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UNITED STATES DISTRICT COURT
SOUTHERN DISTRICT OF INDIANA
INDIANAPOLIS DIVISION

PLANNED PARENTHOOD OF
INDIANA AND KENTUCKY, INC.,

Plaintiff,
Case No. 1:18-cv-01219-RLY-DLP

V.

COMMISSIONER, INDIANA STATE
DEPARTMENT OF HEALTH, et al.,

N N N N N N N N N N N

Defendants.

DECLARATION OF JAMES STUDNICKI, SC. D., MPH, MBA, IN
SUPPORT OF DEFENDANTS’ MOTION FOR SUMMARY JUDGMENT

1. I have been asked by the Defendants in this matter to offer my
professional opinion regarding Indiana Code section 16-34-2-4.7 (the “Reporting
Requirement”). I have reviewed the Reporting Requirement and the studies cited in
this report. The opinions I express herein are based upon my training and more than
four decades of public health and health services research. These opinions are my
own and do not represent those of the institutions with which I am affiliated.

BACKGROUND AND EXPERIENCE

2. I am Dr. James Studnicki, VP for Data Analytics at the Charlotte Lozier
Institute. From 2006 to 2016 I was the Irwin Belk Endowed Chair in Health Services
Research, and Professor of Public Health Sciences, at the University of North
Carolina, Charlotte, College of Health and Human Services. I was the first Director
of the Master of Health Science (M.H.S.) Program in Health Finance and

Management at the Johns Hopkins School of Hygiene and Public Health, where 1
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served as a faculty member for 13 years. Subsequently, I was Chairman, Department
of Health Policy and Management, and Director, Center for Health Outcomes
Research, at the University of South Florida Health Sciences Center. I have also been
a senior hospital executive and President of a technology company which was started
in a University incubator.

3. My research has focused on the use of large-scale databases, and
associated information technology, in analyzing outcomes at the patient, hospital,
and community levels. I have been a frequent contributor to the health services
research and public health systems and services research literatures. My publications
have appeared in some of the most influential journals in public health, medical care
and information technology/sciences. I have been a winner of the Article of the Year
award given annually by the Public Health Systems Research (PHSR) interest group
of Academy Health.

4. My work has contributed to many important research domains: quality
comparisons between U.S.- trained and foreign-trained physicians; the
regionalization of complex surgical procedures; data pattern recognition strategies;
sub-population analytics; racial disparity in years of life lost due to abortion;
community health status and priority determination; hospital admissions from the
emergency room; career phase, workload composition, and outcomes for general
surgeons; community networks, websites, and report cards; complex adaptive
systems and surgery; data warehousing in bioterrorism surveillance; rating the

health status of American communities; malpractice claims against hospital
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defendants; intensive care, survival, and treatment of terminally ill cancer patients;
excessive clinical laboratory testing; state high-risk health insurance pools;
cybernetic systems and inappropriate hospital utilization; multi-hospital systems;
correlation, scaling, and sensitivity of medical audits; and state Certification of Need
programs.

5. I hold both Doctor of Science (Sc.D.) and Master of Public Health
(M.P.H.) degrees from Johns Hopkins University and a Master of Business
Administration (M.B.A.) degree from the George Washington University.

6. For a complete listing of my professional background, experience,
responsibilities, and publications, please see my Curriculum Vitae, which is attached
to this Declaration as Exhibit A.

CASES IN WHICH I HAVE TESTIFIED AS AN EXPERT DURING THE
PAST FOUR YEARS

7. During the past four years I have testified as an expert at trial or by

deposition in the following cases:

Falls Church Medical Center, LLC et al., Plaintiffs, v. M. NORMAN OLIVER,
et al., Defendants. No: 3:18-cv-428-HEH, United States District Court
Eastern District of Virginia, Richmond Division.

COMPENSATION
8. I am being compensated at the rate of $250 per hour.
STATEMENT OF OPINIONS AND THE BASIS AND REASONS FOR THEM
9. My report is organized into the following topics, including the specific

numbered paragraphs:
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a. U.S. abortion reporting is inadequate largely because state
collection and reporting of abortion data is voluntary and
inconsistent (paragraph 10);

b. The establishment and continuous development of reported data
plays an essential role in the improvement of healthcare quality
and safety (paragraph 11);

c. The new statute will provide useful information to study the
problem of abortion complications. The data elements are all
congruent with published literature and provide significant
opportunities for analysis of important questions (paragraphs 12
and 13);

d. A robust international published literature demonstrates that the
science on the short and long-term consequences and complications
of induced abortion is far from being settled (paragraph 14);

U.S. ABORTION REPORTING
10.  Abortion advocates argue that abortion procedures pose few health risks
to women, but have shown almost no interest in improving abortion reporting
requirements to produce better data on abortion related complications and deaths.
The CDC Abortion Mortality Surveillance System 1s woefully inadequate, largely
because of the incompleteness and inconsistency of state-level reporting of abortion
data. States and reporting areas (i.e., New York City and the District of Columbia)

voluntarily provide CDC with abortion data—there is no federal mandate. California,
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Maryland and New Hampshire do not report any abortion data to the CDC. Since
California likely accounts for nearly 20% of all abortions in the U.S. and Maryland
has one of the highest rates of abortion in the U.S. according to survey data collected
by the Guttmacher Institute (1), their exclusion from the CDC data undermines the
validity of any national abortion metrics produced by the CDC. State level reporting
requirements vary, and there is no standardized reporting form. In addition, some
states report intermittently—collecting and reporting data in some years but not in
others. States report by residency of their own citizens only which can lead to
confusion about how many of their residents went elsewhere for their abortions. The
overall result is that the source data used for analyzing abortion incidence and safety
1s fundamentally flawed.
IMPROVING HEALTH CARE QUALITY AND SAFETY

11. The establishment and development of reported data systems plays an
essential role in the improvement of healthcare quality and safety. The history of
advances in the quality and safety of medical care reflects a familiar scenario. The
providers of service resist the scrutiny of surveillance, often by claiming that the data
available for analysis cannot capture the subtleties of the diagnostic and treatment
process accurately. Perhaps the best example of this phenomenon is the initial
attempts at publishing mortality rates for certain surgical procedures for hospitals
and surgeons. The providers said, in many cases, that the crude mortality rates did
not reflect the relative risk factors of patient populations. That is, some hospitals

were treating “sicker” patients who were older and had more complicating co-
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morbidities (diabetes, vascular disease) than patients at other hospitals and therefore
a higher crude mortality rate was expected. As the result of this lack of concordance
between what the available data could then reveal versus the clinical realities, the
data systems and analytical methods were improved. So, in our example, we have now
effective means to “risk adjust” mortality and other outcomes in order to better
compare the performance of hospitals and doctors. It should be noted that many
providers and their professional associations actively fought against data collection
and reporting. We see that same instinct to shut down disclosure and transparency
reflected by the abortion industry. History shows very clearly that, if there is interest
in improving the safety and quality of abortion care, we should establish and improve
available data collection. In the absence of a perfect abortion data system, we should
not let the “perfect” become the enemy of the “good”.
THE NEW LAW

12. The complication reporting statute in Indiana is intended to provide
useful information on the volume and types of complications that may be experienced
by women undergoing induced abortions. The terms include 26 specific categories of
abortion complications including death and any adverse event as defined by criteria
provided by the Food and Drug Administration (FDA) Safety Information and
Adverse Event Reported (AER) Program. The Guttmacher Institute has compiled a
list of states which actually collect and/or report complications (5). Currently, there
are 27 states which collect complication data as indicated either by their reporting

forms, their actual annual reports, or the state reporting law. The specific
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complications identified vary somewhat from state to state but there is a core of
indicators common among nearly all collecting states. There is no complication
category on the Indiana list which does not appear in the published literature as a
possible complication.

13. The Indiana system collects additional information in order to perform
basic analysis of the complications identified: the date of abortion complication
treatment; patient age, race and county of residence; the type of abortion obtained
and on which date; the name of the clinic, facility or hospital where the abortion was
obtained; whether the abortion medication was obtained via mail or internet and, if
so, 1identification of the source; who managed the complication medically (abortion
provider or back up); name of medications used in a pharmaceutical abortion
regimen; and treated complications and treatments provided. Together, these data
elements represent significant analytical opportunities. The incidence of different
types of complications, associated with different abortion providers over time could
form the basis of an analysis of the relationship between an abortion provider’s
volume and the likelihood of an adverse outcome. The volume/outcome relationship
1s one of the most persistent associations in health services research for many types
of treatments and surgical procedures. Similarly, these associations between
demographic factors such as race and age and the likelihood of various abortion
complications could help to explain any racial disparities in abortion complication
rates. This type of data base will focus attention on those areas which will require

more granular data to advance our understanding of those preliminary observations.
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It 1s worth remembering that John Snow, an epic name in the history of Public
Health, proved his theory of the cause of Cholera by simply observing the
geographical pattern of infected patients in relation to the Broad Street water pump
in a London suburb. Could other unknown agents have been the cause of Cholera? Of
course. But a simple bivariate association between infected patient and their
proximity to an infected water source was the ultimate clue to causation.
LITERATURE REVIEW

14. There is a robust international literature on the short and long-term
complications and consequences of induced abortion-suggesting that the “safety” of
induced abortion is far from “settled” science. Countries with comprehensive
databases and universal mandatory reporting of abortion related morbidity and
mortality, Finland and Denmark, show up to a fourfold increase of mortality following
induced abortion compared to childbearing (6)(7). Another study, using California
Medicaid data, found that compared to women who gave birth, women with a history
of abortion were more likely to die from suicide, accidents, homicide, mental disease
and cerebrovascular disease over an eight year period (8). In fact, there is a vast
literature associating induced abortion with various mental illness outcomes: alcohol
misuse, suicidal behavior, partner violence, and repeated induced abortion (9). A
British Journal of Psychiatry meta study on the mental health effects of abortion,
covering 22 published studies and 877,181 participants, found that abortion increases

the likelihood of depression, anxiety, alcoholism, drug use and suicide (10). Multiple
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studies dating back to the 1950’s show that abortion, especially late-term, increases
the risk of breast cancer (11)(12).
CONCLUSION

15. Planned Parenthood argues that the Reporting Requirement “will make
abortions appear more dangerous than they are and will fuel an anti-abortion
narrative that will give the impression that abortions are not safe.” ECF No. 74 at
14. Planned Parenthood either fears spurious correlations between reported
complications and abortion procedures or that valid concerns about the long term
effects of abortions may be documented. In any case, the science of the safety of
abortions, particularly medical abortions, is not settled, and we learn about and

address risks by studying them, not by ignoring them.
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I declare under penalty of perjury that the foregoing is true and correct to the

best of my knowledge.

Dated: Xé.;)yjé o ’ % gﬂ,mg { !S;éﬁﬁfﬁ £

James Studnicki, Sc. D., MPH, MBA
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Volusia County comprehensive assessment for tracking community health. Halifax-Fish
Community Health. (8/1/1997-12/1/1997). $49,908.

Comprehensive assessment for tracking community health (C.A.T.C.H.), Hillsborough County.
Department of Health. (7/1/1996-9/30/1997). $156,113.

Florida stroke education. Du Pont Merck Pharmaceutical Co. (7/1/1996-6/30/1997). $55,000.

Hendry County comprehensive assessment for tracking community health. Hendry-Glades
Indigent Task Force. (4/1/1997-8/1/1997). $15,000.

Community health assessment methodology applied in Hillsborough County, Florida. Florida
Department of Health and Rehabilitative Services. (7/1/96-6/30/97). $157,000.

Analysis of community health purchasing alliances: Rates and market share. Florida Agency for
Health Care Administration. (4/1/96-2/1/97). $100,000.

Environmental health risk reduction activities benefiting minority communities in Florida.
Association of Schools of Public Health/University of Illinois, Chicago. (9/30/95-9/30/96).
$20,000.

Community health status methodology applied in Pinellas County, Florida. Morton Plant-Mease
Health Care, Inc. (5/1/95-4/30/96). $151,914.

Public health practice case study. USPHS/Health Resources and Services Administration. (3/9/95-
3/9/96). $10,000.

Development of a public health practice monograph. USPHS/Health Resources and Services
Administration. (6/1/94-5/31/95). $9,967.

Community health assessment methodology applied to Escambia, Okaloosa, Santa Rosa, and
Walton Counties, Florida. Florida Department of Health and Rehabilitative Services. (4/1/94-
5/31/95). $117,995.

Community health assessment methodology applied in Collier County, Florida. Collier County
Government. (11/1/94-2/28/95). $25,000.

Development of an environmental quality index: Pilot test and validation study. Florida
Department of Health and Rehabilitative Services. (12/13/94-3/3/95). $20,000.

Methods for enhancing collaboration with historically black colleges and universities. Association
of Schools of Public Health/University of Illinois, Chicago. (2/1/95-9/29/95). $20,000.

Community health assessment methodology applied in Flagler County, Florida. Memorial Health
Systems, Inc. (5/1/95-9/30/95). $47,884.
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Evaluation of breast cancer screening program. H.L. Moffitt Cancer and Research Center. (7/1/93-
6/30/94). $30,576.

Development of public health practice office. USPHS/Health Resources and Services
Administration. (10/1/93-9/30/94). $10,378.

Community health assessment methodology applied to Volusia County, Florida. The Bert Fish
Trust, Inc. (11/22/93-8/31/94). $162,000.

The impact of the immigration Nursing Relief Act of 1989 on nursing employment in selected
markets. The United States Department of Labor. (6/10/92-12/29/93). $228,4009.

Assessment of health needs of the medically indigent in Dade County following hurricane Andrew.
Federal Emergency Management Administration and Florida HRS. (11/16/92-2/15/93). $49,989.

Development of a hospital medical waste audit methodology. St. Joseph Hospital, Tampa.
(1/30/93-12/30/93). $10,000.

Evaluation of school nutrition education program. Hendry/Glades Bi-County Public Health Units.
(7/1/93-9/30/93). $10,000.

Development of a breast cancer surveillance and screening data base in Tampa Bay. American
Cancer Society. (7/15/91-7/15/92). $35,700.

Evaluation of financial reporting and budgeting within local public health departments. Centers
for Disease Control and Prevention. (10/1/91-12/31/92). $35,000.

Local health department manpower allocation analysis. Centers for Disease Control and
Prevention. (10/1/91-12/30/92). $35,000.

Evaluating the performance of local pubic health units. Centers for Disease Control and
Prevention. (10/1/91-12/30/92). $105,000.
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