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Overview

Home visiting programs, which provide individualized education, support, and referral resources,
often serve disadvantaged women whose families are at risk for adverse health outcomes. The Mother
and Infant Home Visiting Program Evaluation-Strong Start (MIHOPE-Strong Start) is examining
the effectiveness of home visiting services on improving birth and maternal health outcomes for
women who are enrolled in Medicaid or the Children’s Health Insurance Program (CHIP), as well as
their effectiveness at reducing costly health care encounters. MIHOPE-Strong Start is sponsored by
the Center for Medicare and Medicaid Innovation (CMMI) of the Centers for Medicare and Medicaid
Services (CMS), the Office of Planning, Research and Evaluation (OPRE) in the Administration for
Children and Families (ACF), and the Maternal and Child Health Bureau (MCHB) of the Health
Resources and Services Administration (HRSA). The study uses a random assignment design, and is
conducted by MDRC in partnership with James Bell Associates, Johns Hopkins University, and
Mathematica Policy Research.

This report details MIHOPE-Strong Start’s process of acquiring administrative vital records and
Medicaid data from 20 states and more than 40 state agencies. The study relies on administrative
data to measure infant and maternal health, health care use, and cost outcomes. Policymakers have
increasingly encouraged greater access to and use of administrative data to produce timely, rigorous,
and lower-cost evaluations of health and social programs, since these records may be less costly and
more accurate than information collected directly from families. The MIHOPE-Strong Start experi-
ence sheds light on the process of acquiring permission to access such data. Specifically:

e As of this report’s writing, legal agreements to acquire administrative records have been
successfully reached with 19 different state agencies in 20 states. Among these first 19
agreements, it has taken an average of 11 months to complete all the necessary steps to exe-
cute them.

e The MIHOPE-Strong Start team has faced a number of challenges in gaining access to
administrative records, the most significant of which is time. Administrative data acquisition
— beginning with initial outreach, progressing to reviews of application materials and informed
consent forms, and culminating with a legal agreement to receive the data — can be a lengthy
process, but the time frame is highly variable. In MIHOPE-Strong Start, the process has lasted
anywhere from a few months to two years. And not all states are willing to share the Medicaid
and birth record data with personal identifiers that MIHOPE-Strong Start requires.

o Lags in data availability can be lengthy as well. For vital records, the wait time can be longer
than two years from the beginning of the calendar year in which the birth occurred.

e The process may be easier with state agency support or with the use of national databases.
Administrative data acquisition is likely to be smoother if the research study is supported or
commissioned by the state agency that collects the data needed. Alternatively, national adminis-
trative databases can potentially help overcome the hurdles associated with accessing adminis-
trative data across multiple state agencies. Delays in the availability of these data and limitations
in linking them to other data sources made them unusable for MIHOPE-Strong Start.
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Executive Summary

Adverse birth outcomes, including low birth weight and preterm births, are strong determinants
of compromised health and development in infancy and early childhood. These outcomes are
also financially costly to both families and the Medicaid program, which provides health care
for many low-income families. Home visiting, which provides individualized education,
support, and referrals to community resources, has been found to improve prenatal and infant
health when provided to expectant women and families with infants. Because home visiting
programs often serve women who may be otherwise disconnected from health and social safety
net services, these programs reach the most socially isolated families, who have high levels of
unmet health and other social service needs.

The Mother and Infant Home Visiting Program Evaluation-Strong Start (MIHOPE-
Strong Start) is the largest study to date to examine the effectiveness of home visiting services
on improving birth outcomes and infant and maternal health care use. By including a national
sample of pregnant women on Medicaid, the study also hopes to provide information on
whether home visiting programs can reduce short-term Medicaid costs. The study is being
sponsored by the Center for Medicare and Medicaid Innovation (CMMI) of the Centers for
Medicare and Medicaid Services (CMS) and the Office of Planning, Research and Evaluation
(OPRE) in the Administration for Children and Families (ACF) in partnership with the Mater-
nal and Child Health Bureau (MCHB) of the Health Resources and Services Administration
(HRSA). The study is being conducted by MDRC in partnership with James Bell Associates,
Johns Hopkins University, and Mathematica Policy Research.

MIHOPE-Strong Start is studying the effects of home visiting on Medicaid recipients
for two national models with prior evidence of improving birth outcomes: Healthy Families
America (HFA) and Nurse-Family Partnership (NFP).! Both HFA and NFP have been widely
implemented across the country, although previous studies documenting impacts have been
constrained to a few communities or are somewhat dated. In order to provide the most reliable
estimates of the effects of home visiting, eligible women are being randomly assigned either to
a program group, which can receive home visiting services from the program sites in the study,

'To determine which national models are evidence-based, the U.S. Department of Health and Human Ser-
vices (HHS) funded the Home Visiting Evidence of Effectiveness (HomVEE) review, conducted by Mathe-
matica Policy Research (Avellar and Paulsell 2011), which assessed the quality of the research evidence and
documented impacts of home visiting programs on a range of domains, including child health, child develop-
ment and school readiness, maternal health, positive parenting behaviors, child maltreatment, crime and
domestic violence, family economic self-sufficiency, and referrals and coordination. Sarah Avellar and Diane
Paulsell, Lessons Learned from the Home Visiting Evidence of Effectiveness Review (Princeton, NJ: Mathemat-
ica Policy Research, Inc., 2011).
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or to a control group, which receives referrals to other services in the community. In addition to
estimating impacts, MIHOPE-Strong Start is studying how local programs operate and are
implemented to improve birth and health care outcomes.

Information on birth outcomes, health care use, and associated costs will come from
state vital (birth certificate) records and Medicaid systems. Administrative data are primarily
designed to allow for the effective administration of programs and services, not necessarily for
research purposes. However, policymakers, program administrators, and researchers have
increasingly emphasized the potential value of using — and are thus encouraging the broader
sharing of — administrative records already collected and housed by state agencies to evaluate a
range of complex health and social programs more quickly, effectively, and cost-efficiently. A
detailed delineation of the administrative data acquisition process in MIHOPE-Strong Start can
inform this broader discussion.

The current report describes the process of acquiring administrative data, specifically
Medicaid data and vital records, across 20 different states and over 40 agencies.> Among the
key findings are the following:

e Gaining access to administrative records across numerous states and
across different agencies within a state is a many-faceted process (Figure
ES.1). For MIHOPE-Strong Start, this process typically includes a series of
conversations with a relevant contact at each agency, getting approval for the
study’s informed consent form, submitting an application to access data, and
entering into a legal agreement. The procedural step of getting approval from
a review committee for MIHOPE-Strong Start to obtain data is somewhat
surprising in that most data agencies do not defer to MDRC’s Institutional
Review Board, which means that the study has to go through multiple re-
views by different state departments and data agencies, at times resulting in
changes to the study’s informed consent form.

o Entering into legal agreements often requires legal consultation and ne-
gotiations around data usage and destruction as well as around publica-
tions review and approval procedures. Most agencies provide their own
legal agreements for sharing data, but these agreements often are not condu-
cive to MIHOPE-Strong Start’s design or deliverables and require extensive
negotiating to modify the terms.

*MIHOPE-Strong Start began in September 2012. Final results from the study, including implementation
and impact results for the full MIHOPE-Strong Start sample, will be produced in 2017.
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The Mother and Infant Home Visiting Program Evaluation-Strong Start

Figure ES.1
Data Acquisition Process: Typical Length of Time to Complete Each Step

e Document data quality and usability for the study
. Learn about particularities of the data acquisition process
.. Devel lationship with the dat tact
Initial outreach > . evelop a relationship with the data contac
Length of time: 1-2 months
A 4 . Work with the data contact or Privacy Office to finalize the
informed consent process for collecting identifiable data
. Combine the informed consent with a HIPAA authorization
Informed consent > to collect identifiable health claims data (“protected health
information”)
Length of time: 3-7 months
\ 4 . Describe the study purpose and how the requested data will
be used for the study’s research goals
. Propose the logistics of the data exchange
Application” > e Provide clear explanations of data security systems and
procedures
Length of time: 4-13 months
\ 4 . Work with the data contact and/or Privacy Office to draft
and enter into a legal agreement that establishes the terms
for the data usage, such as the data exchange process, data
Legal agreement > security and destruction requirements, the variables to share,
and the frequency of the data shipments
Length of time: 4-15 months
Typical length of time: 7-18 months

SOURCE: MDRC calculations based on administrative data acquisition efforts with 42 data
agencies for birth certificate and Medicaid data as of November 2014.

NOTES: Estimates of the typical length of time (in months) to complete each data acquisition
stage are based on the middle 50 percent of targeted MIHOPE-Strong Start states. Data acquisi-
tion activities may be completed sequentially or concurrently depending on the data agency’s
protocol. These estimates are still preliminary since administrative data acquisition has not been
completed in all states. HIPAA = Health Insurance Portability and Accountability Act of 1996.

*Some agencies may not have an application process and require only an approved consent
form and a signed legal agreement. Therefore, the data acquisition process shown in this figure
can be reduced to three out of the four stages when a data agency does not require an application
to release identifiable data.
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Because of these multiple steps, the process for reaching an agreement
with state agencies has been quite long. Underscoring how variable the
process 1is, it can take between 4 and 24 months to reach a legal agreement,
with half the agencies taking between 7 and 18 months to reach a legal
agreement. As of this report’s writing, 19 legal agreements have been exe-
cuted — about half the legal agreements required to access Medicaid and vi-
tal records data. Among these first 19 agreements, it has taken 11 months, on
average, to complete all the steps necessary to execute them.

Not all state agencies are willing to provide Medicaid and birth certifi-
cate data. MIHOPE-Strong Start seeks identified administrative data — rec-
ords that include personal information on individuals (such as name, date of
birth, and residential location) — so that all data received can be linked to-
gether for analysis purposes. While most vital records agencies have been
able to provide identified records, one state agency will not do so due to state
statutes that permit the release of only deidentified data for researchers who
are external to the department. Additionally, three Medicaid agencies thus far
have indicated that they cannot provide any data to the study. Two of the
three agencies noted that they have limited resources to provide data to ex-
ternal researchers. State Medicaid data agencies generally are more accus-
tomed to providing data to a researcher or organization that is conducting
services on behalf of the department or state, and thus are more willing to
provide data for a research project where the agency can identify a direct
programmatic benefit, is sponsoring the research, or is provided with find-
ings from the study about its own state. With Medicaid being a state-
administered program, each Medicaid data agency is different.

Some administrative data does not lend itself to rapid evaluation, due to
the long lag in availability to researchers. On average, the study team has
found that Medicaid data are available more quickly than birth certificate da-
ta. However, as noted above, not all Medicaid and vital records agencies
were willing to release the data for use in MIHOPE-Strong Start.

Many of the MIHOPE-Strong Start study participants are likely to be
enrolled in Medicaid managed care organizations, which may make it
more difficult to obtain accurate information on health care use. Data
quality may be lower from managed care organizations because they are not
reimbursed per service and often use capitated payment plans, so there is less
motivation to accurately record the specific services provided than there
might be under other arrangements. It may also take longer for such data to
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be available since they are not being promptly reported to the state for reim-
bursement purposes. This may make it difficult to extract information about
exactly which services were rendered and their associated costs, particularly
in states that have high penetrations of managed care organizations.

e For most of the data agencies targeted in MIHOPE-Strong Start, birth
certificate data will be available for the study to use within two years af-
ter the beginning of the calendar year in which the birth occurred. Birth
certificate data typically are processed by data agencies on a calendar-year
basis, and are thus not usable in a real-time manner. For example, a birth rec-
ord from January 2014 may not be available for a data agency to extract and
provide to external researchers until late 2015.

Implications

Both lags in data availability and potentially lengthy waiting periods at each data acquisition
step are important considerations for research studies such as MIHOPE-Strong Start, especially
if the timely analysis of administrative records is of key interest or necessity. Researchers need
to learn about each agency’s expected lag in data availability when considering how long it will
take to complete the proposed research, and program administrators and agencies interested in
studies with a quick turnaround should remain cognizant of this potential barrier.

Although the data acquisition efforts in MIHOPE-Strong Start have proven labor inten-
sive and the length of the procedural steps has varied across agencies in ways that could not
always be predicted, the process is likely to be smoother if the study involves working with
administrative data at only one or a few state agencies, or if the research study is funded or
supported by the state that collects the data needed. This underscores a key challenge of
MIHOPE-Strong Start, which is that the study is funded by a federal agency and relies on data
from up to 20 states. Although many state data agencies are willing to provide data out of
goodwill or for the perceived value of the research study, this has not been universal.

Researchers should further anticipate that most state agencies have their own Institu-
tional Review Board (or other review committee), which will need to approve the research
study. This process may involve multiple iterations and levels of approval. Research studies
involving contact with human subjects and receiving informed consent must adjust the timing
of program and participant recruitment according to the time it may take to gain approval from
data agencies for these processes. Without confirmed programs for participation, some data
agencies contacted by the MIHOPE-Strong Start research team would not review application
materials. At the same time, recruitment of individuals in these programs could not occur until
the intake procedures for informed consent had been approved by the data agencies and access
to data was ensured.
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Finally, the navigation of varying state systems that is required for acquiring data from
numerous state agencies is likely to require significant staffing capabilities and the expertise to
negotiate legal agreements for sharing data, including the guidance of an attorney with exten-
sive knowledge about the research study, state statutes, and privacy protection laws. State
agencies are increasingly requiring detailed data security plans, the written assurance and legal
agreement that the organization will abide by the agency’s own security requirements, copies of
signed informed consent forms, and lengthy reviews of the research study and the organiza-
tion’s right to access the agency’s identifiable data. These procedural requirements, while
increasing a research project’s time frame, staff efforts, and study costs, also signify the value
placed on safeguarding the personal information of individuals.

Some circumstances may afford easier access to data. Medicaid data agencies are more
accustomed to providing data to a researcher or organization that is conducting services on
behalf of the department or state. In some cases, national administrative databases may offer an
alternative to the difficulties associated with using administrative data from various state
agencies. These national databases could not be used for MIHOPE-Strong Start because they
typically do not identify individuals (and thus could not be matched to other data used in
MIHOPE-Strong Start) or are not available for use by researchers for several years.

In short, while state administrative data can provide reliable information for a large
number of families, the process for acquiring those data can be time consuming and labor
intensive, reducing their utility for conducting fast studies with fewer resources.
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Introduction

Although the majority of infants born today are full term and healthy at delivery, 12 out of
every 100 infants are born prematurely and 8 of every 100 have low birth weight.! Reducing the
number of infants who are born too early or too small has been a longstanding focus of health
policy in the United States for several important reasons, including the higher risk of morbidity
and mortality for such infants, increased health care spending for infants born in poor health,
and the long-term developmental and economic tolls of poor birth outcomes for children and
their families.” In addition, the risk for and consequences of poor birth outcomes tend to be
concentrated among the economically and socially disadvantaged.’

Home visiting for low-income, pregnant women — whereby individualized services
(including direct education, assessments, and referrals to community resources) are provided to
families in their homes — has been identified as one promising avenue for reaching women
who are vulnerable to adverse birth and health outcomes. The Mother and Infant Home Visiting
Program Evaluation-Strong Start (MIHOPE-Strong Start) is designed to help researchers,
practitioners, policymakers, and others understand the effects of home visiting on improving
birth outcomes, as well as maternal and infant health outcomes up to age 1, among women
enrolled in Medicaid or the Children’s Health Insurance Program (CHIP). MIHOPE-Strong
Start is a randomized controlled trial being conducted in up to 20 states, thus representing the
largest cross-state study of home visiting programs to date. Local home visiting programs
included in MIHOPE-Strong Start use one of two home visiting service models that have
demonstrated evidence of effectiveness in improving birth outcomes: Healthy Families America
(HFA) and Nurse-Family Partnership (NFP).* The study is the result of interagency partnerships
between the Center for Medicare and Medicaid Innovation (CMMI) of the Centers for Medicare
and Medicaid Services (CMS), the Office of Planning, Research and Evaluation (OPRE) in the
Administration for Children and Families (ACF), and the Maternal and Child Health Bureau
(MCHB) of the Health Resources and Services Administration (HRSA). MIHOPE-Strong Start
is being conducted by MDRC in partnership with James Bell Associates, Johns Hopkins
University, and Mathematica Policy Research. MIHOPE-Strong Start began in late 2012 and
will culminate in a final report to be published in 2017, which will present program implemen-

"Martin et al. (2013a).

’Bhutta et al. (2002); Cuevas et al. (2005); Hack, Klein, and Taylor (1995); Institute of Medicine (IOM)
(2007); Lackritz (2004); March of Dimes (2003); March of Dimes, Partnership for Maternal, Newborn and
Child Health, Save the Children, and World Health Organization (2012); Murphy, Xu, and Kochanek (2013);
Paneth (1995); Shiono and Behrman (1995).

’Lu and Halfon (2003); Shiono and Behrman (1995). In addition to those with low income status, very
young women, older women (age 35 or older), African-Americans, women with low education levels, and
women who have multiparous births are also at greater risk of poor birth outcomes (IOM 2007).

*Avellar and Paulsell (2011).



tation and impact results for the full sample of MIHOPE-Strong Start enrollees. As of the
writing of this report, site recruitment is ongoing and will be continued through the first quarter
of 2015. The study team has thus far approached numerous sites across 27 states, working
closely with the national model developers and state representatives to identify which states had
the most programs and to identify those programs that would be strong candidates for participa-
tion in the evaluation. The team has also carried out numerous informational discussions with
state and local program representatives and stakeholders, as well as with state administrative
data officials to inquire about accessibility of Medicaid and vital records.

To measure home visiting programs’ impacts on health and health care spending — in-
cluding birth outcomes, health care interactions, and associated costs — MIHOPE-Strong Start
is using state vital records (birth certificate) data and Medicaid files.” These data contain
accurate information on the clinical and cost outcomes of interest across a large number of
individuals, including details on the infant’s weight and gestational age at birth (birth certificate
data) and health care use and costs (Medicaid files). In addition to administrative records,
MIHOPE-Strong Start is collecting 2010 Census data, survey information from local home
visiting program staff members and families, HFA and NFP model developer information, and
management information systems data. These combined sources will connect information on
local community context and program features to dosage and participation levels, to family
characteristics, and ultimately, to health outcomes and costs.

This report, the second in a series of four reports about the project, describes the
study’s efforts to acquire identifiable birth certificate records and Medicaid data from states
targeted for MIHOPE-Strong Start in order to accurately assess the key health outcomes of
interest. The report is especially timely given recent efforts by the federal Office of Manage-
ment and Budget to encourage agencies to make administrative data more readily accessible to
researchers as a way to lower the costs of conducting research without sacrificing quality, by
reducing the need to collect information through surveys or other potentially expensive
means.® It has also been posited that sharing and encouraging greater use of administrative
records across agencies could save time, compared with conducting surveys or observations,
and result in “rapid” or quick-turnaround evaluations.” Some national-level administrative data
are publicly available, but records containing personally identifiable information (such as
name, date of birth, residential location, and health information) are not always available or are
available to external researchers only after data security procedures and the integrity of the

>The state vital records of interest in MIHOPE-Strong Start include birth certificate data and fetal death
data. This report focuses on the process of acquiring birth certificate data to measure birth outcomes from vital
records agencies.

®Card, Chetty, Feldstein, and Saez (2011); Office of Management and Budget (2014).

"Office of Management and Budget (2013, 2014).



research objectives are ensured. Because MIHOPE-Strong Start is collecting a broad array of
data, it is seeking identifiable administrative data so that all data collected can be linked
together into a single analytic data set.

The main finding of this report is that the process of acquiring administrative data
across numerous states and multiple agencies within a state in a timely manner carries particular
challenges. Specifically, these challenges include identifying an appropriate data contact to help
facilitate the process and field questions, receiving approval for the consent procedures to obtain
identifiable data, preparing and submitting applications to multiple review committees, negotiat-
ing legal agreements for the particular needs of the study design, and working within the bounds
of data availability lags.

For example, for most of the data agencies targeted in MIHOPE-Strong Start, birth cer-
tificate data will be available for the study to use within 24 months of the beginning of the
calendar year in which the birth occurred, indicating that these data cannot be used in “real
time.” Furthermore, despite the study’s securing approval from MDRC’s Institutional Review
Board (IRB) — which has federalwide assurance — and a Certificate of Confidentiality from
the U.S. Department of Health and Human Services (HHS), most state data agencies requested
their own review process, which could entail multiple levels of review and result in additional
time lags. In large part, the time intensity of the study team’s efforts reflects the challenge of
research that entails working with more than one state or one agency, as well as the need for and
requirements of data stewards to protect the identity and privacy of individuals. Data acquisition
efforts are still under way; therefore, this report should be seen as a summary of the acquisition
status as of this writing. Yet, in clearly and comprehensively detailing the numerous steps that
have been needed to acquire administrative data for MIHOPE-Strong Start thus far, the report
can serve as a broader resource as to the benefits and trade-offs of accessing such resources for
program or policy evaluation purposes.

Before describing the process that the MIHOPE-Strong Start team is using to acquire
administrative data and documenting the varying lags in data availability for the targeted study
states, the report presents a brief description of MIHOPE-Strong Start, along with background
information on how birth certificate and Medicaid files have typically been used. The report
concludes with a discussion of implications for researchers and policymakers drawn from the
MIHOPE-Strong Start experience.



Overview of MIHOPE-Strong Start

Research Motivation and Questions

MIHOPE-Strong Start is part of CMMI’s Strong Start for Mothers and Newborns ini-
tiative, which is testing various approaches to improve outcomes for newborns and pregnant
women.® As described in the first annual report,” MIHOPE-Strong Start is examining the effects
of two national home visiting models — HFA and NFP — on birth, infant, and maternal health
outcomes and health care costs and will investigate the features of local programs that are
associated with differential effects for families. '

Both HFA and NFP have previously demonstrated impacts on birth outcomes, as noted
earlier. Specifically, a multisite evaluation in New York State found that HFA reduced the
number of babies born with low birth weight, while a study in Elmira, New York, found that
NFP reduced the number of preterm births among some of the families it served. In addition,
NFP trials have shown evidence of improving a number of maternal health outcomes, particu-
larly during the prenatal period, and have reduced the number of emergency department visits
among infants. HFA trials have also shown some evidence of impacts on maternal and infant
outcomes beyond birth outcomes, such as reduced maternal alcohol use, increases in the
number of well-child visits, and improved likelihood of infant health care coverage over time.
These studies thus provide some evidence of the potential of home visiting programs to influ-
ence the health of mothers during pregnancy as well as the health of their infants. Unfortunately,
many of the studies noted above are based on small samples or are focused on one geographic
area, and some are now dated.'' Moreover, these studies did not examine in depth the mecha-
nisms by which programs achieve their impacts, such as through the dosage of services deliv-
ered, the screening of health risks, or assistance with referrals to other community services.
MIHOPE-Strong Start aims to help answer questions about mechanisms as well as impacts.

The study’s broad research questions are thus as follows:

e What is the impact of home visiting programs on birth outcomes, infant and
maternal health, and health care use? How do impacts vary for key sub-

groups?

¥Centers for Medicare and Medicaid Services Innovation Center (n.d.).

*Filene et al. (2013) is available at http://www.mdrc.org/.

"Further details of each program model can be found in Filene et al. (2013).

"Kitzman et al. (1997); Lee et al. (2009); Olds, Henderson, Chamberlin, and Tatelbaum (1986); Olds et
al. (2002).



e How do home visiting programs achieve their results on birth outcomes and
maternal and infant health?

e What is the relationship between dosage or enrollment length and program
impacts?

CMS may further use the results of the evaluation to write regulations that would allow
qualifying home visiting programs to be reimbursed for services through Medicaid.

Study Design

In order to provide the most reliable estimates of the effects of home visiting programs,
MIHOPE-Strong Start uses a random assignment design, which involves a lottery-like process
that randomly places voluntary study participants into either a home visiting group (program
group) that can receive home visiting services from the program sites in the study or to a control
group that can receive other services available in the community."> Random assignment in
MIHOPE-Strong Start occurs after a home visiting program determines that a woman is eligible
and interested in the program, but before she is enrolled in the program. The random assignment
design ensures that the program and control groups are expected to be similar when they enter
the study, so that systematic differences in outcomes — or impacts — that are observed
between the two groups can be attributed to the home visiting services rather than to some other
characteristic or program. Women are considered eligible for MIHOPE-Strong Start if they
speak English or Spanish, are at least eight weeks from their due date for delivery, and are at
least 15 years old.

To be deemed eligible for MIHOPE-Strong Start, local home visiting programs must
have been in operation for at least two years before beginning study procedures, employ at least
three full-time home visitors, have an excess demand for services (to allow for the ethical
creation of a control group), and serve a prenatal client population where nearly all are expected
to be covered by Medicaid or CHIP by the time of the infant’s birth. As of this writing, the
MIHOPE-Strong Start team is actively seeking local home visiting programs to participate in
the study, and this process will be ongoing through the first quarter of 2015.

The organizations conducting MIHOPE-Strong Start are also conducting a companion
study, the Mother and Infant Home Visiting Program Evaluation (MIHOPE). MIHOPE is the
ongoing evaluation of the Maternal, Infant, and Early Childhood Home Visiting Program

“These other services exclude the evidence-based program that is participating in the study but do not
exclude receipt of services from other home visiting programs in the community.



(MIECHV or the Home Visiting Program).”” The MIECHV program, created through an
amendment of Title V of the Social Security Act, is a federal funding source for some of the
local home visiting programs in MIHOPE-Strong Start. Twelve states — California, Georgia,
[llinois, lowa, Kansas, Michigan, Nevada, New Jersey, Pennsylvania, South Carolina, Washing-
ton, and Wisconsin — are participating in MIHOPE. Information for MIHOPE families
engaged with either HFA or NFP programs who meet the MIHOPE-Strong Start criteria will be
used in the MIHOPE-Strong Start analysis. To identify additional states and sites to include in
MIHOPE-Strong Start beyond the 12 MIHOPE states, the study team gathered information
and recommendations from the national program model offices and state-level administrators of
the MIECHV program (who are familiar with the home visiting landscape in their states).
Because the study relies on administrative records as part of the evaluation design, the
MIHOPE-Strong Start team also investigated the accessibility of these data sources in identify-
ing other potential states.

In particular, MIHOPE-Strong Start is collecting survey data from program participants
when they enroll in the study and is acquiring birth certificate records and maternal and infant
Medicaid files to assess program impacts. The study is also collecting information on program
implementation from home visiting program staff members. Because it is costly to conduct
surveys to measure all the outcomes of interest, and not all outcomes (particularly health care
costs) will be known by participants or accurately reported in surveys, outcome measures will
rely on administrative records. Outcome measures originating from birth certificate data are
likely to include infant weight at birth and gestational age and potential indicators of maternal
health and behaviors. Outcomes derived from Medicaid files will likely center on infant health
care use — such as well-child visits, hospitalizations, and emergency department visits — and
associated costs of health events. It is important to underscore that while administrative records
will be used to measure outcomes, the collection of survey data from families is an integral part
of the study design as well. Several important measures of participant characteristics at the time
of enrollment, such as relationship and cohabiting status, psychosocial well-being, and unmet
medical needs, can be assessed only through directly surveying respondents. This information is
critical in order to understand the role of participant characteristics in program impacts.

"In addition to maternal and infant health outcomes, MIHOPE is examining the effectiveness of home
visiting on improving outcomes in a range of other domains, including child development, economic self-
sufficiency, crime or domestic violence, parenting, child maltreatment, and referrals and coordination of
services (Michalopoulos et al. 2013).



Using Administrative Data in Research

Background on the Collection and Use of Administrative Data

Administrative records traditionally have been used for the management of program-
matic and public services, but use has evolved beyond program management as a result of
momentum at the national level to improve the accessibility and quality of administrative
data." The advent of electronic data in the 1980s made certain types of administrative data,
such as unemployment and wage records, more amenable to research purposes by removing
the interim step of data entry by researchers. Early electronic data sources came with challeng-
es, such as storage in decentralized locations, which made the data inconsistent across loca-
tions and difficult to extract. New policies and programs during the 1990s in such areas as
social welfare and public health, which required heightened monitoring and reporting by state
and federal governments, introduced incentives for modernizing electronic administrative
databases and increasing the uniformity of those data for reporting purposes. Demonstrating
metrics became tied to funding requirements and, as a result, data were more consistently
recorded. The creation of national databases emerged, and state and local data that funneled
into these larger databases improved. While national databases can have limitations on use and
complicated acquisition processes, their growth contributed to advancements in access to and
quality of administrative data.

For example, the Personal Responsibility and Work Opportunity Reconciliation Act of
1996 (PRWORA) enacted the National Directory of New Hires (NDNH). This directory
centralized data on new hires, quarterly wages, and unemployment from all states, with the goal
of enforcing child support payments by noncustodial parents who live in different states from
their children by withholding the amounts from their paychecks.'”” PRWORA also permitted
researchers to use the NDNH by giving them access to individual-level, deidentified (not
personally identifiable) data.'® Thus, since its creation, policymakers and researchers have used
the NDNH for understanding a range of policy topics related to labor market functioning and
social welfare, and, over time, efforts grew to improve the data for more varied forms of
programmatic and research activities.'” However, permission to use the NDNH is granted on a
limited basis, and access to the data comes with a number of restrictions that include working in
a “clean” data room (or a workspace disconnected from any networks and peer services) and

"“Office of Management and Budget (2014).

"*Solomon-Fears (2014).

1°42 U.S.C. § 653 (§)(5).

""Wheaton, Durham, and Loprest (2012); Office of Child Support and Enforcement (2012a).



having the Office of Child Support Enhancement at HHS process the data for analysis to
minimize the risk of identification."®

Similarly, the birth certificates and Medicaid data that will be used in MIHOPE-Strong
Start have seen improvements in accessibility and usability as part of efforts to advance
programmatic functioning. Birth certificates are one of the oldest administrative data sources
used in research; births were registered by the colonial settlers in the seventeenth century.' In
1902, the U.S. Bureau of the Census started collecting annual vital records from all states, and
the establishment of a national system began.*® Minimum reporting items for all states’ vital
records were mandated, and the Model Vital Statistics Act of 1907 established guidelines for
states to update their systems, law, and regulations.”' These guidelines have been revised over
the years to meet the growing uses of vital records data.** Established in 1912, the Child Health
Bureau later expanded into the Maternal and Child Health Bureau and influenced the estab-
lishment of the birth registry, becoming an important driver of the use of vital records data for
public health purposes.”

Today, states annually report vital records data to the National Center for Health Statis-
tics (NCHYS) in the Centers for Disease Control and Prevention (CDC) using a standard certifi-
cate. The NCHS data play a central role in government planning, public health surveillance, and
social welfare policy, as the richness of information contained in the U.S. Standard Certificate
has applicability to a variety of policy and research areas. For example, with the recognition that
some chronic diseases diagnosed in adulthood can begin at the fetal stage, some maternal and
child health policymakers now use a life course approach in which programs target maternal
prenatal health to improve children’s prenatal development with the end goal of preventing
serious disease later in life (for example, heart disease, stroke, and diabetes). Vital records are
one of the sources used to measure effects.*

The current version of the birth certificate (2003 revision) includes detailed information
about the mother’s and infant’s health and health care use during and after delivery (Figure 1),
as well as personal information such as mother and infant names, dates of birth, and address.
The data are collected from official reports that hospitals prepare to record births.

"®Office of Child Support and Enforcement (2012b).

Hetzel (1997); Hotz, Goerge, Balzekas, and Margolin (1996).

**The U.S. Census Bureau first used the national registration system to collect death certificates, and then,
by 1915, expanded the national system to collect birth certificates. Today, vital records encompass births,
deaths, fetal deaths, marriages, divorces, and adoptions (Hetzel 1997).

*'Hetzel (1997).

*Centers for Disease Control and Prevention (1994).

“Harwood, Yu, and Kavanagh (n.d.).

24Fine, Kotelchuck, Adess, and Pies (2009); Kogan, Barfield, and Kroelinger (2014).



The Mother and Infant Home Visiting Program Evaluation-Strong Start

Figure 1

Section of U.S. Standard Certificate of Live Birth, 2003 Revision

MOTHER 29a. DATE OF FIRST PRENATAL CARE VISIT 29b. DATE OF LAST PRENATAL CARE VISIT |30. TOTAL NUMBER OF PRENATAL VISITS FOR THIS PREGNANCY
4t 4 0O NoPrenatal Care W P —
MM DD YYYY MM DD YYYY o {fnone, enterz0")
31, MOTHER'S HEIGHT 32, MOTHER'S PREPREGNANCY WEIGHT |33, MOTHER'S WEIGHT AT DELIVERY |34, DID MOTHER GET WIC FOOD FOR HERSELF
___ (festfinches) ____{pounds) ____ (pounds) DURING THIS PREGNANCY? 0 Yes o No
35. NUMBER OF PREVIOUS 36. NUMBER OF OTHER 37. CIGARETTE SMOKING BEFORE AND DURING PREGNANCY 38. PRINCIPAL SOURCE OF
LIVE BIRTHS (Do not include PREGNANCY OUTCOMES For each time period, enter either the number of cigarettes or the PAYMENT FOR THIS
this child) (spontaneous or induced number of packs of cigarettes smoked. IF NONE, ENTER 20" DELIVERY
losses or ectopic pregnancies)
35a. Now Living | 350 Now Dead |36a. Other Oulcomes Average number of cigarettes or packs of cigarettes smoked per day. | o Private Insurance
# of cigarettes #ofpacks | o medicaid
Number Number Number ___ Three Months Before Pregnancy ______ Oor ___ o Seltpay
First Three Months of Pregnancy — orR
5 Ko 5 i Siees Second Three Months of Pregnancy ______ OR — | & 2ther
Third Trimester of Pregnancy e, OR, — (Specify)
35c. DATE OF LAST LIVE BIRTH 36b. DATE OF LAST OTHER 39. DATE LAST NORMAL MENSES BEGAN 40. MOTHER'S MEDICAL RECORD NUMBER
, AR PREGNANCY OUTCOME e e e
MM Y YYY Y A M D YYYY
MM WALy
MEDICAL 41. RISK FACTORS IN THIS PREGNANCY 43. OBSTETRIC PROCEDURES (Check all that apply) 46. METHOD OF DELIVERY
(Check all that apply)
AND Diabetes o Cervical cerclage A Was delivery with forceps attempted but
O Prepregnancy (Diagnosis prior to this pregnancy) o Tocolysis unsuccessful?
HEALTH o Gestational  (Diagnosis in this pregnancy) o Yes o Mo
External cephalic version
INFORMATION Hypertension o Successful B. Was delivery with vacuum extraction attempted
o Prepregnancy (Chronic) o Failed but unsuceessful?
O Gestational (PIH, preeclampsia) o Yes o No
o Eclampsia o None ofthe above C. Fefal presentation at bith
o Cephalic
O Previous pretemm birth 74 ONSET OF LABOR (Check all nat apply)
o Breech
o Other

NEWBORN

o Other previous poor preanancy outcome (Includes

growth restricted birth)

check all that apply

Intrauterine insemination
O Assisted reproductive technology (e.g., in vitro
fertilization (IVF), gamete intrafallopian
transfer (GIFT))

O Mother had a previoLss cesarean delivery
If yes, how many __

O _None ofthe above

perinatal death, small-for-ge stational agefintradterine

o Pregnancy resulted from infertility treatment-If yes,

o Fertility-enhancing drugs, Artificial insemination or

o Premature Rupture of the Membranes (prolonged, 312 hrs )

o

Final route and method of delivery (Check one )
o VYaginal/Spontaneous
O Vaginal/Forceps
o Vaginal/Vacuum
o

o Precipitous Labor (<3 hrs.)

o Prolenged Labor (3 20 hrs.)

42, INFECTIONS PRESENT AND/OR TREATED

Gonorrhea
Syphilis
Chlamydia
Hepatitis B
Hepatitis ¢

None of the above

oooooao

DURING THIS PREGNANCY (Check all that apply)

O None of the above Cesarean
If cesarean, was a trial of labor attempted?
45 CHARACTERISTICS OF LABOR AND DELIVERY o Yes
(Check all that apply) o No
47, MATERNAL MORBIDITY (Check all that apply)
o Induction of labor (Complications associated with labor and
o Augmentation of labor delivery)
O Non-vertex presentation O Maternal transfusion
o Steroids (glucocorticoids) for fetal lung maturation O Third or fourth degree perineal laceration
received by the mother prior to delivery o Ruptured uterus
O Antibiotics received by the mother during labor o Unplanned hysterectomy
o Clinical choricamnionitis diagnosed during labor or O Admission to intensive care unit
matemal temperatro= 3870l J0d 2k o Unplanned operating room procedure
O Moderate/heavy meconium staining of the amniotic fluid following delivery
O Fetal intolerance of labor such that one or more of the o None ofthe above
following actions was taken: in-utero resuscitative
measures, further fetal assessment, or operative delivery
O Epidural or spinal anesthesia during labor
O None of the above

NEWBORN INFORMATION

48 NEWBORN MEDICAL RECORD NUMBER

49. BIRTHWEIGHT (arams preferred, specify unit)

Mother's Name

Mother’s Medical Record

No.

Sgrams 9 1bjoz

50. OBSTETRIC ESTIMATE OF GESTATION

(completed weeks)

51. APGAR SCORE
Score at 5 minutes

If & minute score is less than 6,

Score at 10 minutes:

53. IFNOT SINGLE BIRTH - Born First, Second,

Third, etc. (Specify)

54. ABNORMAL CONDIT IONS OF THE NEWBORN 55 CONGENITAL ANOMALIES OF THE NEWBORN
(Check all that apply) (Check all that apply)
O Anencephaly
O Assisted ventilation required immediately o Meningomyelocele/Spina bifida
following delivery O Cyanotic congenital heart disease
O Assisted ventilation required for more than | fongenitaldiaphregrmealic e
B o Omphalocele
O Gastroschisis
o NICU admission O Limb reduction defect (exdluding congenital
amputation and dwarfing syndromes)
o Newborn given surfactant replacement O Cleft Lip with or without Cleft Palate
therapy O Cleft Palate alone
O Down Syndrome
o Antibiotics received by the newbom for o Karyotype confirmed
suspected neonatal sepsis O Karyotype pending
O Suspected chromosomal disorder
O Seizure or serious neurologic dysfunction O Karyotype confirmed
o Significant birth injury {skeletal fracture(s), peripheral o Eypijxﬁfg@ perding
nerve injury, and/or soft tissue/solid organ hemomrhage
a6 rooessiberseiions O None of the anomalies listed above
9 None ofthe above

56. WAS INFANT TRANSFERRED WITHIN 24 HOU

TO

IF YES, NAME OF FACILITY INFANT TRANSFERRED

RS OF DELIVERY? 9 Yes 9 No [57. IS INFANT LIVING AT TIME OF REPORT? 58. IS THE INFANT BEING

o Yes 0 No o Infanttransferred, status unknown| ~ BREASTFED AT DISCHARGE?
o Yes o No




Hospitals submit these reports to states through an electronic registration system. States
are federally required to clean and process the data and to send completed vital records files to
the NCHS for disseminating official vital statistics.*

While data housed by the NCHS contain much of the information displayed in Figure
1, the NCHS data are deidentified.*® As a consequence, these data cannot be combined with
other administrative or survey data sets to answer such policy research questions as whether
improvements in infant health at birth (birth certificate data) can reduce postbirth hospitaliza-
tions and health care spending in the first year of infancy (medical records and cost data). The
MIHOPE-Strong Start team therefore had to acquire identified vital records data from each
state agency.

Medicaid data have a shorter history. The Medicaid program was established by the So-
cial Security Act of 1965 and is jointly funded by state and federal governments. Historically,
states have had a lot of flexibility in the administration of Medicaid, which has resulted in
varying data practices. The Balanced Budget Act of 1997 initiated important changes in its
administration.”” Most relevantly, the act mandated a uniform process for states to submit
Medicaid claims and eligibility data to CMS and conditioned federal matching dollars upon
accurate submission of data.® The system used for collecting these data, called the Medicaid
Statistical Information System (MSIS), has improved data uniformity across states, although
eligibility requirements and Medicaid-covered services remain distinct by state.” Medicaid data
use has experienced a marked shift in recent years, from being primarily administrative to
having a research objective, through the release of the Medicaid Analytic eXtract (MAX),*
which converts data in the MSIS from quarterly files into annual files designed to be more
usable by the research community. While MAX data represent a major advancement for using
Medicaid data for research and are available in an identifiable form, they take at least two years

42 U.S.C. § 242k.

¥ Aggregated data from the NCHS are publicly available online. Researchers interested in deidentified
record-level data must submit an application to NCHS and agree to the terms of a data use agreement.

?’Klemm (2000).

%42 U.S.C. 1396b § 1903(r)(1)(F).

PKaiser Commission on Medicaid and the Uninsured (2004). The Balanced Budget Act also simplified
the process by which Medicaid beneficiaries could enroll in managed care health plans, and it paved the path
for state Medicaid programs to increase their use of managed care. The act did not require encounter data (data
received from Medicaid managed care organizations) to abide by the same MSIS submission standards as
claims data (data received from Medicaid fee-for-service providers), given the complexity of managed care
billing practices. However, the Patient Protection and Affordable Care Act recently tied the receipt of federal
matching dollars to the accurate submission of encounter data to the MSIS, and it is expected that encounter
data will become more comparable to fee-for-service claims data (Byrd and Verdier 2011).

3previously called State Medicaid Research Files (SMRFs).
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to be compiled and processed, which is too long for MIHOPE-Strong Start. Therefore, the
research team has had to collect Medicaid data directly from state agencies.’'

Data Quality Considerations

Although the use of administrative records has particular strengths compared with the
more resource-intensive effort to collect survey data, and administrative records are prized for
their accuracy, they are not without some data quality concerns for research purposes. While
many of the administrative data-based measures of interest in MIHOPE-Strong Start have been
found to be highly accurate, other indicators may be less so.

Birth Cetrtificate Data

Data elements that are commonly used to monitor fertility, birth, and mortality trends
have been found to have high accuracy. Specifically, studies that validated birth certificate data
using medical chart abstractions have found high rates of agreement for birth weight, Apgar
score,’” obstetric estimate of gestational age, and methods of delivery. For example, when birth
certificate records were compared with data abstracted from medical charts, the percentage of
infants classified as low birth weight and very low birth weight on both sources had over 95
percent agreement. >

In contrast, information from birth certificates about pregnancy history and prenatal
care is less valid because this information is typically based on mothers’ self-reports (which
can be subject to memory or other types of bias) and entered onto the forms by hospital staff
members (adding an additional opportunity for misreporting). Studies indicate less agreement
for these items when compared with medical health records. The latest (2003) revision to the
U.S. Standard Certificate improved data quality and reporting rates, but implementation has
been delayed in numerous states, and there is a continued lack of standardization across
hospitals.

3"Newer BetaMAX files release data more quickly but still have a lag of over one year. A third version of
MAX files, called AlphaMAX, is in development, with the advantage that these files will be prepared for
release as they are received, instead of after seven quarters of data are received, which is generally how the
MAX and BetaMAX files are prepared.

**The Apgar score comes from a test performed on a baby at one minute and five minutes after birth,
measuring breathing effort, heart rate, muscle tone, reflexes, and skin color. The one-minute score determines
the baby’s response to the birthing process. The five-minute score indicates how the infant is faring in the
environment.

3Martin et al. (2013b).
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Medicaid Data

Medicaid claims data record health care services provided to beneficiaries, associated
diagnoses that justify the services, amounts charged by providers, and amounts Medicaid
reimbursed to the provider. Each state, however, has its own federal medical assistance
percentage, which is the specified percentage of program expenditures that the federal
government will pay to states. This can make using data across different states more difficult
for research, because reimbursement prices will vary for the same service or prescription
medication. A movement toward payment arrangements in which packages of related services
are collapsed into a single code (a practice sometimes referred to as bundled payments or
global billing) can further affect the accuracy of the data because it is difficult to isolate
specific events.

Other data quality concerns can be attributed to patterns in the stability of coverage;
Medicaid files capture services only during the time someone was receiving Medicaid benefits,
so data completeness can be of concern for individuals who lose coverage or disenroll for a
period of time.

The form and quality of Medicaid data depend on whether people are in a fee-for-
service (FFS) plan or a Medicaid managed care organization (MCO).** CMS has developed
strict guidelines for submitting FFS claims for payment that give providers an incentive to enter
information accurately about services rendered. Managed care organizations, however, have
different payment arrangements from those of fee-for-service providers. Managed care organi-
zations may get reimbursed on a monthly capitation basis (that is, they receive a set fee per
patient regardless of the treatment or service provided) or may have network-specific guide-
lines. If capitated payments are used, the state does not need to see or track each service, so
there is less motivation to record these accurately than there might be under fee-for-service
arrangements. This makes it difficult to extract information about exactly which services were
rendered and their associated costs, especially in states that have a high penetration of managed
care organizations. This also means that the data extracted may be less accurate.

Most MIHOPE-Strong Start states use managed care for a majority of Medicaid benefi-
ciaries, and the quality of certain types of managed care encounter data is likely to vary across
states. (Note that Medicaid reports received from managed care organizations are called
encounters rather than claims.) In some MIHOPE-Strong Start states, managed care penetration
is likely to be high; several states (as of 2010) reported that over 70 percent of their Medicaid

*FFS is a payment model in which providers are paid for the specific services they provide. By contrast,
MCOs implement a range of activities to try to reduce health care costs while maintaining health care quality.
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beneficiaries were in managed care organizations.” Other MIHOPE-Strong Start states have
previously reported very low levels of managed care penetration, but the use of managed care
has grown over time, and pregnant women are more likely to be in managed care compared
with other Medicaid recipients. The extent to which study participants are enrolled in managed
care organizations, and how this varies across states, will remain unclear until all records are
received.

Similarly, the extent to which the required encounter data may or may not be usable in
the records maintained by state Medicaid agencies remains unknown. Prior research on the
usability of managed care data for research purposes has revealed that most of the states
approached for MIHOPE-Strong Start are known to have usable managed care data for the
primary infant health outcomes described earlier.** However, with respect to both outpatient and
inpatient care data, Medicaid encounter data may not be usable in several states.’’

Thus, although several of the salient potential outcomes in MIHOPE-Strong Start have
been shown to be captured accurately in administrative data sources, the quality of information
for other indicators may be suboptimal in some states or for some data elements, and will need
to be closely examined when the data are received. And while recent efforts to make birth
certificate and Medicaid data available nationally have furthered some research agendas and
improved the quality of records submitted to federal agencies,*® these national databases will not
work for studies like MIHOPE-Strong Start that need individual-level, identifiable data as soon
as possible after a birth event occurs or a health care service is rendered and paid. The following
section describes MIHOPE-Strong Start’s experience securing birth certificate and Medicaid
data directly from the states targeted for the study.

Description of the Process Used to Collect Data

As of the writing of this report, MIHOPE-Strong Start had initiated data acquisition efforts with
21 Medicaid agencies and 21 vital records agencies in 20 states.™

3Centers for Medicare and Medicaid Services (2010).

3%In assessing whether data is usable for research purposes, Byrd and Dodd (2012) consider completeness
of encounter records (assessed by volume, such as the number of claims per enrollee and the percentage of
enrollees with claims) and the quality or amount of information provided about the encounter (for example,
whether diagnosis and procedure codes were filled in and with specificity).

*"Byrd and Dodd (2012).

*National Association for Public Health Statistics and Information Systems (2013).

*The total number of targeted Medicaid agencies includes one state that has two relevant agencies: one
for collecting fee-for-service data and one for collecting managed care data. The latter is the state’s “all-payer
claims database,” a repository of claims from all health insurance payers in the state, including programs such
as Medicaid and private insurers such as Blue Cross Blue Shield, in which the data are standardized across all

(continued)
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Figure 2 shows the typical data acquisition process, which starts with outreach to an ap-
propriate data contact and ends with a legal agreement that ensures the study team’s right to
receive data from the agency. (The process of having the state send the administrative data to
MDRC is not discussed.) Key intermediary steps are having the data agency review and
approve the MIHOPE-Strong Start informed consent form and, in most cases, submitting an
application for data use.

The ranges of months given in Figure 2 are estimates of the time needed to complete
each data acquisition step for the middle 50 percent of agencies targeted for MIHOPE-Strong
Start based on data the study team has collected to track progress. They include projections,
because not every step has been completed for all the agencies. The longest step is entering into
a legal agreement, which can take between 4 and 15 months. The different data acquisition
stages may overlap (for example, the application step may be combined with the review of the
consent form or with the legal agreement step) or may occur sequentially, which tends to
lengthen the process. The overall amount of time to complete all these steps varies greatly; it
has taken between 7 and 18 months to complete the process for the middle 50 percent of all
state agencies. The full range of time for all agencies contacted by MIHOPE-Strong Start
suggests that the process can extend from just 4 months to as long as 24 months (not shown).

Some agencies are outliers — taking a much shorter or longer time than expected —
making it difficult to predict exactly how long the administrative data acquisition process will
take. At the time of this report’s writing, the team had entered into legal agreements with about
half (19) of the data agencies. Among those 19 agencies, it took 11 months, on average, from
the time the team started to identify a contact at the data agency to the date the agreement was
executed. It should be noted that outreach to the 42 agencies did not occur all at once.

The remainder of this section provides greater detail about each of the steps taken in
this process.

Initial Outreach

The first step in the administrative data acquisition effort is to identify an appropriate
contact with whom to speak at a data agency. Once this person is identified, the team reaches
out for an initial consultation. Through this conversation, the team learns about the quality of
the agency’s data and whether they will be usable for MIHOPE-Strong Start’s research goals.

payers. The total number of vital records agencies also includes one state that has two separate data agencies
housing vital records data for different parts of the state. Therefore, data collection activities targeted 21
Medicaid and 21 vital records agencies in 20 states.
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The Mother and Infant Home Visiting Program Evaluation-Strong Start

Figure 2
Data Acquisition Process: Typical Length of Time to Complete Each Step

e Document data quality and usability for the study
. Learn about particularities of the data acquisition process
.. Devel lationship with the dat tact
Initial outreach > . evelop a relationship with the data contac
Length of time: 1-2 months
A 4 . Work with the data contact or Privacy Office to finalize the
informed consent process for collecting identifiable data
. Combine the informed consent with a HIPAA authorization
Informed consent > to collect identifiable health claims data (“protected health
information”)
Length of time: 3-7 months
\ 4 . Describe the study purpose and how the requested data will
be used for the study’s research goals
. Propose the logistics of the data exchange
Application” > e Provide clear explanations of data security systems and
procedures
Length of time: 4-13 months
\ 4 . Work with the data contact and/or Privacy Office to draft
and enter into a legal agreement that establishes the terms
for the data usage, such as the data exchange process, data
Legal agreement > security and destruction requirements, the variables to share,
and the frequency of the data shipments
Length of time: 4-15 months
Typical length of time: 7-18 months

SOURCE: MDRC calculations based on administrative data acquisition efforts with 42 data
agencies for birth certificate and Medicaid data as of November 2014.

NOTES: Estimates of the typical length of time (in months) to complete each data acquisition
stage are based on the middle 50 percent of targeted MIHOPE-Strong Start states. Data acqui-
sition activities may be completed sequentially or concurrently depending on the data agen-
cy’s protocol. These estimates are still preliminary since administrative data acquisition has
not been completed in all states. HIPAA = Health Insurance Portability and Accountability
Act of 1996.

*Some agencies may not have an application process and require only an approved consent
form and a signed legal agreement. The data acquisition process shown in this figure can be
reduced to three out of the four stages when a data agency does not require an application to
release identifiable data.
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These initial conversations with agency contacts help the team learn whether an application will
have to be completed to access data or to initiate human subjects contact, whether the agency
wants to change the study’s process for obtaining informed consent, and whether the agency has
its own legal documents that MDRC will need to sign. The team also asks detailed questions
about data quality, such as when data will be complete and how long it will take for the agency
to send the data files to the researchers. Another key piece of information needed in planning
study intake is which identifiers the agency needs in order to match to the MIHOPE-Strong
Start sample (for example, name, date of birth, Social Security number, or Medicaid identifica-
tion number) and how the agency will conduct this match. Additionally, for budgeting purposes,
the team asks about the costs associated with the requested data extractions. Fees have varied
widely — from no cost to $15,000 for two data extractions.

Table 1 presents information learned from the data acquisition process undertaken for
MIHOPE-Strong Start. As shown, at the time of writing, initial outreach has been completed in
nearly all the targeted data agencies (20 out of 21 Medicaid agencies; 20 out of 21 vital records
agencies). In both of the cases where initial outreach has not been completed, it is because
research activities in the state have begun only recently. Additionally, as detailed later in the
report, in the cases of three Medicaid agencies and one vital records agency, the team learned
early in the process that the agency would be unable to provide the data needed for the study.

The case study in Box 1, a compilation of the team’s experiences with different agen-
cies, illustrates the importance of direct outreach at the start of the acquisition process by
presenting an example of how early conversations can affect later stages.

Informed Consent

For MIHOPE-Strong Start, all study participants provide informed consent. The stan-
dard informed consent form used for MIHOPE-Strong Start (hereafter referred to as the “stand-
ard consent form”) details the activities asked of study participants, explains how the study will
use a participant’s information, covers anticipated risks and benefits, and provides a means to
remove oneself from the study by revoking consent.

All Medicaid data agencies and most vital records agencies have a template consent
form, but the study team’s preference was to use the MIHOPE-Strong Start standard consent
form. Typically, a data agency’s legal counsel reviews the study’s standard consent form to
verify whether it meets the agency’s standards for allowing the researchers to obtain identifiable
data and use the data as proposed. While both the data agencies and the study team share the
explicit goal of conducting an ethical research study and protecting sample members’ identities,
some data agencies have required changes to the standard consent form. Some agencies are
bound by state statutes that require the informed consent process to follow specific guidelines,
for example, to disclose that certain types of protected health information (PHI) will be released
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The Mother and Infant Home Visiting Program Evaluation-Strong Start
Table 1

Administrative Data Acquisition Summary

Number of Agencies Medicaid Re?:];tracllls Total
Targeted” 21 21 42
Initial outreach completed 20 20 40
Agency required modifications to standard informed

consent form” 6 5 11
Agency required Institutional Review Board

(or similar review committee) application 14 20 34
Agency provided a template legal agreement* 19 19 38
Entered into a legal agreement 10 9 19

SOURCE: MDRC calculations based on administrative data acquisition efforts as of November
2014.

NOTES: 2Targeted agencies are those where outreach occurred to learn more about the availability
of data. The total number of targeted Medicaid agencies includes one state that has two relevant
agencies: one for collecting fee-for-service data and one for collecting managed care data. The total
number of vital records agencies also includes one state that has two separate data agencies for
collecting data from different parts of the state.

YAn additional five Medicaid and three vital records agencies have not approved the standard
informed consent form and, therefore, still may request changes.

°In the case of one Medicaid agency and one vital records agency, it is still unknown whether they
will require an application.

dLegal agreements can be part of an application for data or a stand-alone document. There is one
Medicaid agency and one vital records agency for which it is unknown whether they have a template
agreement.

to researchers.*’ Other agencies have simply wanted the team to be clearer about exactly which
types of data will be collected or how identifiers will be used. The study team has to balance

“OThis process is further complicated when collecting Medicaid data, which is governed by the Health
Insurance Portability and Accountability Act of 1996 (HIPAA). All protected health information (PHI),
including identifiable Medicaid data, has specific regulations for its acquisition and use. See the Code of
Federal Regulations, 45 C.F.R. § 160.103, for the legal definitions of PHI and covered entities. A covered
entity cannot disclose the PHI of an individual whose services received or other characteristics are described in
the data without receiving a formal authorization from the individual for this disclosure. Therefore, a consent
form that seeks to collect PHI must include a set of core elements (see 45 C.F.R. §164.508(c)(1)) and required
statements (see 45 C.F.R. § 164.508(c)(2)) that are necessary parts of a HIPAA authorization to release PHI.
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Box 1

Collecting Vital Records: Making an Initial
Outreach and Submitting an Application

A researcher seeks identifiable birth certificate data for a study. She needs identifiable data for
subgroup analyses. To begin the process, she searches on the relevant data agency’s website
to learn where the data are housed and finds some information there about requesting data for
research. She develops a few questions, based on the materials she found and the study’s data
needs, and compiles those into an introductory memo. She emails a contact listed on the
department’s website, asking to hold a brief call to discuss the study and to review the memo
she has attached.

A few weeks later, an agency staff member responsible for data requests contacts the re-
searcher to talk about the study. The researcher learns that the department’s application
process for her study will be different from what is listed on the website and that there is a
fluid schedule for submitting applications for review. She also gains some pointers for im-
proving the odds of having her application approved. The review committee is particularly
interested in learning how the data will be deidentified once acquired by the researcher and
wants to see a lot of detail about this process. Also, the data agency reports being understaffed
and only takes on projects that further the department’s mission. The data contact encourages
the researcher to demonstrate how her study will have benefit to the department, a require-
ment that was not conveyed in the materials or on the website. The researcher makes sure to
provide evidence for such benefit in a number of places in the application.

Once she completes the application, the researcher submits it to the agency. Her application
includes a detailed data security plan, a set of signatures from all staff members who will have
access to the data, a copy of the informed consent form that the study will ask participants to
sign, and a series of flow charts that illustrate the data deidentification process and data
sharing. She plans to begin her study in three months and has been told that the department
reviews applications on an ad hoc basis as their schedule allows. It is important that the
review happen before enrollment into the study begins, in case the review committee has any
particular requirements about the wording of the informed consent form. The review commit-
tee provides preliminary feedback that the justifications for the data elements she requested
are not adequate and that the data shipments will need to be sent later than requested. She
revises and resubmits. At this point, she has one month until her study is scheduled to begin.
She calls the data contact to explain the growing urgency and he helps connect her with the
review committee to discuss the remaining issues. The review committee is still concerned
about how the data will be sufficiently deidentified. They are particularly concerned about the
possibility of the researcher using follow-back procedures, meaning that she would use the
identifiable data to contact families for additional research. The researcher clarifies during this
conversation that she does not intend to use follow-back procedures based on the data that she
will receive from the data agency. The review committee has this clarified in the application
and then sends it to the State Registrar to process the official approval.
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these requests from data agencies with MIHOPE-Strong Start’s intent to make the informed
consent process as easy and understandable to study participants as possible.

The study team needs the data agencies to approve the informed consent process (re-
gardless of whether the team had to make changes) before the team starts recruiting sample
members into the study in that state, to avoid the possibility of enrolling participants for whom
data will not be provided. The study team cannot initiate enrollment of study participants until
the standard consent form has been approved.

At the time of writing, 5 Medicaid and 3 vital records agencies have not yet indicated
whether the informed consent form is sufficient, while approximately one-third (11 out of 34) of
the remaining agencies required changes to the study’s standard consent form (Table 1). Many
of the Medicaid agencies (4 out of 6) requested modifications to the standard consent form in
order to specify that certain types of sensitive health information, such as the treatment and
status of HIV and AIDS, mental health conditions, and substance abuse, would be released.

Application

Most data agencies (34 out of 41; unknown in the case of 1) have required the
MIHOPE-Strong Start team to submit an application to either an IRB, a departmental review
committee, or the agency itself (Table 1). Nearly all vital records agencies have required some
level of formal review (20 out of 21), compared with two-thirds of the Medicaid agencies (14
out of 20; unknown for 1). Typically, applications ask the data requester to describe the purpose
of the study, how the requested data will be used to complete the study’s research goals, the
types of deliverables that will result from the study, the data security procedures that will be
followed, and details about the data request (such as the list of data elements, the number of data
shipments, the time periods of data coverage for each shipment, and the preferred method of
data transmission).

Important to all data agencies is evidence that a requester is able to protect their data.
Applications have to provide detailed accounts of the involved organizations’ security systems,
including how data will be encrypted in transit and at rest to ensure the confidentiality of all
sample members and how access to the identifiable administrative data will be limited to staff
members on a “need-to-know” basis.

In some cases, the applications involve a review of human subjects contact, which
means that the research design and contact procedures for the study are under consideration
and research activities cannot be started until the team receives approval. Applications of this
“full-project” scope may be for an IRB or for a data agency application and include a review of
all study protocols involving the subjects, such as the study design, intake procedures, survey
instruments, and whether the interactions with subjects abide by ethical standards.
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A few states even have multiple review committees for access to a single data source.
This occurs in some cases because a state’s data are stored within different organizations. For
example, one state requires one application for fee-for-service Medicaid claims and another for
managed care encounter data. Another state has two separate agencies that house vital records
data for different parts of the state. Multiple applications and reviews also occur when a state
requires applications to each data agency but also has an overarching, statewide review commit-
tee with jurisdiction over the individual data agencies. Without approval from both the data
agencies and the statewide IRB, data access will not be granted.

Finally, the review process has varied greatly in terms of the number of follow-up ques-
tions that an agency asks, whether a resubmittal is required, and the length of time it takes the
reviewers to approve an application. A typical review process, which includes resubmitting
revised materials if requested and receiving approval from the committee, can take as little as
one week or as long as three to six months. While it requires a significant amount of research
staff time to handle these applications, having gone through a systematic application procedure
seems to speed the process once the committee completes its review and a legal agreement is
being negotiated. In cases where an application is submitted and accepted, reviewers seem less
likely to ask for information or changes in an ad hoc manner in the course of negotiating the
language for the legal agreement.

Legal Agreement

Most agencies (38 out of 40; unknown for 2) have template legal agreements, which
serve as the starting point for negotiating a final agreement stating that the agency will provide
MDRC with data to be used for the MIHOPE-Strong Start study (Table 1). These template
agreements range from data use, business associate, and nondisclosure agreements to a series of
confidentiality agreements to be signed by each study staff member with access to data.*' They
vary widely; one agency provided an agreement that was nearly 60 pages long, while another
provided a one-page data use document. The legal agreement may also be combined with the
application, rolling the two steps into one, which makes the content of the application part of the
legal obligations for the requester and the data agency.

The template legal agreements from data agencies often have required much negotia-
tion because they do not meet the requirements of a complex study such as MIHOPE-Strong

*'Data use agreements are typically used to broker the data exchange between a data agency and a re-
quester. Nondisclosure and confidentiality agreements tend to be paired with a data use agreement and more
explicitly obligate the research organization and its staff to protect the data by having, for example, all staff
members involved sign the agreement. Business associate agreements are provided by Medicaid agencies, as
they are contracts between a HIPAA-covered entity and a business associate (who provides a service to the
covered entity); they are intended to protect PHI in accordance with HIPAA guidelines.
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Start. Depending on the nature and number of requested modifications, the negotiations be-
tween MDRC and the data agency may span multiple iterations and can take from a couple of
months to over a year to execute. MDRC has had to ensure that it has the staff to navigate these
negotiations, including an attorney with in-depth knowledge about data security, various state
statutes, and the Health Insurance Portability and Accountability Act of 1996 (HIPAA).

The case study in Box 2 presents an example of how the study team might interact with
a data agency’s privacy office to modify a consent form and legal agreement. It is based on the
study team’s experiences with multiple agencies rather than one particular agency.

Key areas of the agreements that have consistently met with resistance from data agen-
cies but that are necessary for MIHOPE-Strong Start are described below.

Destruction of Identifiable Data and Retention of Deidentified Data

One goal of MIHOPE-Strong Start is to further the knowledge base of social policy re-
searchers by archiving a deidentified analysis file for secondary use by interested researchers
(called a “restricted access file””). This restricted access file will combine all data sources
collected for MIHOPE-Strong Start but will strip the file of personal identifiers and mask “small
cells” so that sample members’ identities cannot be determined by users of the file. This will be
done by collapsing small cells in the table of data (for example, by combining specific racial
and ethnic groups that are uncommon among the study’s sample members into a broad “other”
category) and by conducting cross-tabulations of information to ensure that identities cannot be
determined by combining information. For example, if there were only two 15-year-old study
participants who were married, then the marital status of those individuals would be removed so
that a small cell size of two would not appear in the data set. Additionally, users of the restricted
access file will have to meet and follow specific requirements, including data security require-
ments for storing and accessing the data, using the data for research purposes only, and being
associated with a verifiable research institution, in order to access the data.

OPRE, a sponsor of the evaluation, requires most of its large studies to archive their da-
ta so that other researchers can explore new research questions and replicate original findings
once the primary study is complete. Creating a restricted access file lends transparency to
MIHOPE-Strong Start by allowing other researchers to do independent analyses and to deter-
mine whether they agree with the conclusions of the original study. It also ensures that the time,
effort, and resources spent to collect the data for MIHOPE-Strong Start will have use beyond
this specific project and that this information can help inform other research as well as program
and policy agendas in the future.
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Box 2

Collecting Medicaid Data: Modifying an Informed
Consent Form and Completing a Legal Agreement

A researcher is working with the privacy office of a state health department to revise an
informed consent form that includes a HIPAA authorization. He wants to obtain identifiable
Medicaid data, which is protected health information. He learned that the proposed consent
form is not adequate for collecting identifiable Medicaid data because it does not clearly
explain that eligibility records will be used in addition to claims records. It also does not
mention that the data will be linked with other types of data using Social Security numbers,
which the department requires researchers to note. The privacy office also would like certain
legal language that is part of their template HIPAA authorization to be included in the in-
formed consent form. HIPAA requires that authorizations are written in plain language, but
the template from the privacy office contains a lot of legalese, so the researcher is trying to
strike a balance between the language the department has proposed and what he believes
study participants will be able to understand. An attorney from the researcher’s organization
helps him to negotiate the changes to the informed consent form so that it meets both parties’
needs. They finally agree to supplement the researcher’s informed consent form with the
department’s HIPAA authorization, while stripping some of the duplicative information from
the HIPAA authorization.

After this, the researcher starts to work with the privacy office to finalize a legal agreement.
The researcher receives a template data use agreement to be signed by the organization’s
responsible party. It incorporates aspects of the study that the researcher talked about with the
privacy office, such as the purpose of the study and the details of the data shipments. The
researcher’s attorney reviews the data use agreement with the researcher and notes that it
specifies that the data must be encrypted in transit and at rest if they are not deidentified. The
attorney also notes a provision in the agreement that would curtail the researcher’s ability to
use the data as needed.

The researcher had intended to encrypt only data that have personally identifiable infor-
mation, such as names and Social Security numbers, but not protected health information,
such as the calendar month of admission to a hospital. The researcher works with his infor-
mation technology department to make sure his study is in compliance with the department’s
data security requirements. At the same time, the researcher’s attorney negotiates with the
privacy office at the data agency to have the provision modified in the agreement. Since those
at the privacy office are also attorneys, preferred protocol is to have peer-to-peer communica-
tions. The negotiations take over three months, but the parties eventually arrive at a mutually
agreeable solution and sign the modified agreement.
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Some agencies initially stated a preference for the destruction of deidentified (rather
than just identifiable) data at the end of the study and therefore were concerned about having it
included in the MIHOPE-Strong Start restricted access file, since their data (in deidentified
form) would continue to be used beyond the termination date of the legal agreement. However,
providing agencies with a detailed plan for how the data in the restricted access file would be
created, used, and stored has generally satisfied their concerns. Both vital records and Medicaid
data agencies have responded positively when the study team has explained that the file will be
deidentified in accordance with HIPAA.

Review of Publications Before Release

Another common point of negotiation concerns allowing MIHOPE-Strong Start to pro-
duce publications using the agency’s data without the agency’s review and approval of these
publications. This is necessary because it is OPRE’s policy to protect its research studies from
the appearance or possibility of external influence and bias in the findings. Informing the
agencies that the analyses provided in publications will be aggregated across all participating
home visiting programs, that MIHOPE-Strong Start is a national evaluation involving many
states’ data, that agencies and their policies will not be included by name in any reports, and that
small cell sizes will be suppressed in the restricted access file has served to assure most agencies
that their prior review of publications will not be necessary.

Linking Across Data Sources

As noted earlier, MIHOPE-Strong Start will link various data sources together in order
to enhance their usefulness and evaluation capacity. For example, an individual’s survey data at
the time of enrollment, which includes socio-demographic and family information not found in
administrative records, will be linked to Medicaid health claims and birth certificate data
through name, date of birth, Social Security number, and Medicaid identification number. This
allows the study team to have a richer data set for analysis purposes, affording them the ability
to conduct subgroup analyses of impacts on Medicaid data using socio-demographic and
psychosocial information (such as marital status or depressive symptoms) to define the sub-
group. Some data agencies, however, have been concerned that having their data linked with
these other sources will open them up to an unintended risk of unauthorized use of the data.
Therefore, the MIHOPE-Strong Start team has had to demonstrate that this part of the study will
not subject the data agency to unnecessary risk and that, in fact, protecting the identities of
participants is of primary concern to the MIHOPE-Strong Start researchers. This is often
achieved by detailing the data processing procedures, such as how data are stored on an en-
crypted server, which can be accessed only by a limited number of technical staff members who
deidentify the data and assign a unique random identification number to each participant before
linking data sources into an analytic file.
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Data Availability

In addition to the time required to contact data agencies and ultimately to execute agreements to
access administrative data, MIHOPE-Strong Start has had to build in time to receive these data.
Identifiable data from these sources do not undergo the same amount of processing by the
agency as deidentified or aggregated data, but they are still not usable on a “real time” basis. As
described in more detail below, states’ birth certificate data, which typically are released on an
annual basis, may not be available until 24 months after the start of the calendar year in which a
birth occurs. For example, the record for a birth in January 2014 may not be available for data
extraction until December 2015. Medicaid data typically have a shorter lag, but it still takes some
time from the date the service is rendered to when it is paid for or processed by the agency.

The final report for MIHOPE-Strong Start is to be published in September 2017, and
receiving timely data is essential for meeting the report schedule. The study team has worked
closely with data agencies to understand lags and negotiate for earlier releases of data when
needed so that all data can be received by January 2017.

Timing of Birth Certificate Data

Birth certificates reflect all births to residents of a state, and the time it takes to compile
and process this information depends on whether the data are classified as “preliminary” or
“cleaned.” The raw data that data agencies receive from hospital submissions are called prelim-
inary (or provisional) data. Preliminary data are available shortly after the birth, but are not
always available to researchers and may have more problems with data quality (for example,
duplicate reports or inconsistently labeled information). Cleaned data are produced through the
federal mandate for states to submit official vital statistics annually to the NCHS at the CDC;
cleaned data files are produced at the end of the calendar year so that all births are captured and
undergo a reconciliation process with the NCHS and hospitals to ensure the data are accurate,
which usually takes between 6 to 12 months.*

Figure 3 shows that, for most of the data agencies targeted in MIHOPE-Strong Start,
birth certificate data (either cleaned or preliminary) are available for the study to use within 24
months of the beginning of the calendar year in which the birth occurred (18 out of 19 agencies;
for 2 agencies the timing is unknown). This means that, for births that occur on January 1, it can
take up to two years for the records to appear in most states’ data systems and to become
available for extraction. Additional time is required for the state to send data to researchers and
for researchers to process and analyze the data. In many of these cases (13 out of 18 agencies),

242 US.C. § 242k.
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Figure 3

Availability of Birth Certificate Data to Researchers,
After the Beginning of a Calendar Year
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SOURCE: MDRC calculations based on administrative data acquisition efforts as of
November 2014.

NOTES: The dates in this figure show when birth certificate data (either cleaned or
preliminary) are available for births that occurred in the beginning of a calendar year. For
example, a record for a birth in January 2013 that is available “within 20 months” would
be available by August 2014. The figure includes one agency with a data lag between 21
and 24 months that will provide only aggregate data for medical and health information,
with a secondary file consisting exclusively of identifiers. The figure reflects the
availability of cleaned data if the cleaned data are available within 24 months of the
beginning of the calendar year. If it takes longer than 24 months for cleaned data to
become available, then the figure relies on the dates that preliminary data are available.
Dates available do not include the amount of time it takes for data shipments to occur.

cleaned data will be available for MIHOPE-Strong Start to use within 24 months, but for the
other 5 states, MIHOPE-Strong Start will have to use preliminary data if the study team wishes
to access records within the same time period.
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Timing of Medicaid Data

Medicaid data are available more quickly than birth certificate data and can typically be
requested from a state on a real-time basis.* In practice, however, researchers need to wait for
claims to be submitted by providers and paid or processed by the Medicaid agency, which is
typically between three and six months after the date of service, although this can vary by state,
type of service, payment method, and data warehousing by the Medicaid agency.

In both fee-for-service claims and managed care encounters, inpatient data tend to have
a longer lag than data on other services, such as prescription drug data, which are usually
available very quickly. Claims data are typically available earlier than encounter data. Providers
often do not file encounter data as quickly as claims because encounter data are not used for
reimbursement purposes, and they involve the input of multiple entities within the managed
care network.* In fact, depending on a state’s Medicaid managed care model, the amount of
time for encounter data to become available can exceed six months.

Matching to the MIHOPE-Strong Start Sample and Extracting Data

The discussion above focuses on how long it takes for data to become available from a
state’s system for extraction, but the MIHOPE-Strong Start team must also factor in time for the
data agencies to match the research sample to their data systems and to ship the data extracts.*
In this process, the MIHOPE-Strong Start team sends the sample members’ available identifiers
to the agency, which uses these identifiers to match to their data system. The data agency then
sends its data for the specific MIHOPE-Strong Start sample to the research team.

One of the motivations in some states’ recent efforts to create an “all-payer claims database” has been to
improve access to health claims data (including Medicaid claims and encounters) for researchers. A state data
agency may refer a requester to such a database if it exists. The lag time for an all-payer claims database tends
to be about 12 months after the close of the calendar year because the data must be received from all health
insurance payers and processed into a uniform format.

*Encounter data record services rendered to a client but may lack some information on specific charges
and reimbursement amounts to providers. This is because managed care organizations have different payment
arrangements from fee-for-service providers, which are reimbursed per service (as noted earlier). Medicaid
uses encounter data for rate setting for managed care organizations and for monitoring managed care organiza-
tion performance.

At least one data agency has said it cannot perform the match between its data system and the MIHOPE-
Strong Start research sample, so MDRC will conduct this match itself. Data security complications can arise
with receiving all data from a data agency’s system, so MIHOPE-Strong Start elected to use a “two-stage”
matching process in which a data agency sends the study team all identifiers in a data system, including the
data system’s unique record identification numbers. The MIHOPE-Strong Start study team then matches the
identifiers to the research sample and returns all matched identifiers to the data agency. The agency can then
extract the identifiable data for the research sample with minimal effort by using these unique record identifi-
ers. While it requires significantly more resources for the study team to perform these matches, the team can be
confident in how well the match was performed.
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A challenge the MIHOPE-Strong Start team has encountered is that the data agencies
vary in terms of which identifiers they need to conduct the match to their data systems. All
mothers in the MIHOPE-Strong Start sample provide their name and date of birth at study
intake, and most also supply their Social Security number. Relatively few mothers provide their
Medicaid identification number because many do not know this information offhand and do not
have their identification cards with them at study intake. And because mothers enter the
MIHOPE-Strong Start study when they are pregnant, identifiers for their infants cannot be
collected at intake.

These aspects of study intake — having neither Medicaid identification number nor So-
cial Security number for some mothers and having no infants’ identifiers — have been a
challenge for some data agencies. For example, a few Medicaid agencies have said they can
extract data from their systems only by using the Medicaid identification number. To collect
infants’ Medicaid data, some agencies need the infants’ own identifiers; they cannot identify
them through the mothers. Even in cases where the data agency can link infants to their moth-
ers, it would be more labor intensive to do this type of match.

Finally, data extraction for a defined sample can be resource intensive for the data
agencies, and establishing each data agency’s match process for MIHOPE-Strong Start has
taken time. The MIHOPE-Strong Start team has to negotiate a preferred match process and the
identifiers to be included as part of that process based on the data agency’s matching capabili-
ties. Many agencies use “exact” matching strategies, where specific identifiers (for example,
name, date of birth, and Social Security number) are matched to the identifiers in their data
systems but minor discrepancies are not accounted for (such as typos in date of birth or reversed
first name and last name), so some records are not considered to be matches even though they
may well be. Some agencies employ a more advanced “fuzzy” matching strategy, which
accounts for the likelihood that a given set of identifiers may not correspond exactly to those in
a data system, but may be close enough to be considered a good match.*® For example, a date of
birth given as 04/28/1982 and 05/28/1982 in two different records might be considered a match
even though the date has a one-month discrepancy if other identifiers, such as name and Social
Security number, matched well. Depending on the data agency’s matching strategy, the person-
al identifiers that are needed to yield a high match rate may be expansive and flexible or may be
narrowly defined. The MIHOPE-Strong Start team prefers match processes that incorporate
fuzzy matching logic and use many different identifiers.

*Vital records agencies are more likely than Medicaid data agencies to use a fuzzy matching strategy. The
CDC has developed software called LinkPlus to facilitate data linkages and matching, and this has established
a precedent of using such software for extracting matched data.
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Between matching and shipping the data, it can take an agency several weeks or months
to send an initial data extract. But once a system is in place to match, extract, and send the data,
it should take much less time for an agency to honor subsequent data requests. Having clear
data specifications in the legal agreement or in a memo regarding the transmission method,
extract date, and matching protocol should help to ensure that this process runs smoothly.

Limitations on Access to Data

For some states, the decision to release data to researchers is a matter of individual
choice that is made by an individual when he or she agrees to participate in a study. In this
situation, a data agency will supply the information as long as there is a valid consent form and
other procedural and data security considerations are met.*’ But not all state agencies targeted
for MIHOPE-Strong Start are willing to provide identified Medicaid and birth certificate data
based on these conditions alone. Data agencies have a number of other considerations to
balance that are a confluence of state, departmental, and programmatic dictates.

One vital records agency is not able to provide identifiable data for the study due to ex-
isting state statutes that prohibit release of identifiable data to external researchers. MIHOPE-
Strong Start relies on medical and health information that is found in the birth certificate as well
as the dates on which certain events occurred, such as the date of the first prenatal care visit. In
this case the research team worked collaboratively with the agency to come up with a solution
so that a core set of analyses can still be performed. The data agency will provide the study with
record-level deidentified data that is matched to the MIHOPE-Strong Start sample, include
selected variables from the other data sources in the study, and convert dates to relative
measures in weeks, so that instead of having a variable for the date of the first prenatal care
visit, the data file will contain a variable for the number of weeks from conception to the first
prenatal care visit.

However, three Medicaid agencies have indicated that they cannot provide the study
with any data. Two of the three agencies noted that they have limited resources to provide data
to external researchers. State Medicaid data agencies generally are more accustomed to provid-
ing data to a researcher or organization that is conducting services on behalf of the department
or state and thus are more willing to provide data for a research project where the agency can
identify a direct programmatic benefit, is sponsoring the research, or is provided with findings

*"Both the “Common Rule,” which is the federal policy for the protection of human research subjects, and
the HIPAA Privacy Rule provide guidelines for releasing data for research purposes. Essential for the release
of data is a valid consent form. The main components of a valid consent form are codified in the Common Rule
(45 C.F.R. Part 46, Subpart A) and in the HIPAA Privacy Regulations (45 C.F.R. §164.508(c)(1) and 45
C.F.R. § 164.508(c)(2)).
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from the study about its own state. With Medicaid being a state-administered program, the
direction and needs of the Medicaid data agencies can differ by state.

Discussion

This second annual report from the Mother and Infant Home Visiting Program Evaluation-
Strong Start (MIHOPE-Strong Start) provides an overview of a central component of the study:
acquiring, across multiple states, birth certificate and Medicaid records, which will be used to
assess the impacts of home visiting programs on birth outcomes and maternal and infant health
care use. Medicaid claims information will also allow the evaluation to identify potential
sources of cost savings. These records, as widely recognized by researchers and policymakers
alike, contain comprehensive and (mostly) high-quality information on a large number of
individuals. When these data are combined and analyzed with other information collected
directly from surveys and programs, researchers can build rigorous evidence on whether social
and health interventions, of which home visiting programs are an example, achieve improve-
ments in outcomes of policy relevance.

MIHOPE-Strong Start is expansive in scope, gathering information directly from the
program staff and families, the U.S. Census, and management information systems, in addition
to administrative records. Recent discussions among federal agencies, however, have particular-
ly focused on the untapped potential advantages of using and pooling various administrative
data sources to conduct program evaluations and address pressing policy questions in a more
timely and cost-efficient manner. Indeed, the information of interest has often already been
gathered and does not need to be collected again through costly and duplicative surveys.*
Administrative data can also be extracted throughout the course of a project without necessitat-
ing follow-up with study participants. In addition to cost concerns, an academic advisory panel
on the use of administrative data for analyzing policy has noted that it is often impossible to
examine state-level policies and initiatives using existing national surveys because they do not
have large enough state-specific samples.*” And existing survey data, the panel noted, are not
always up to date. In contrast, administrative records contain information on events as they
occur or shortly thereafter, and the information is often provided by staff members who use the

*®Office of Management and Budget (2014).

“The Advisory Panel on Research Uses of Administrative Data (which included researchers, state and
federal officials, and experts in data protection) was formed in 1996 at the Northwestern University/University
of Chicago Joint Center for Poverty Research. The panel’s work was funded by the Department of Health and
Human Services to assess the development and dissemination of state administrative data sources that could be
used for academic and policy research in the areas of public assistance, public health, and welfare (Hotz,
Goerge, Balzekas, and Margolin, 1996).
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data for day-to-day programmatic purposes and therefore have an interest in its being detailed
and accurate.

Along with these advantages, administrative data house detailed programmatic or clini-
cal information and contain large numbers of observations by which to conduct fine-grained
analysis with statistical confidence. In fact, vital records contain the universe of all births to
women living in a state, and Medicaid provides health insurance for about one in five Ameri-
cans. The Medicaid expansion provisions in the Patient Protection and Affordable Care Act,
which will increase the income eligibility threshold from 100 percent of the federal poverty
level to about 138 percent, have also increased the pool of eligible beneficiaries in states that
have chosen to undergo expansion. ™

Despite these advantages, because administrative data are collected primarily for report-
ing and, in the case of Medicaid, reimbursement and rate-setting purposes, it is necessary to
collect additional data directly from participants in MIHOPE-Strong Start in order to capture
important information not found in administrative records. Information on parental relationship
status and quality, prior life experiences, unmet need, and potential health and parenting risks,
for example, is critical in order to understand the role that participant characteristics play in
affecting outcomes. Linking data sources is an important component of many research designs,
not just MIHOPE-Strong Start, as often no single data source is sufficient to address the types of
questions of interest to a research study. Consider, for example, the administrative data sets in
MIHOPE-Strong Start: Medicaid files do not contain information on birth outcomes, and thus
cannot be the sole administrative data resource given the evaluation’s emphasis on improving
birth weight and reducing preterm births.

Based on the study team’s experience with the process of acquiring administrative data
from two different sources (Medicaid and birth certificate records) in 20 states, implications for
other large-scale, national studies needing identifiable administrative data from multiple states
are as follows:

o States’ administrative data are not usable in “real time.” Researchers
need to learn about each agency’s expected lag in data availability when
considering how long it will take to complete the research. Birth certificate
data are typically processed on a calendar-year basis and may not be avail-
able until 24 months after the start of the calendar year in which the birth
occurred. Medicaid data are often available earlier, but the lag still may be
3 to 6 months from the time a service is rendered until it is recorded in a
data agency’s system.

%K aiser Family Foundation (2014).
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e The data acquisition process is not always comparable across agencies
within states or across states. The team has had to systematically learn
about and track many aspects of each agency’s data system, such as ways the
informed consent process has to be modified, if and when identifiable data
will be available, how the agency will conduct the match to the study sample,
which data security requirements are required, and how much the agency
will charge for providing data. Furthermore, there is substantial variation in
time across different agencies for each procedural step undertaken to gain ac-
cess to administrative records.

o Data acquisition efforts are likely to be easier for studies in which the
agency providing data is also the funder. Even if the agency is not funding
the study, the data acquisition process can be streamlined if the agency has a
stake in the research or will receive a product (such as a final report).

e Most agencies have their own IRB (or other review committee), which
will have to approve the research study. In MIHOPE-Strong Start, these
committees very rarely have considered the approval that the study already
has received from the MDRC IRB, which has federalwide assurance for the
protection of human subjects by HHS. Acquiring data from certain agencies
even requires the approval of multiple review committees within the state.

e A research study involving contact with human subjects and receiving
informed consent will have to get approval from data agencies for these
processes before collecting participants’ data. As such, the MIHOPE-
Strong Start research team has had to strike the right balance between the
timing of site recruitment and ensuring access to administrative data. Without
confirming sites, a couple of data agencies would not review application ma-
terial. Yet recruitment of individuals in these sites could not occur until the
intake procedures for informed consent had been approved by the data agen-
cies and access to data was ensured.

¢ Researchers must have the staffing capabilities necessary to broker legal
agreements for sharing data. This often requires not only the guidance of
an attorney with extensive knowledge about the research study, state statutes,
and HIPAA, but also the capability of other staff members to thoughtfully
navigate the varying state systems required for acquiring data from numerous
state agencies.

The data acquisition process and requirements encountered in MIHOPE-Strong Start ex-
emplify how the environment for accessing administrative data is changing. In addition to
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acquiring Medicaid and vital statistics data, MDRC and its partners have experience collecting
data from many other types of administrative sources for other studies, including those involving
child welfare, child support, school records, criminal justice records, unemployment insurance,
Temporary Assistance for Needy Families, food assistance, child care subsidies, and housing
subsidies. Agencies’ data security concerns are making the process of acquiring their data longer,
more complex, and therefore more costly. State agencies are increasingly requiring detailed data
security plans, written assurance (via legal agreement) that the organization will abide by the
agency’s own security requirements, copies of signed informed consent forms, and a lengthy
review of the research study and the organization’s right to access the agency’s identifiable data.
These detailed documents and procedures certainly delay the research process, but they are
understandable given the importance of maintaining the privacy and protection of individuals.

Data availability lags may not be of concern for other research purposes, depending on
the timeframe, the nature (descriptive versus evaluative), and the scope (negotiating with one
agency versus multiple agencies, one state versus multiple states) of the study, or the need to
gain access to identifiable administrative records. But as programs and policies become more
complex, and the emphasis on quicker and more efficient evaluations increases, the findings
detailed in this report based on the MIHOPE-Strong Start administrative data acquisition
experience are likely to be relevant to similar research endeavors that aim to conduct large-scale
analyses to address evaluative questions of current policy relevance.
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