gestational age.

Completion of the Data Collection Form: Almost all data fields on the sample QI Data Collection Form can be completed based on data collected using the Sample Scheduling Form.  Delivery outcomes data can usually be obtained from the Labor and Delivery logbook.


MEASUREMENT SPECIFICATIONS AND GUIDELINES

Develop a customized data collection plan identifying data to be collected, by whom and how often. Select measures that can be tracked over time. Calculate measures approximately every month based on the customized measurement specifications. Examples of measurement specifications are described below and are collected using the sample Data Collection Form (Page 40). Both recommended and optional process measures are suggested.

Collect at least 2-3 months of pre-implementation baseline data to measure progress after implementation. This can be done retrospectively by chart review or prospectively, as other parts of the project are being set-up established.

Develop trend charts to display and communicate results with team members on a regular basis.

The critical first steps of successful implementation efforts include refining the data collection process through trial and feedback.

RECOMMENDED PROCESS MEASURES
Measures 1 and 2 are among the first measurements performed in order to identify how well indications and gestational age are recorded.  Once the target of 100% is routinely reached then data collection on measures 1 and 2 is no longer needed.

Measurement 1: Percent of women with scheduled induction/cesarean section and gestational age confirmed by sonogram

Purpose: Identify how well the clinicians at our hospital are documenting and collecting data on the number of women who have the most accurate measurement of gestational age.
Numerator: Number of women with scheduled induction/cesarean section with “Gestational Age Confirmed by sonogram” checked in Data Collection Form
Denominator: Total number of women with scheduled induction/cesarean section

Target: 100% of women with scheduled induction/cesarean section will have gestational age confirmed by sonogram recorded on the Data Collection Form

Measurement 2: Percent of women with scheduled induction/cesarean section and a medical or obstetric indication charted

Purpose: Identify how well the clinicians at our hospital are documenting indications for scheduled deliveries. 
Numerator: Number of women with scheduled induction/cesarean section and a medical or obstetric indication recorded on the Data Collection Form (in either “Indication” column)

Denominator: Total number of women with scheduled induction/cesarean section

Target: 100% of women with scheduled induction/cesarean section will have a medical or obstetric indication recorded on the Data Log Form

Measures 3 and 4 are done to analyze the specific issue: how many inductions in this time period (37weeks 0 days to 38 weeks 6 days) are non-medically indicated (elective); how many cesarean births are non-medically indicated (elective).


Measurement 3: Percent of inductions between 37 weeks 0 days and 38 weeks 6 days that were ELECTIVE.

Numerator: Number of women with singleton births and an indication in the “Elective” column on the Data Collection Form

Denominator: Total number of women with singleton births and a scheduled induction between 37 weeks 0 days and 38 weeks 6 days

Target: 0% of women with singleton births will have scheduled ELECTIVE delivery between the gestational period of 37 weeks 0 days and 38 weeks 6 days

Measurement 4: Percent of scheduled cesarean sections between 37 weeks 0 days and 38 weeks 6 days that were ELECTIVE.

Numerator: Number of women with singleton births and an indication in the “Elective” column on the Data Collection Form

Denominator: Total number of women with singleton births and a scheduled cesarean section between 37 weeks 0 days and 38 weeks 6 days

Target: 0% of women with singleton births will have scheduled ELECTIVE cesarean section between 37 weeks 0 days and 38 weeks 6 days

Measure 5 summarizes the whole project: how many inductions or cesarean births in this time period (37 weeks 0 days to 38 weeks 6 days) are non-medically indicated (elective)?

Measure 5: Percent of inductions AND scheduled cesarean sections between 37 weeks 0 days and 38 weeks 6 days that were ELECTIVE. (Measures 3 and 4 combined)

Numerator: Number of women with singleton births and an indication in the “Elective” column on the Data Collection Form (Add numerators from Measures 3 and 4)

Denominator: Total number of women with singleton births and a scheduled induction or cesarean section between 37 weeks 0 days and 38 weeks 6 days (Add denominators from Measures 3 & 4)

Target: 0% of women with singleton births will have scheduled ELECTIVE induction or cesarean section between 37 weeks 0 days and 38 weeks 6 days.

Measure 6 (Optional) changes the denominator and asks of ALL low-risk women (without a condition) in this time period (37 weeks 0 days to 38 weeks 6 days) how many have inductions or cesarean births that are elective? (Essentially identical to the Joint Commission Measure).

Measure 6:  Percent of low-risk women between 37 weeks 0 days and 38 weeks 6 days with either a scheduled induction or cesarean that was ELECTIVE (non-medically indicated). 

Numerator: Number of low risk women (singleton births between 37 weeks 0 days and 38 weeks 6 days) and scheduled induction or cesarean section with an indication in the “Elective” column on the Data Collection Form; excludes active labor or premature rupture of membranes (same numerator as Measure 5)

Denominator: Total number of low-risk women (singleton deliveries between 37 weeks 0 days and 38 weeks 6 days) without a known indication. Note: this is the Joint Commission measure and applies to all deliveries not just those with inductions or cesarean births.

Target: 0% of low-risk women with scheduled ELECTIVE induction or cesarean section prior to 39.0 weeks.


OPTIONAL OUTCOME MEASURES
Measure 7 tracks an important outcome for the project—reduction of infants being admitted to the NICU. An alternative or additional measure that more accurately tracks outcomes and costs is the measurement of Neonatal Intensive Care Unit (NICU) Length of Stay (LOS) for newborns born between 37 weeks 0 days and 38 weeks and 6 days. However, the NICU-LOS measure is more difficult to collect.

Measure 7:  Number of infants admitted to the Neonatal Intensive Care Unit (NICU) or transferred to another hospital for care after a scheduled elective induction/ cesarean section between 37 weeks 0 days and 38 weeks 6 days? 

Numerator: Number of infants from women with singleton births admitted to the NICU (or transferred)

Denominator: Total number of women with singleton births and a scheduled induction or cesarean section between 37 weeks 0 days and 38 weeks 6 days (same denominator as Measure 5 above)

Target: 0% of babies admitted to the NICU.



SELECTING QUALITY MEASURES
This table provides definitions of process, outcome and national quality measures.  Examples of these types of measures and types of collection tools are also detailed below.  After this table is a sample Data Collection Form and Data Collection Measurement Specifications

TYPES OF QUALITY MEASURES
Table 9 provides definitions of process, outcome and national quality measures. Examples of these types of measures and types of collection tools are also detailed below. Table 10 is a sample Data Collection Form and Data Collection Measurement Specifications. 


	Table 9: Types of Quality Measures

	Measure Type Definitions
	Measure Examples 
	Collection Tools

	Process Measures: 
· Are key steps in the workflow.  These key steps collectively impact outcomes.  

· Are critical elements of all effective QI implementation plans since they provide more immediate feedback on the progress that is being made toward long-term goals. 

· Rarely provide information about patient outcomes.  

· That are the most critical to success are not always easy to identify.
	· Is the indication for the induction charted? 
· Does the charted indication meet the scheduling criteria?
· Is gestational age charted? 
· Is it >=39 weeks? 
·  How many mothers had elective deliveries prior to 39 weeks?  
· What proportion of 37-39 week births had an elective induction or cesarean section?
	It is important to structure the scheduling form in a manner that makes these data points easy to identify. 

Then collection of these measures can be easily accomplished using a simple data form (see enclosed). 

Process flow charts help a team outline all of the processes that affect outcomes.


	Outcome Measures: 
· Identify consequences for the patient either good or bad (unintended consequences are equally important).  

· Are the ultimate measure of the success of all QI projects.  However, true adverse outcomes are often rare or difficult to collect so time intervals between rare events are another way to measure outcomes.  

· Often require a separate data collection approach than what is used for collecting process measures
	· Number of elective <39 week births that were admitted to the NICU.  
· Frequency of RDS or other neonatal morbidity.
· An example of unintended consequences would be - an increase in the frequency of stillbirths
	Requires some data choices and requires a very large sample size, thus, are typically done in large multi-center trials that provide data for use by smaller centers.  Most centers will want to identify one or two outcome measures “to keep everyone focused on the goal.”  For example, Intermountain Health Care also collected data on stillbirths. 

	National Quality Measures: 
· Serve as benchmarks and may be required for outside regulatory agencies like the Joint Commission

· May or may not be directly part of the QI data process 
	· The Joint Commission and the LeapFrog Group both have quality measures for elective deliveries < 39 weeks


	These organizations provide detailed data collection specifications.





OVERVIEW OF NATIONAL QUALITY MEASURES

THE JOINT COMMISION
National Quality Core Measures: Perinatal Care Measure Set--
PC-01 Elective Delivery  (April 2010 specifications)
http://manual.jointcommission.org/releases/archive/TJC2010A1/MIF0166.html

Description:  Of all 37-39 week singleton births without a medical or obstetric medical condition, how many mothers are having electively scheduled deliveries (induction or CS)?

Type of measure: Process

Numerator: number of women (delivering singleton newborns between >=37 and <39 weeks of gestation without a medical/obstetric indication (see table 10), and not in active labor or with spontaneous rupture of membranes) with a cesarean section or an induction of labor

Denominator: total number of women delivering singleton newborns between >=37 and <39 weeks of gestation without a medical/obstetric indication (see table 10), and not in active labor or with spontaneous rupture of membranes

Sampling: Yes, per protocol (entire population is also accepted)

Comment: This measure is likely to be the most widely accepted national measure definition but requires data collection based on chart review. Data collection can be facilitated with well-designed logbooks as described above. Note: the Joint Commission is newly developed so additional tweaking is most likely to occur over the next few years. For example, it is likely that new exclusions may be added after hospital leaders have more experience with data collection.


THE LEAPFROG GROUP
Normal Deliveries-1: Elective Delivery Prior to 39 Completed Weeks Gestation  (April 2009 specifications)

Description:  Of all births over 37 weeks without a medical or obstetric condition, how many women with singleton births at 37-39 weeks are having electively scheduled deliveries (induction or CS)?

Type of measure: Process

Numerator: number of women with singleton births (at or after 37 completed weeks gestation during the reporting period with Excluded Populations; medical or obstetric conditions--see table 10) with a cesarean section or an induction of labor and were less than 39 weeks of gestation.

Denominator: total number of women that delivered singletons at or after 37 completed weeks gestation during the reporting period with Excluded Populations (medical or obstetric conditions-- see table 10) 

Sampling: No

Comment: We suspect that the Leapfrog measure specifications may be superseded by those outlined by the Joint Commission measure (see above).

	Table 10 Comparison of National Specifications for Medical Conditions that May Justify a Scheduled Delivery Prior to 39 weeks Gestation

	ACOG: 
“Examples of Conditions That May be Indications for Induction of Labor”)
	NQF and LeapFrog:
“Specifications for Early Medically-Indicated Delivery”
(with ICD9 codes)
	The Joint Commission:“Conditions Justifying Delivery <39 weeks”
(PC-01 version 04/10)
(with ICD9 codes)

	Abruption
	Placental abruption, placenta previa, unspecified antenatal hemorrhage (641.x)
	<same>

	Chorioamnionitis
	No ICD9 included
	No ICD9 included

	Fetal Demise
	Fetal demise (656.41, V27.1)
	<same> plus Pregnancy with hx of stillbirth (V23.5)

	Gestational Hypertension, Preeclampsia, Eclampsia, Chronic hypertension
	Any hypertensive disorder (642.x)
	<same>

	Premature Rupture of Membranes
	Ruptured membranes (658.11)
	<same> plus Delayed delivery after rupture of membranes (658.21

	Post-term pregnancy
	Post-dates (645.x)
	<same>

	Diabetes mellitus 
	Preexisting Diabetes Mellitus (648.0), and Gestational Diabetes (648.8)
	<same>

	Renal disease
	Renal diseases (646.2)
	<same>

	Chronic pulmonary disease 
	No ICD9 included
	No ICD9 included

	Antiphospholipid syndrome
	Maternal Coagulation defects in pregnancy, (649.31)
	<same>

	Other maternal diseases
	Liver diseases (646.71), Congenital cardiovascular disorders (648.5),
Other cardiovascular diseases (648.6)
	<same> 

	Not included
	Not included
	Asymptomatic HIV infection (V08), HIV disease (042)

	Fetal compromise
	Not included
	Fetal distress (656.31), Abnormal fetal heart rate (659.71)

	Severe fetal growth restriction
	IUGR (656.51)
	<same>

	Isoimmunization
	Isoimmunization related to Rh (656.11) or related to other types (656.21)
	<same> plus Fetal-maternal hemorrhage (656.01)

	Oligohydramnios
	Oligohydramnios (658.01)
	<same>

	Not included
	Polyhydramnios (658.11)
	<same>

	Not included
	Multiple gestations (651.x)
	<same>

	Not included
	Malpresentations (breech, face, brow, transverse, unstable lie or high head at term (652.x)
	Not included, except for Unstable lie (652.01)

	Not included
	Not included
	Fetal CNS malformation or chromosomal abnormality, Suspected damage to the fetus from viral or other diseases in the mother, drugs, or radiation (655.01, 655.11, 655.31, 655.41, 655.51, 655.61)












Clinician Education

Effective QI Implementation begins with educating clinical providers and support staff about changes that are necessary for improving care.37 This section provides resources to educate clinical staff about the consequences and dangers of elective deliveries <39 weeks including a professional education Powerpoint and Clinician Frequently Asked Questions (FAQ’s). 




[PowerPoint Presentation TBD]
CLINICIAN FREQUENTLY ASKED QUESTIONS (FAQS)	Comment by Connie Mitchell: Please send when available.

Q 1:   Will delaying Elective Deliveries to 39 weeks increase the rate of other complications (e.g., stillbirth, macrosomia or preeclampsia)? (This is a question about possible unanticipated harms.)
A1.     No.
Several recent intervention trials address these concerns. Delaying elective induction until 39 weeks was associated with the following benefits:
· Decreased stillbirth rate byof >50% with greatest improvement in the 37-38 week groups
· Decreased rates of postpartum anemia; meconium aspiration; Apgar scores less than 5 at 1 minute; and cesarean deliveries due to fetal distress
· No change in rates of chorioamnionitis, endometritis, macrosomia, meconium aspiration syndrome, neonatal ventilator use, respiratory distress syndrome, or neonatal sepsis
· Oshiro et al. note a slight increase in the rate of preeclampsia; however, Fisch et al. report that preeclampsia rates were unchanged when the number of early inductions decreased. 23, 31

Q 2:    Does early induction prior to 39 weeks benefit neonates in women with a history of large babies or “impending” or “suspected”   macrosomia? 
A 2:    No.
		Macrosomia—particularly “impending macrosomia”—is controversial as an indication for induction. According to the ACOG “Technical Bulletin on Macrosomia,” retrospective studies did not show a reduction in shoulder dystocia in infants born to patients who were induced, but there was a doubling of the cesarean delivery rate.  In a prospective trial, the incidence of shoulder dystocia in infants was identical between those women who were induced and those who were allowed to spontaneously labor without a change in the cesarean section rate.38 Macrosomia rates remained stable after inductions prior to 39 weeks were eliminated.[OSHIRO ET AL.] Macrosomia is not an acceptable medical “indication” for induction.

Q 3.    Is it beneficial to induce diabetic womenmoms prior to 39 weeks?
A 3.    Generally, no.
Women with Gestational Diabetes and good control on diet are not at increased risk for perinatal complications prior to 41 weeks compared to the general population. Therefore delivery is generally considered elective prior to 41 weeks.

Women with Diabetes and good control on medications (e.g., insulin or oral agents) who are clinically stable may be offered delivery after 39 weeks but prior to their due date. Amniocentesis for lung maturity is recommended prior to 39 weeks.

Q 4:   Do women with an indication for induction, such as well controlled chronic hypertension, benefit from delivery prior to 39 weeks? 
A 4.   Generally, no.
Most women with stable conditions do not need to be induced prior to 39 weeks. If their clinical picture changes, induction prior to 39 weeks should be considered.

Q 5:   Why do elective cesarean sections have more neonatal complications than elective inductions?
A 5:    Physiologic changes occur during the last few weeks of pregnancy to prepare the fetal lungs for birth. Active labor and vaginal birth further stimulate lung maturation and clearance of fluid from the neonate’s lungs. Delivery prior to 39 weeks worsens this transition considerably. A recent study by Tita et al. showed increased neonatal morbidity and mortality with declining gestational age. Overall, 10% of all infants experienced complications when born electively before 39 weeks.	Comment by Connie Mitchell: Seems like you could mention one or two to support this statement.

Q 6:   How should one proceed with elective delivery if there is a dating discrepancy? How can dating discrepancies between last menstrual period (LMP) and ultrasound (US) be resolved?
A 6:    Dating discrepancies usually do not matter with spontaneous labor. However, with elective delivery at 39 weeks, the more conservative gestational dating parameter should be used. When performed in a skilled unit, the margin for error for a second trimester ultrasound is ten or fewer days. Beyond that, pregnancies are generally re-dated by the scan. Clinical correlation can help determine the best dating.  When this occurs and we review dating with a patient, it is common for patient to state they are unsure of their menstrual dating. When patients are unsure of menstrual dating, ultrasound dating is the best parameter. On a population basis, genetic screening tools use ultrasound dating because it is more accurate than patient recollection.

Q 7:   Why do the ACOG guidelines recommend that gestational age be determined by amniocentesis when elective delivery is planned and when gestational age is questionable, even when gestational age appears to be >39 weeks?
A 7:    ACOG’s recommendations aim to protect patients and physicians. Therefore, amniocentesis should be performed to confirm fetal maturity in patients undergoing any elective delivery if they are not term based on ACOG defined dating criteria. For instance, a patient presenting for care at 32 weeks (dated by late sonogram) is subject to ultrasound standard error of ±3 weeks. Based on that error range, the patient would not meet ACOG criteria for elective delivery at term even if the single scan indicated a gestational age of 39+2 weeks.

Q 8:    Are there disadvantages to determining lung maturity by amniocentesis when elective birth is planned prior to 39 weeks?
A 8:    Yes.
		Lung maturity is only one aspect of newborn health. Feeding, temperature control and jaundice are other issues independent of lung maturity that impact early term infants. Current ACOG guidelines state, “A mature fetal lung study on amniotic fluid is not an indication for an elective delivery prior to 39 weeks.” A recent study compared neonatal outcomes for elective repeat cesarean births performed at 37-38+6 versus 39+ weeks in women with confirmed mature amniotic fluid analysis. The related risks of neonatal issues were nearly 2-6 times greater in younger age groups.
Q 9:    Is there a difference between augmentation and induction?
A 9:    Yes. 
		Augmentation is defined as administration of oxytocin in a woman who is already contracting in an effort to hasten active labor. This is a gray area because we do not clearly define when labor begins. 

Induction is defined by ACOG as attempting “to achieve a vaginal delivery by stimulating uterine contractions before the onset of spontaneous labor.”  Induction also encompasses cervical ripening.

		Patients with irregular contractions without cervical change are not considered to be in labor. Therefore the use of oxytocin in this setting would be an induction, not augmentation. 

Q 10:  Should informed consent be obtained for any elective inductions before 39 weeks? What if there is a Medical Indication?
A 10:  Yes.
		This is an evolving area.  Many facilities have implemented consent forms. The 2009 ACOG Practice Bulletin on induction of labor supports obtaining informed consent from women who are induced. 
		
		While many health care providers do not view induction as a significant intervention, induction or failed induction that result in cesarean section are associated with significant perinatal harm and associated risks for legal claims. 

		Whether or not a separate informed consent form is used, informed consent for the procedure should be is obtained from the patient and the medical record should reflect , it is important to that the procedure was  complete documented discussedions with the patient including s about all risks, benefits and alternatives to induction. This documented discussion should occur whether the induction was elective or medically indicated. A standardized form for informed consent can assist providers with documentation while educating both medical staff and patients about associated perinatal risks.

Q 11:  In a multi-provider system, how do you ensure compliance with documentation, particularly among physicians? 
A 11:  Review the documentation; chart reviews and check lists will identify areas for improvement. The easier it is to document, the better compliance will be. As with an operating room ‘time out’, it may be necessary to deny patient admissions if documentation items are absent (e.g., informed consent).

Q 12:  How do hospitals handle situations in which the doctor wants to induce prior to 39 weeks and provides an indication that cannot be confirmed in the chart, such as ‘Pregnancy Induced Hypertension’ (PIH) with normal blood pressure (BPs) or ‘ruptured membranes’ with no evidence of leaking or ferning? 
A 12:	These types of scenarios can be a challenge and can impact quality of patient care. Hospital and OB Department leaders must guide the development of appropriate definitions of preeclampsia, for example, to avoid misuse of clinical terms. Quality improvement implementation based on evidence-based decisions at the leadership level leads to higher quality standardized care that is consistent among OB providers.

		When justifiable disagreements occur, the nurses or other staff should not be expected to question a provider; policies for documentation and approval processes should be designed to assess any persistent concerns around inductions.	Comment by Connie Mitchell: Shouldn’t the exceptions by the OB director be tracked and monitored to see if there is discrepancy from the standards  of care?


Q 13: Are there incentives to improve provider documentation? 
A 13: Yes.
		One of the benefits of well-designed standardized documentation and check lists is that they save time for the OB Physician. From an incentive standpoint, adequate documentation allows the most efficient care of their patient (i.e., care does not start until the documentation is complete). From a disincentive standpoint, failure to comply with documentation standards may invoke time-consuming re-credentialing reviews.

Q 14: Elective inductions are an expectation of many physicians and patients.  How do we utilize the tools and literature provided to build a safe, effective elective induction program?
A 14:  Medically indicated eElective inductions have a place in obstetric care. Each hospital needs to outline an evidence-based approach to safely offer this medical option. Patient education is critical to changing the culture around scheduling early inductions or cesarean sections.

Q 15: Are there any staffing level implications based on the study results? 
A15:	No specific studies have examined impact of staffing level with the elimination of elective deliveries before 39 weeks. But multiple studies have demonstrated that reducing elective inductions in patients with unfavorable Bishop scores have decreased the patients’ time on labor and delivery by 4 to 6 hours 

		Failed inductions that result in cesarean sections increase postpartum length of stay; one reason Intermountain Health began their induction project was to specifically reduce inductions and length of stay in L&D and postpartum.

Q 16: Can we expect doctors to move their patients to other local hospitals with less restrictive induction/cesarean policies? 
A 16:  Perhaps.
	We have found it helpful to stress patient safety as the key issue and to inform doctors that tracking deliveries prior to 39 weeks is a becoming a common quality measure among nearly all national organizations, including ACOG. Deliveries prior to 39 weeks will be a publicly released OB quality measure for all California birthing units as part of the CHART or Leapfrog programs? . As a result, all hospitals will be implementing this change in the near future.


ADDITIONAL RESOURCE WEBSITE LINKS ARE HIGHLIGHTED IN THE APPENDICES.








Patient Education

Deliveries are scheduled for non-medical reasons prior to 39 weeks gestation more frequently.12, 39 Women request earlier deliveries without knowing the negative clinical implications. A survey of insured women who recently gave birth (Goldenberg 2009) found that 25.2% of women defined full-term as 39-40 weeks; however, 92.4% of women reported that giving birth before 39 weeks was safe. This section outlines available resources, key patient talking points, common patient questions and websites to reference while educating women about the importance of thirty-nine or more weeks gestation.


KEY PATIENT EDUCATION MESSAGES
Many women are unaware that critical fetal brain growth and development occurs during the last weeks of pregnancy: 
· A baby’s brain at 35 weeks weighs 2/3 what it will weigh at 39-40 weeks
· Volume of the brain’s white matter increases 5-fold during weeks 35-41
· White matter is important for appropriate functioning of existing neurons.
· Lower brain functions mature first; the cerebral cortex is last to develop
· Cerebral cortex volume at 34 weeks is 53% of volume at39-40 weeks
· Cerebral cortex controls higher order functions such as cognition, perception, reason and motor control
· A baby’s brain organizes during late preterm period including critical development of synapses, axon growth, dendrites and neurotransmitters
· Evidence of late preterm brain immaturity is seen in problems with periodic breathing, apnea, decreased HR variability, REM sleep and feeding difficulties.
PATIENT EDUCATION RESOURCE MATERIALS



March of Dimes Bilingual brochure “Why the Last Weeks of Pregnancy Count”
This brochure explains the importance of avoiding scheduled induction or cesarean section for non-medical reasons before 39 weeks of pregnancy. It describes baby’s growth and development in the last few weeks of pregnancy and includes questions a woman can ask her provider about scheduled deliveries.  The brochure is recommended for use with the Late-preterm Brain Development Card. Content includes 11 pages in each language (English & Spanish).
· Brochure available from the March of Dimes Fulfillment Center: 1-800-367-6630
Item # 09-2428-09:http://www.marchofdimes.com/pnhec/240_48590.asp

March of Dimes Late Preterm Brain Development Card
This card is for health care providers (e.g., physicians, midwives, nurses, physician assistants) to use during discussions patients who are considering elective induction or cesarean section before 39 weeks for convenience. The card should not be simply passed out to pregnant women.

The card shows graphic representations of fetal brain growth and maturation in the last months of pregnancy. Bullet points summarize the increased risks for late preterm compared with term infants. The card clearly states that its purpose is strictly informational and not intended to be used as medical advice. It is particularly useful for educating women with limited knowledge about pregnancy and fetal development, especially first time and adolescent moms.
· Late Preterm Brain Development Card is available from the March of Dimes Fulfillment Center: 1-800-367-6630
Item # 37-2229-09: http://www.marchofdimes.com/pnhec/240_48590.asp
 



OTHER PATIENT EDUCATION RESOURCES
· Healthy Babies are Worth the Wait Toolkit for Community Partners is designed for use by clinical and public health providers and other community healthcare entities interested in taking action to prevent preterm birth by educating pregnant women and the general public.  Additional materials to help ensure that moms-to-be have the care and information they need to maintain healthy, full-term pregnancies, in order to give their babies the best possible start in life can also be found on the prematurity prevention website. 
http://www.prematurityprevention.org/professionals.html 

· The National Agency for Healthcare Research and Quality prints a patient education pamphlet outlining patient information on elective inductions:
http://www.effectivehealthcare.ahrq.gov/index.cfm/search-for-guides-reviews-and-reports/?pageaction=displayproduct&productid=353

· Intermountain Healthcare information on elective inductions
http://intermountainhealthcare.org/services/womennewborn/pregnancy/labordelivery/Pages/ElectiveInduction.aspx  
PATIENT EDUCATION TALKING POINTS
Labor is an important process for a baby’s health

It is Best to Stay Pregnant Until at Least 39 Weeks.
If your pregnancy is healthy and you are considering scheduling your baby’s birth, it is best to stay pregnant for at least 39 weeks. Babies born too early may have more health problems at birth and later in life than babies born full term. Being pregnant at least 39 weeks gives your baby’s brain and body all the time it needs to grow.
Why do Babies Need Time (at least 39 weeks)?
· Important organ growth—including the brain, lungs and liver—occurs during the last weeks of pregnancy;
· Babies will be less likely to have vision and hearing problems after birth;
· Babies will gain more weight in the womb; babies born at healthy weights can stay warmer than babies who are born too small;
· Babies can suck and swallow well and can stay awake long enough to eat; babies born early often cannot
Why can Scheduling an Early Birth Be a Problem?
Experts are learning that scheduling an early birth for non-medical reasons can cause problems for mom and baby. For example:
· Your due date may not be exactly right. Sometimes it’s hard to know just when you got pregnant. If you schedule to induce labor and have a cesarean section birth and your date is off by a week or two, your baby may be born too early. 
· Inducing labor may not work. If your labor is induced, the medicine your doctor or midwife (Certified Nurse Midwife or CNM) gives you may not start your labor. When this happens, you may need to have a cesarean section. 
· A cesarean section can cause problems for your baby. Babies born by cesarean section may have more breathing and other medical problems than babies born by vaginal birth. (Most babies are born by vaginal birth. The mother’s uterus contracts to help push the baby out through the vagina, also called the birth canal.) 
· Cesarean sections can cause problems during future pregnancies. Once you have a cesarean section, you may be more likely to have a cesarean section during future pregnancies. The more cesarean sections you have, the more problems you and your baby may have, including problems with the placenta.  
· A cesarean section is major surgery for mom. It takes longer for you to recover from a cesarean section than from a vaginal birth. You can expect to spend 2 to 4 days in the hospital after a cesarean section but you will need 4 to 6 weeks to fully recover after you go home. You may experience complications from the surgery, such as infections or bleeding. It is important to stay in touch with your health care provider even after you go home.

It’s hard to plan for anything when it comes to children	Comment by Connie Mitchell: I added something here because I think that “attitude” about waiting for labor is important.  
· The reality is that from now on, you can anticipate changes in your child’s life or development but you can rarely plan on them.
· Labor and delivery is just like walking and crawling.  We know an approximate time table but not an exact one. So you can anticipate that labor will occur spontaneously sometime around 40 weeks but you can’t plan on it.
· The people in your life who will support you and your baby should also know that flexibility is critical.
· Perhaps the waiting period is an important time for you to rest so you’re ready for labor.




COMMON PATIENT QUESTIONS

What questions should I ask when my doctor/certified nurse midwife…
· Suggests delivery before 39 weeks?
· Is there a problem; what is the problem? 
· Can I wait until 39 weeks? If not, then why not?
· Suggests induction?
· Why do you need to induce my labor?
· How will my labor be induced? And what are the risks?
· Will this increase my risk of a cesarean section? 
· Discusses cesarean section?
· Why do you need to deliver my baby by cesarean section?
· What are the risks compared to a vaginal delivery?

OTHER QUESTIONS
How is my due date determined?
	Your care provider probably gave you an estimated due date for your baby. This is the date that your baby is expected to be full-term (40 weeks) and ready to be born. Remember that due dates are estimates. Your body may go into labor on its own earlier or later than that date. Your due date is based on several factors: 
· Information about your last menstrual period 
· Results from various lab tests 
· The size of your baby based on ultrasound results

What happens if my labor starts before 39 weeks?
	When labor starts naturally (on its own) it is called “spontaneous.” If spontaneous labor starts prior to 37 weeks gestation, doctors will usually try to continue the pregnancy since 37 weeks is considered “pre-term” and the baby benefits from more time. However, if spontaneous labor starts after 37 weeks gestation, it is allowed to continue because your body and baby are ready.  

When is it okay to have a scheduled delivery?
	Your care provider uses guidelines from national experts to make a safe decision about whether or not a scheduled delivery is right for you and your baby. If you don’t meet these guidelines, your provider may recommend waiting for spontaneous labor to help time your delivery. 

Deliveries are scheduled when the health of the mother, the baby, or both are at risk; these scheduled deliveries have a “medical indication” or reason. Some medical reasons might be that the mother has high blood pressure or the baby is experiencing some problems. Healthcare providers must weigh the risks and benefits of early scheduled delivery and make sure that the safety of the mother and baby are the priority.


What is “near term delivery”? Can early delivery—when it is so close to my due date—really hurt my baby? 
“Near term” is gestation between 36 and 38 weeks. Babies born during this time are usually healthy, but are at higher risk for medical problems compared to babies who are “full term”, which is 39-40 weeks gestation.

Because a baby’s lungs and brain are still growing in late pregnancy, delivery between 36 and 38 weeks gestation puts the baby at higher risk for each of the following: 
· Admission to intensive care. Babies born between 36-38 weeks are at 2 to 3 times higher risk for being admitted to intensive care than babies born at 39 weeks. Admission to intensive care means your baby will be in the hospital for a longer period of time and may have problems with breastfeeding or bonding with you.
· Trouble with breathing. Babies born between 36-38 weeks sometimes need help breathing and must be connected to a machine called a ventilator because their lungs are not fully developed.
· Trouble staying warm. Babies born between 36-38 weeks often need to spend time in a warming area (incubator) to keep his/her body safely warm. 

What does “the cervix is not ready” mean?
	The cervix is the circular muscle at the base of the uterus. During vaginal birth, the baby moves through the cervix and then through the vagina or “birth canal.” When spontaneous labor occurs, the cervix softens and opens or “dilates”. Your care provider can tell whether the cervix is dilated enough for the baby to be born. If the cervix is not “ready”, it means that it is not dilating and it is best to wait.

What happens if my water breaks before 39 weeks but labor is not starting?
	If your water breaks and you are more than 34 weeks, this is usually a good reason for delivering you. Waiting may not help the baby and may increase the risk of infection or other problems.

Why do babies born by elective cesarean sections before 39 weeks have more complications than babies born by elective inductions before 39 weeks?
	During the last weeks of pregnancy, babies lungs mature and prepare the baby for breathing oxygen. During labor and vaginal birth, the process of preparing the lungs for breathing continues. . When a baby is born by elective cesarean section, there is little or no labor. Cesarean section also lacks the physical compression or squeezing process of a vaginal birth, which helps clear the baby’s lungs of fluid so that they can breathe oxygen. Babies born by cesarean section are at a higher risk for breathing problems after birth than babies born by vaginal birth.

WHAT OTHER QUESTIONS WOULD YOU EXPECT?
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Appendix B - Hospital Case Studies  








HOSPITAL CASE STUDIES

TALLAHASSEE MEMORIAL HOSPITAL
Tallahassee Memorial Hospital had 4301 deliveries in 2008. This number has been increasing since 2005. In 2006 the neonatologist voiced a concern about the increased incidence of infants at 36-38 week gestation, being admitted to the NICU. This was coupled with increased inductions and failed inductions with a resulting increased rate of cesarean sections, noted by the Women and Children’s Services administrator. These issues were brought to the quality improvement department. These issues coupled with interest from two OB champions resulted in the development of an OB quality improvement team. These team members became involved in quality improvement efforts in their community. This IHI group consisted of 40-50 facilities. The original goal was to decrease inappropriate inductions through the use of an induction / augmentation bundle criteria. This team also communicated information to OBs and CNMs within their facility.  During this process they developed policies and procedures, and forms to further their agenda.  This process made it easier to make small changes and evaluate changes monthly. 

Their key steps were:
1. Identify a problem
2. Team development
3. Link with community facilities and resources
4. Develop measurable goals
5. Their philosophy of “small test of change,” originated from previous changes. They spread changes out over several months.
6. Met with physician groups and offices per policy change
7. Ongoing communication with MDs
8. Team meetings were short. 30 minutes 2 times per month for 2 years.

Resistance were from MDs and CNM
Required support from champions
· OB chair
· Reminder letters
· Review of data

Lessons learned:
· Physician champions
· Keep team meetings short and to the point
· Communication- posters, bulletin boards, newsletters, meetings
· Ownership of data by CNS and staff
· Community change

Actions:
· Consent implemented
· Preprinted OB admit order set 
· Mandatory RN competencies
· Reminder letters when out of compliance
Communication and education is never ending. These consist of posters, newsletters, bulletin boards and meetings. 

The OB department chair also sends out letters to when noncompliance is noted. These serve as another means of ongoing education.

Their policy clearly states that deliveries before 39 weeks gestational age are discouraged and require the OB/GYN chair.  This is important since the procedure for approval is clear and nursing or scheduling staff are not placed in the middle. The induction policy requires a consent, which is also used to educate clients to the risk of inductions with a specific reference to inductions prior to 39 weeks.


POMONA VALLEY HOSPITAL MEDICAL CENTER AND COUNTY OF SAN BERNARDINO DEPARTMENT OF PUBLIC HEALTH MATERNAL, CHILD AND ADOLESCENT HEALTH 
Pomona Valley Hospital is one facility that participated in the San Bernardino Department of Public Health Maternal, Child and Adolescent Health collaborative. This group was funded through the March of Dimes to improve perinatal care and outcomes in the central region of California. 

Pomona Valley Hospital is a 435 bed non-profit, teaching hospital. This facility has an OB in house, neonatologist, and maternal fetal medicine specialist 24/7. They have 45 labor and delivery beds, 45 high risk postpartum and 10 triage beds. This facility delivered 8,063 in 2007 and it has steadily decreased to 6,532 in 2008.  This is consistent with the other facilities in the region. Their clients are 76% medical and 13% of their neonates were admitted to the NICU.  Starting with oxytocin being placed on the high-risk medication list, the 2007 ACOG article, AWHONN presentation on oxytocin by Clark, increasing NICU admission rate, longer stays in Labor and delivery with deliveries before 39 weeks and the 2008 NQF establishing the 17 perinatal measures including elective deliveries prior to 39 weeks gestation this facility recognized a need to address this issue.

They then developed a multidisciplinary OB quality improvement team. This initially only consisted of physicians. Later this group expanded to include Nurse champions (Director, CNS, educator and front line managers and staff). Their process consisted of an “Evidenced Based Practice Model”. They reviewed the literature and standards. This team developed and implemented new guidelines to reduce elective deliveries.  They specifically focused on the applicability of written consent, safety, liability, staff time, and nurse/physician conflicts. 

The quality improvement team developed policy, procedures and forms.  Education of staff consisted of presentations, (including in-services) and self study (for nursing) with reinforcement by the CNS and OB champions. They also had flyers, memos, and clarification letters.  As this progressed they saw a need to in-service office staff. Packets were developed in both English and Spanish.  

A tracking data system was developed.  They tracked: elective inductions, progression to CS, and NICU admissions from elective CS and inductions.

To combat resistance elective CS and inductions were not scheduled until 39 weeks, conflicts with the policy were referred to the OB chief. The medical director was advised of any nurse, physician disputes. Forms were available on admission and were also sent via fax upon request. A checklist also accompanied all ordering forms.   

This facility also participates in the County of San Bernardino Quality Care Collaborative, so all the facilities in the region are in support of this imitative and use consistent education materials.

Key lessons were ongoing monitoring and follow-up with physicians; obtain support and involvement early; offer continued support to physician offices and community clinics with patient education materials.

Their physician education consisted of presenting the Joint Commission’s quality measures. This included an algorithm to assist practitioners in identifying appropriate cases. The data that was and is collected will also served to educate the physicians, both as a group and individually. 

 The maternal fetal medicine, and the OB Department Chair, or medical director served as the gatekeepers.

The consent form is required to schedule an induction and it requires the provider to document the gestational age and indication for induction.


INTERMOUNTAIN HEALTH CARE ORGANIZATION
In 2001 the Intermountain Health Care Quality Care Initiative developed the goal to reduce inappropriate labor inductions. This collaborative consisted of interlinked hospitals, with 21 labor and delivery units. This group focused on improving the care and outcomes for women in Utah and Idaho.  Their key measures were inductions less then 39 weeks, the bishop score, and maternal and neonatal outcomes. Their interventions consisted of changing guidelines and policy. In phase I (2001), physicians need to obtain permission to induce women before 39 weeks from the OB chief or perinatologist. In phase II (January 2004), physicians were required to justify a labor induction before 39 weeks or with a Bishops score less then 10. 

This organization originally focused on education of providers and then discovered that they needed to also address public expectations.  They have a strong education department, which developed the examples in the forms section. They also undertook educating the public by partnering activities such as press releases and work with health insurances.

Education of health care providers changed professional practice of most providers, but did not all.  Putting policies and procedures in place was required.  Each facility developed their own teams, and polices and procedures, and forms. 

This organization collected data through their internal electronic documentation system.  They implemented a separate coding for inductions so they could be tracked and linked to outcomes.

























Appendix C – QI Implementation Tools

The following tools are contained in this Appendix 
· MAP-IT Worksheet
· Fishbone Diagram
· Plan-Do-Study-Act (PDSA) Method















MAP-IT WORKSHEET

Change Project MAP-IT Worksheet

MAP-IT Action Plan for:______________(Hospital Name)
Date Created:____  Developed by: _____________________________

Aims Statement or Objective:  By (month)___ (day)____ (year)____ no infants less than 39 weeks will be electively delivered.


M:  Mobilize



A:  Assess



P:  Plan



I:  Implement



T:  Track



First Cycle Due Date:  ______________

Guidry, M., Vischi, T., Han, R., & Passons, O. Healthy people in healthy communities:  A community planning guide using healthy people 2010. Washington, D.C.: U.S. Department of Health and Human Services. The Office of Disease Prevention and Health Promotion.   http://www.healthypeople.gov/Publications/HealthyCommunities2001/default.htm.

FISHBONE CAUSE and EFFECT DIAGRAM

Fishbone Diagram:
A fishbone diagram may help leaders identify the effect of various components have on a problem.  This analysis can support leaders’ efforts to develop their implementation plan.

Figure __:  Blank Fishbone Diagram  


Figure___:  EXAMPLE of a Completed Fishbone Diagram
Note:  Components of the diagram will vary at individual hospital.



PLAN-DO-STUDY-ACT METHOD
PDSA Background:  A commonly used implementation and evaluation method is the Plan – Do – Study – Act (PDSA) cycle, which has been the foundation for many Collaborative Quality Improvement (CQI) programs. (2,3) The PDSA cycle is effective in real world settings and applicable to data collection on a wide range of conditions. Additionally, it is reliable for implementing and testing on a small scale, which is critical in settings where failure is risky. Your hospital QI Department can help identify the preferred method for use in your hospital setting since other structured improvement approaches such as Six Sigma’s Define – Measure – Analyze – Improve – Control (DMAIC) have been shown to be equally effective.(40, 41)

Regardless of the QI methodology, key initial steps include identifying specific elements that hinder or foster high quality of care. Four fundamental questions need to be addressed when developing a CQI program:
 (
What changes can we make that will result in an improvement?
) (
What are we trying to accomplish?
) (
How will we know 
that 
a change 
is an improvement?
) (
Who do we need to mobilize?
)




























Answer the questions in any order, but realize that every process for change is iterative; we rarely get it right the first time around. Be observant, make modifications as you go, reintroduce plans and actions, then observe again. “That’s the way we do things around here” can be a common response to problem, but it seldom succeeds. 

Systematic Approach for Leaders: By approaching problems systematically, everyone works smarter, not just harder. One benefit of the systematic approach includes collecting meaningful data that outlines outcomes, processes and structures that are in need of evaluation and manipulation. As a result, leaders and teams develop strategies and tactics that are evidence-driven and they can effectively identify and mitigate barriers, test systems and modify implementation for another cycle of change toward improvement.

These improvement cycles should be repeated as many times as needed in order to gather sufficient data to indicate signs of improvement. In general, affecting change involves creative thinking. Specific activities include:

·  Evaluate the purpose
·  Visualize the ideal
·  Remove “the current way of doing things” as an option
·  Challenge the boundaries
·  Embed improvements (making it easier to make the right choice for patients)
·  Influence the culture
·  Look for ways to smooth the flow of activities

Small tests of change help leaders and teams see that their efforts are moving toward improvement. At each small test of change cycle, data collection and analysis is designed to inform leaders and teams about process measures and patient outcome measures. Charts, flow charts, Paredo charts, and formal Failure Modes and Effects Analysis (FMEA) shows the results to leaders and teams about the direction of change.42 Results in quality improvement are not immediately apparent when patient outcomes are used as a measure, since they are usually slower to change. Therefore, the first months of QI projects typically focus of process measures. 
	Table:  PDSA Summary

	Plan
	· State the objectives of the cycle
· Make predictions about what will happen next and why
· Develop a plan to carry out the changes 
(Who? What? Where? What data needs to be collected)

	Do
	· Introduce the change(s)
· Collect data
· Document problems and unexpected observations
· Begin analysis of the data

	Study
	· Complete the analysis of the data
· Summarize what was learned

	Act
	· What modifications should be made?
· What will happen in the next cycle?















APPLYING THE PLAN-DO-STUDY-ACT (PDSA) CYCLE
TO ELECTIVE DELIVERIES <39 WEEKS

The Plan-Do-Study-Act (PDSA) process for Collaborative Quality Improvement (QI) can be applied when implementing a plan to reduce or eliminate elective deliveries less than 39 weeks. Below are action items and details to address during this process. 

PLAN
	Action Items
	Details

	Convene multidisciplinary QI team of key stakeholders
	Key stakeholders may include
· Physicians/Nurses/Clerical staff
· Risk/Quality management

	Determine outcome measure(s) and data collection process
	· NICU Admissions for babies delivered <39 weeks
· Identify morbidities measures: neonatal and maternal
· Electronic records, chart reviews, logs
· Outline monitoring and ongoing evaluation of morbidities associated with <39 week deliveries

	Determine process measure(s) and data collection process
	· Scheduling process including documentation to identify gestational age, indication for elective delivery
· Process of oversight, guidelines enforcement and communication chain that prohibit elective deliveries <39 weeks

	Align scheduling process with process to identify whether elective deliveries are appropriate and can be scheduled
	· Step 1: Check that gestational age and medical indication are documented in scheduling form
· Step 2: If criteria are missing or do not match specific guidelines (outlined in a checklist, for example), first level of communication is triggered (e.g., call to OB Provider to request information)
· Step 3: Additional chains of communication are triggered so that scheduling criteria are met and resolved

	Develop or adopt scheduling form(s)
	Identify who fills out forms and who reviews forms for required elements for scheduling

	Aim for consensus on key concepts
	· What is the “appeal process” for cases not covered by the guidelines?
· Outline consequences if a provider refuses to follow the guidelines

	Develop Departmental Policy 
	Policy reflects scheduling and documentation process, oversight and enforcement process to reduce or eliminate elective inductions and cesarean sections prior to 39 weeks gestation that are not medically indicated 

	Collect baseline outcome and process measure data to identify areas in need of attention; data collected before implementation allows specific analysis of change after implementation
	Conduct chart reviews of scheduled inductions and cesarean deliveries for a minimum of 2 months prior to implementation
· Assess the level of understanding of the issues by providers and patients
· Assess barriers to change
[AU: 1-3 SUB-BULLETS CAN PROVIDE DETAILS ABOUT HOW THIS ASSESSMENT IS DONE]

	Conduct educational presentations and Grand Rounds for key stakeholders
	· Neonatal risks of Early Term Birth
· Successful QI projects that reduced elective Early Term Births

	Develop a plan and timeline for implementation
	First implementation plan runs for 1-2 months; first evaluation (“Study”) is completed within 1-2 months


DO
	Action Items
	Details

	Communicate new Departmental Policy
	Identify point person to communicate policy with each group; e.g., Department Chair, QI Committee Chair or MD Project Lead communicates with OB Providers; Nursing Director communicates with Nursing Staff

	Implement use of new processes and forms for a predetermined pilot period of time
	Implement new processes and forms for 1-2 months; evaluate within1-2 month time period 



STUDY
	Action Item
	Details

	After predetermined pilot period, review and assess effectiveness of policy and forms implementation; analyze impact on obstetrical service, process and patient outcomes
	Depending on the intent and resources of the department, this action item can be conducted as in-depth analysis or a less intensive overview of trends of process and outcome measures including:
· Review of elective procedures
· Indications
· Neonatal outcomes



ACT
	Action Items
	Details

	Reconvene QI team to identify additional changes to continue improvement process
	· Edit scheduling forms, guidelines
· Clarify implementation plan
· Provide additional guidance to providers about Department Policy, scheduling and documentation requirements 

	Inform staff of changes
	Process Measures may require additional change over time; process measures can change during the implementation process, however outcome measures remain more constant

	Obtain ongoing feedback on strengths and areas for improvement
	Feedback reminds everyone about the importance of the project, fosters teamwork and gives everyone a voice. Providing feedback can be as simple as posting monthly data in prominent spots on L&D; data can include process and outcome measures i.e. number of elective births and number of NICU admissions in that population
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		RDS		RDS		RDS

		TTN		TTN		TTN

		Admission to NICU		Admission to NICU		Admission to NICU

		Newborn Sepsis (suspected or proven)		Newborn Sepsis (suspected or proven)		Newborn Sepsis (suspected or proven)



37+ Weeks

38+ Weeks

39+ Weeks

Percent Affected

0.153

0.11

0.08

0.082

0.055

0.034

0.037

0.019

0.009

0.048

0.039

0.027

0.128

0.081

0.059

0.07

0.04

0.025



Sheet1

				37+ Weeks		38+ Weeks		39+ Weeks

		Any adverse outcome or death		15.3%		11.0%		8.0%

		Adverse respiratory outcome(overall)		8.2%		5.5%		3.4%

		RDS		3.7%		1.9%		0.9%

		TTN		4.8%		3.9%		2.7%

		Admission to NICU		12.8%		8.1%		5.9%

		Newborn Sepsis (suspected or proven)		7.0%		4.0%		2.5%

		Treated hypoglycemia		2.4%		0.9%		0.7%

		CPR or ventilation in 1st 24 hrs		1.9%		0.9%		0.4%

		Hospitalization > 5 days		9.1%		5.7%		3.6%
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Chart1

		Any adverse outcome or death		Any adverse outcome or death		Any adverse outcome or death

		Adverse respiratory outcome(overall)		Adverse respiratory outcome(overall)		Adverse respiratory outcome(overall)

		RDS		RDS		RDS

		TTN		TTN		TTN

		Admission to NICU		Admission to NICU		Admission to NICU

		Newborn Sepsis (suspected or proven)		Newborn Sepsis (suspected or proven)		Newborn Sepsis (suspected or proven)

		Treated hypoglycemia		Treated hypoglycemia		Treated hypoglycemia

		Hospitalization > 5 days		Hospitalization > 5 days		Hospitalization > 5 days



37+ Weeks

38+ Weeks

39+ Weeks

Odds Ratios

2.1

1.5

1

2.5

1.7

1

4.2

2.1

1

1.8

1.5

1

2.3

1.5

1

2.9

1.7

1

3.3

1.3

1

2.7

1.8

1



Sheet1

				37+ Weeks		38+ Weeks		39+ Weeks

		Any adverse outcome or death		15.3%		11.0%		8.0%

		Adverse respiratory outcome(overall)		8.2%		5.5%		3.4%

		RDS		3.7%		1.9%		0.9%

		TTN		4.8%		3.9%		2.7%

		Admission to NICU		12.8%		8.1%		5.9%

		Newborn Sepsis (suspected or proven)		7.0%		4.0%		2.5%

		Treated hypoglycemia		2.4%		0.9%		0.7%

		CPR or ventilation in 1st 24 hrs		1.9%		0.9%		0.4%

		Hospitalization > 5 days		9.1%		5.7%		3.6%

				37+ Weeks		38+ Weeks		39+ Weeks

		Any adverse outcome or death		2.1		1.5		1.0

		Adverse respiratory outcome(overall)		2.5		1.7		1.0

		RDS		4.2		2.1		1.0

		TTN		1.8		1.5		1.0

		Admission to NICU		2.3		1.5		1.0

		Newborn Sepsis (suspected or proven)		2.9		1.7		1.0

		Treated hypoglycemia		3.3		1.3		1.0

		Hospitalization > 5 days		2.7		1.8		1.0
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Adverse neonatal outcome <39 weeks + FLM 39-40 weeks  Unadjusted Adjustedt

% (n=442 %(n=12881 RR (95% Cl RR (95%Cl)
Composite adverse outcome 59 25 24(16,35 16(1.02 26)
Composite adverse outcome II* 5.0 20 25(16,38) 1.7(1.01,27)
Suspected or proven sepsis 57 22 26(1.7,38) 1.7(1.1,28)
Respiratory support 29 1.0 2.8(1.6,50) 1.8(0.96,35)
RDS 14 004 350(11,114)  7.9(20,31)
Hypoglycemia 20 014 15.0(7.0,32) 6.7 (25,17.6)
NICU admission 59 23 25(17,37)  17(1.05,27)
Hospitalization >4 days 10.8 33 33(24,44) 26(18,39)

*Excludes suspected sepsis; tAdjusted for maternal age, race, parity, medical complications (hypertensive
disorder or diabetes) and baby gender.
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1999-2000 July 2001 to June 2006

Weeks of Gestation _ Stillbirths  Deliveries % Stillbirths  Deliveries %  Odds Ratio  95% CI

37 17 4,117 0.41 22 13077 017 0.406 0.22-0.77
38 19 9954 019 21 28209 007 0.390 0.21-0.72
39 10 13,752 0.07 28 51721 0.05 0744 0.36-1.53
40 10 7,925 013 14 24140 0.06 0459 0.20-1.03
41 2 1,938 0.10 3 5571 005 0522 0.09-3.12
All 58 37,686 0.15 88 122718 007 0.466 0.33-0.65

CI, confidence interval
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CALIFORNIA’S BEST MEDICAL CENTER
SAMPLE SCHEDULING FORM FOR INDUCTIONS AND CESAREAN SECTIONS (C/S)
Call (XXX) XXX-XXXX or Fax (XXX) XXX-XXXX

Name

Phone

OB Provider

Gravida

Para / / /

Type of Delivery Planned: [ ] Induction;[ ]C/S Desired Date/Time:

Confirmed? [ ] by:

Confirmed Date/Time:

Prenatal Record present on L&D: [ ] Yes
DATING . ..........cco oot e e et e e e e e e e e e e e et eeeeeeee et teeseessesasaas s aa e e eaaeaeeaaaanaaeaaeeeenenees

EDC:

Gestational Age at Date of Induction or C/S:

(week+day)

EDC Based on: [ ] US 10-20 weeks; [ _] Doppler FHT+ for 30 weeks; [ ] +hCG for 36 weeks

[ ] Other dating criteria:

(details)

ACOG Guidelines are that women should be 39 wks or greater before initiating a non-medically indicated delivery. .

[ ] Fetal Lung Maturity test:

Date:

ACOG states that a mature fetal lung test in the absence of clinical indication is not considered an indication for delivery.

INDICATION ....... oo e e e e e et
Obstetric and Medical Conditions (OK if <39 weeks)

Scheduled C/S (=39 wks)

(Indications for delivery <39 weeks are based on the severity of the clinical symptoms)

[] Abruption

[ ] Previa

[ ] Preeclampsia

[ ] Gestational HTN

[]GDM

[ ]=41+0 weeks

[]PROM

[ ] Fetal Demise (current)

[ ] Fetal Demise (prior)

[ ] Oligohydramnios

[ ] Polyhydramnios

[JIUGR

[ ] Non-reassuring fetal
status

[ ]Heart disease

[ ]Liver disease (e.qg.
cholestasis of preg.)

[_]Chronic HTN

[ ] Diabetes (Type | or Il)

[ ]Renal disease

[ ] Coag/Thrombophilia

[ ] Pulmonary disease

[_THIV infection

[ ] Other Indication:

Perinatology consult
obtained and agrees

[ ]Prior C/S

[ ] Prior classical C/S

[ ] Prior myomectomy
(may be earlier with
fetal lung maturity test)

[ ] Breech presentation

[ ] Other malpresentation

[ ] Patient choice

[_]Other:

[ ] Twin w/o complication
(ok =38 wks)

Elective Induction

(=39wks)
[ ] Patient choice/social

[_]Isoimmunization with plan: [_]Macrosomia

[] Fetal malformation [ Distance

[ ] Twin with complication (name) [] Other:
Description/Details:

CERVICAL EXAM (fOr iNAUCTIONS) ...........ceeeeeeeeeeeeee e e e e e e e e e e e e e e e aaeaaeaeeeeeaeeaeesneasnnnennnnns
Date of Exam: (within 7 days of date of induction)

Bishop Score: circle each element of the exam below and add:  Total Score:

Score__ Dilation Effacement Station_ Consistency __ Position

0 Closed 0-30% -3 Firm Posterior This section is used only
1 1-2 40-50% -2 Medium  Midposition by those hospitals using
2 3-4 60-70% -1,0 Soft Anterior cervical exam criteria for
3 5.6 80% +1 ’ +2 scheduling inductions.
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Request to schedule induction or cesarean 

delivery

(either phone call or fax scheduling form )

EDD Verified

(by  criteria)

Indicated?

(by Criteria)

No

Yes

·

Confirmation of medical or OB 

indication for delivery.

·

Patient is tentatively scheduled.

·

Prenatal forms faxed.

·

Final scheduling is contingent 

upon updated prenatal 

documentation and verification.

Do not schedule.

Refer to Charge RN to 

clarify clinical question 

or Medical Director if 

needed

No

Yes

SCHEDULING ALGORITHM

·

Confirmation of EDD.

·

Patient is tentatively scheduled.

·

Prenatal forms faxed.

·

Final scheduling is contingent 

upon updated prenatal 

documentation and verification.

Yes 

and 

≥39 

Wks?

NO 

and 

≥39 

Wks?

Yes

·

Patient allowed to go into 

labor

or 

·

Patient is tentatively 

scheduled pending results 

of lung maturity 

amniocentesis.

·

Prenatal forms faxed.

·

Final scheduling is 

contingent upon updated 

prenatal documentation 

and verification of fetal 

lung maturity.


oleObject1.bin
Adjust width of  box to change  paragraph width. Box's height adjusts according to text.


Request to schedule induction or cesarean delivery
(either phone call or fax scheduling form)


EDD Verified
(by  criteria)


Indicated?
(by Criteria)


No


Yes 
and 
≥39 
Wks?




Yes


Confirmation of medical or OB indication for delivery.
Patient is tentatively scheduled.
Prenatal forms faxed.
Final scheduling is contingent upon updated prenatal documentation and verification.



Do not schedule.
Refer to Charge RN to clarify clinical question or Medical Director if needed


SCHEDULING ALGORITHM


No


Yes


Confirmation of EDD.
Patient is tentatively scheduled.
Prenatal forms faxed.
Final scheduling is contingent upon updated prenatal documentation and verification.



NO 
and 
≥39 
Wks?



Yes


Patient allowed to go into labor
or 
Patient is tentatively scheduled pending results of lung maturity amniocentesis.
Prenatal forms faxed.
Final scheduling is contingent upon updated prenatal documentation and verification of fetal lung maturity.
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Why the Last Weeks
of Pregnancy Count
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Induction / Cesarean Delivery Scheduling Form

Requesting Physician Today’s Date
Patient’'s Name Age G P
Medical Record # Requested Procedure Date OAM O PM

Gestational Age on Date of Procedure

Method of Delivery Planned: [ Cesarean delivery: [ Primary or ] Repeat
UJ Induction: Fetal presentation EFW gms Bishop Score

Reasons for Scheduled Delivery: Check all appropriate indications below

Level1 Level 2 Level 4

[0 Chorioamnionitis [0 241 weeks gestation / Postterm pregnancy O History of rapid labor

[0 Preeclampsia / HELLP [0 Gestational diabetes [0 Distance from hospital

[ Abruptio placenta O IUGR - reassuring testing [0 Term with favorable cervix
[J Bleeding D/T marginal placenta previa [J Fetal demise [0 Psychological factors

[0 Non-reassuring fetal testing 0 Maternal HIV [0 Maternal request

O PROM O Prior C/S

[0 Fetal hydrops / isoimmunization Level 3 * Patient declines VBAC
[J Oligohydramnios [J Fetal malpresentation / Unstable lie * VBAC not available
[J Blood group sensitization O History of HSV AND

O Fetal compromise (severe IUGR) [ Prior myomectomy Gestational age = 39 weeks*
[0 Fetal anomaly [ Prior vertical or T-incision C/S

[0 Maternal medical conditions O Prior C/S - VBAC not indicated

[0 Gestational hypertension 0 Macrosomia (EFW greater than 4000 gms)

[0 Multifetal gestation AND

Gestational age = 39 weeks*

[ Other indication

Clinical indications (with supporting data)

Confirmation of gestational age:

EDC determined by: Check all that apply
[J Ultrasound obtained at < 20 weeks on weeks confirms gestational age
date gestational age
[0 Known date of conception on - associated with infertility treatment
ate

For Level 3 or 4 indications, if EDC was not determined by above methods, then identify documentation of fetal maturity:

[0 Amniocentesis performed on Results:

* Provide explanation if scheduling Level 3 or 4 at < 39 weeks

Please fax form to

Procedure scheduling determination:

[ Level 1 or Level 2 indication scheduled as requested
Medically indicated procedure necessitates delivery prior to 39 weeks gestation

L Level 3 or Level 4 procedure scheduled as requested
Gestational age = 39 weeks on scheduled procedure date per ACOG recommendation

O Level 3 or Level 4 procedure scheduling request requires further review
] Gestational age < 39 weeks on scheduled date of procedure
[0 Gestational age or fetal maturity not determined using established criteria

Completed by

march@ofdimeS“

March of Dimes Scheduling Form Template 8/17/09
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This chart is provided for your convenience to assist in calculating the Bishop Score. The final score should be entered on the
front of the form where indicated. Vaginal exams should have been performed at least within the last 7 days.

Bishop Score

Score Dilation (cm) | Effacement (%) | Station* (-3 to +3) | Cervical Consistency | Cervical Position

0 Closed 0-30 -3 Firm Posterior
1 1-2 40-50 -2 Medium Midposition
2 34 60-70 -1 Soft Anterior
3 25 >80 +1, +2 - -

*Station reflects a -3 to +3 scale-modified from Bishop EH Pelvic Scoring for Elective Induction, Obstet Gynecol 1964, 24(267)
Please state -5 to +5 for all other purposes.

mcrch@ofdimes‘

March of Dimes Scheduling Form Template 8/17/09
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Tallahassee Memorial Hospital
Women’s Pavilion

Title: Induction of Labor Scheduling Process

Policy:
Unless medically indicated, induction of labor prior to 39 completed weeks gestation will
require approval of the OB/GYN Department chair.

Medical Indications for induction of labor include (ACOG &

HC[

Abruptio placentae

Chorioamnionitis

Fetal Demise

Pre-eclampsia or Gestational hypertension (BP > 140/90 times two six hours apart
or B/P >160/110)

eclampsia

Premature rupture of membranes

Post Term Pregnancy ( > 41 weeks)

Maternal medical conditions (i.e.- Diabetes with insulin, renal disease, chronic
hypertension, lupus, antiphospholipid syndrome, PUPPS, thromboembolism)
Fetal compromise (i.e.- [IUGR, oligohydramnios, severe congenital anomalies,
abnormal antenatal testing, previous stillbirth )

Logistic or psychosocial (*with documentation of fetal lung maturity)

Confirmation of Gestational Age (ACOG):

1.

2.

3.

Fetal heart tones have been documented for 20 weeks by non-electronic fetoscope
or for 30 weeks by Doppler.

It has been 36 weeks since a positive serum or urine human chorionic
gonadotropin (HCG) pregnancy test was performed by a reliable laboratory.

An ultrasound measurement of the crown rump length, obtained at 6-12 weeks,
supports a gestational age of at least 39 weeks.

An ultrasound obtained at 13-20 weeks confirms the gestational age of at least 39
weeks determined by clinical history and physical examination.

Amniocentesis and documentation of fetal lung maturity

Purpose: This policy will allow for the safe delivery of obstetric care and the
efficient utilization of organizational resources when elective delivery of a pregnancy is
being considered.
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Scheduling:

1) Provider or designee will call L&D administrative coordinator @, 431-0057 or in her
absence, the Labor & Delivery Unit Coordinator @ 431-0100 .

2) Provider/designee will give indication for procedure and gestational age at day of
scheduled induction.

3) L&D will accommodate no more than 5 scheduled inductions on any weekday and no
more than three scheduled inductions on a weekend day. Scheduled inductions
include induction of labor by any method.

4) When the need for cervical ripening is identified by the provider, two patients may be
scheduled to be admitted the evening before the scheduled induction for cervical
ripening.

5) Patient’s with medical indications will have priority over elective inductions which
may delay an elective scheduled induction at the discretion of the L&D unit
coordinator.

6) Elective inductions will be scheduled no more than 7 days in advance and on a first-
come first-served basis.

7) Inductions must have a complete & updated prenatal record (including
ultrasound reports and prenatal flow sheets) faxed to 431-0065 at the time of
scheduling.

Cancellation:

1) Each day the administrative coordinator or Unit Coordinator will review
the next day’s schedule for inductions. If there are inductions scheduled and no
updated prenatal record obtained, a call will be made to the office to fax the updated
prenatal record by 3pm that day. (Calls will be made on Fridays for inductions
scheduled for Sat., Sun., or Monday).

2) When the prenatal record is not faxed to L&D by 3pm the day before the scheduled
induction, the patient & MD will be called to let them know that her scheduled time
for her induction has been delayed because her prenatal record has not been faxed to
L&D and that as soon as the MD’s office faxes her prenatal record to L&D (431-
0065) she will be called in for her induction.

3) The night shift L&D Unit Coordinator will assess the available resources for

upcoming day shift.

4) When resources are not available due to staffing shortage or high acuity/census,
scheduled inductions will be evaluated and prioritized related to their indication and
delayed as needed.

5) Patients will be notified of the postponement as soon as possible.

6) Providers will be notified by 8am.

7) When arequest for a medically indicated induction is made and the maximum
number of scheduled inductions has been met, the L&D Unit Coordinator will have
the authority to delay a previously scheduled elective induction.

8) The L&D Unit Coordinator will notify the involved provider with options for
accomplishing the elective induction that has been delayed.
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Admission :

1) Inductions will be admitted on their scheduled day at 6am only if prenatal record
and orders are on the chart.

2) If the MD/CNM has not examined the patient on admission or prior to initiation
of pitocin, a nurse will examine the patient to document presentation and bishop
score. The MD/CNM must confirm the nurse’s exam within 2 hours of admission.

3) Initiation of pitocin for an elective induction will begin only after induction
bundle criteria #1, #2 and #3 are met. (see below):

Bundle criteria:
Elective Induction :
1. Gestational age > 39 weeks
2. Reassuring Fetal Heart Rate Pattern prior to initiation of Pitocin
3. Bishop score prior to initiation of Pitocin. (IHC recommendation is for bishop
score > 8 for multipara and bishop score > 10 for primipara)
4. Identification and intervention(s) for hyperstimulation (see hyperstimulation
algorithm)

References:

ACOG Practice Bulletin #10 (1999) Induction of Labor.

www.uptodate.com Oct. 4, 2006 “ Induction of Labor: Indications, techniques, and
complications.

IHI Impact.(2006): Idealized Design of Perinatal Care

Intermountain Healthcare (IHC) 2006. “Management of Elective Labor Induction”.

Dev: 2/07




image29.png
L
.

Tallahassee Memorial
Women’s Pavilion

Tallahassee Memorial HealthCare (!

YOUR LABOR INDUCTION
Labor induction is usually done with a medication called Oxytocin or Pitocin®. With your practitioners order, our staff will start
the medication at a standard dose and increase it over time to achieve labor progress. While you are getting the medication, we
will closely monitor the baby’s heart rate and your contractions. The length of labor depends on how dilated or “ripe” your cervix
is at the start of the induction. In general the more dilated you are, the quicker your labor. Also, if this is not your first birth, labor
may be faster for you.

If your cervix is already fairly dilated, your practitioner may start your induction by breaking the bag of water. If your cervix is
closed and not shortening, we may schedule cervical ripening the day before your induction. This procedure will soften and begin
to dilate your cervix. Ripening will make the Oxytocin more effective when it is begun. Sometimes, the ripening process will
trigger the onset of your labor.

WHY ARE LABOR INDUCTIONS PERFORMED?
Labor inductions are performed for many reasons. Clearly, some reasons are more urgent than others. Here are just a few
examples:
A woman is well past her due date
A woman is experiencing medical problems that place her or her baby at risk, such as high blood pressure, diabetes,
rupture of the bag of water, etc.
The baby or babies may be small or the amniotic fluid too low
Though less common elective labor induction may be done for convenience or discomfort of the mother after 39 weeks

Lo S o

WHAT ARE THE POTENTIAL RISKS AND BENEFITS OF LABOR INDUCTION?
It is always important to consider the potential benefits and risks of any procedure. The risks include, but are not limited to, the
following:
Labor inductions may carry a greater risk of cesarean birth delivery than do labors that start on their own, especially
with an “unripe” cervix..

4+  Induction usually results in longer labors and may lead to a higher chance of a vacuum or forceps delivery.

4 All medications have possible side effects or unintended adverse reactions. For example, it is possible to cause
contractions that are too frequent and may affect the baby’s heart rate. This is why careful monitoring of your baby’s
heart rate is necessary during labor induction.

If you are considering an elective induction, the risks may outweigh the possible benefits especially, if this is a first time labor.

CONSENT FOR INDUCTION OF LABOR

Indication for Induction:

| have read the above information and | have had the chance to ask my practitioner questions. All of my questions have been
answered to my satisfaction. | wish to proceed with the induction.

Patient Signature Date

Witness Signature Date

PATIENT IDENTIFICATION

Department Approval 08/07/07
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People Process

Equipment

Management Environment Materials

Problem:  

Infants are 

being 

electively 

delivered 

prior to 39 

weeks

Improve knowledge, 

attitudes, and practices of 

clinicians, women, & 

childbirth educators

Improve policies and procedures 

including scheduling guidelines

Improve informed consent process 

for elective inductions

Improve internal incident report and 

review process to include elective 

deliveries prior to 39 weeks

Need to update 

education materials for 

both clinicians and 

patients

Improve clinicians’ 

awareness of the risks 

of elective deliveries 

prior to 39 weeks

Improve the amount of feedback 

clinicians receive on the outcomes of 

early term infants who are electively 

delivered, e.g., number admitted to the 

Neonatal Intensive Care Unit (NICU)

Need to follow-up with clinicians’ 

who do not comply with hospital 

policies & procedures
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