MCH Research Roundtable Webcast
September 15th, 2004

Chris DeGraw, M.D., M.P.H.
Medical Officer, DRTE, MCHB

Moderator

M. Ann Drum, DDS, MPH
Division Director, DRTE, MCHB

Welcome




Stella M. Yu, ScD, MPH
Acting Chief, Research Branch, DRTE, MCHB

Program Update

The Pediatric Emergency Care Applied
Research Network (PECARN)

Nathan Kuppermann, MD, MPH

For the PECARN Network

MCH Research Roundtable

September 15, 2004 m
R AR

What Is PECARN?

1 PECARN is the first federally funded national pediatric
emergency medicine research network

1 PECARN is funded through HRSA with the purpose of
developing an infrastructure capable of overcoming
inherent barriers to pediatric EMSC research

1 PECARN provides the leadership and infrastructure to
conduct collaborative multi-center research studies, and to
encourage informational EMSC exchanges

PECARN’s ultimate goal is to conduct high priority multi-
institutional research into the prevention and management of
acute illnesses and injuries in children and youth of all ages




Barriers to Research in PEM/EMSC

. Low incidence rates of PEM adverse events

2. EMSC research typically conducted at tertiary care
centers; most PEM visits occur outside of this setting

3. Complexity of obtaining informed consent in ED

4. Difficulty in tracking patients from out-of-hospital to
hospital care

5. Difficulty in maintaining data quality and integrity in
the ED setting

6. Lack of severity-adjustment and outcome measures

7. Historically, lack of funding for EMSC research

PECARN Structure

. Nodal Organizational Structure
1 PECARN consists of four

regional node centers (RNCs) (o oo\
= =
HEDA)

located at diverse sites |
across the country

1 Each RNC hosts a regional ( Regioral ’
network of hospital Center
emergency department @‘/ \Q’"“/
affiliates (HEDASs) for a total e ) I Ao
of 25 sites across the United &=
States

PECARN Nodes

Academic Centers Research Node (ACORN)
- University of California-Davis Medical Center, Sacramento, CA
- Children’s Hospital Medical Center, Cincinnati, OH

- Children’s Hospital of Wisconsin, Milwaukee, W

- Children’s Hospital of Philadelphia, Philadelphia, PA

- Primary Children’s Medical Center, Salt Lake City, UT

- St Louis Children’s Hospital, St. Louis, MO

2. Chesapeake Applied Research Network (CARN)
- Children’s National Medical Center, Washington, D.C.
- Calvert Memorial Hospital, Prince Frederick, MD
- Johns Hopkins Children’s Center, Baltimore, MD
- Holy Cross Hospital, Washington, D.C.
- Howard Country General Hospital, Columbia, MD
- University of Maryland Hospital, Baltimore, MD




PECARN Nodes

3. Great Lakes Regional Node (GLRN)
University of Michigan, Ann Arbor, MI
- Hurley Medical Center, Flint, MI
- Spectrum Health System, Grand Rapids, M|
- Marquette General Health System, Marquette, MI
- Children’s Hospital of Michigan, Detroit, Ml

4. Pediatric Emergency Department North East Team (PEDNET)
Harlem Hospital Center, Columbia University, Harlem, NY
- Bellevue Hospital Center, New York, NY
- Children’s Hospital of New York, Columbia University, New York, NY
- Atlantic Health System, Morristown Memorial Hospital, Morristown, NJ
- Children’s Hospital of Buffalo, Buffalo, NY
- Strong Memorial Hospital, Rochester, NY
- Newark Beth Israel Medical Center, Newark, NJ
- Upstate Medical University, Syracuse, NY

Structure of PECARN

1 The PECARN Central Data Management and
Coordination Center (CDMCC), based at the
University of Utah, manages data generated
from the network under a cooperative
agreement with MCHB

PECARN Strengths

25 Hospital Emergency Department Affiliates
Serving ~ 800,000 acutely ill and injured children
Wide geographic and hospital representation

Senior-level expertise in epidemiology, statistics,
health services research

Senior-level EMSC researchers and clinicians




PECARN Administrative Structure

PECARN Steering Committee

Acts as the primary PECARN governing body
Equal membership from each node and the CDMCC

Responsible for reviewing and approving specific
PECARN research proposals, formulating and
monitoring policies guiding PECARN research activities

Establishes bylaws, policies, and procedures.
Establishes subcommittees to carry out specific tasks

PECARN Subcommittees




Proposal Intake Procedure and Work Flow

Nodal Lead Investigatorsor PartnersPrepare Research Pre-proposal
. =

Protocol/Concept Subcommittee Reviews and M akes Recommendations

Steering Committee Reviews and Endor sesPreliminary Research Protocol

R =

Subcommittees Review and Provide Technical Assistance to Research Teams
to Develop more Robust Proposal

Steering Committee Reviews pprovesthe Revised Resear ch Protocol

-

Nodal Lead Invegtigator & Team Submit Research Proposal
to Funding Agencies

PECARN Research Projects

PECARN Core Data Project
Objectives

Describe the PECARN patient population

2. Determine availability,completeness, and agreement
of core data from electronic and chart review

3. Test ability to collect, transfer, manage data from all
sites

4. Establish benchmarking among sites

5. Examine racial disparities in pain management and
asthma care

6. Examine practice pattern variation in management of
g asthma
long bone fractures




2. Oral Dexamethasone for Bronchiolitis: an RCT
Objectives

1 To assess the effectiveness of oral
dexamethasone for acute moderate-to-severe
outpatient bronchiolitis in a multi-center
randomized control trials with respect to

1 Have enrolled 200 patient to date

1 Anticipate completion in 2005

3. Hypothermia for Pediatric Cardiac Arrest
Planning Grant
Objectives

I. Describe cohort of pediatric patients after cardiac
arrest from either outpatient or inpatient setting.
One year pilot data collection
1 Patient characteristics
1 Eventcharacteristics
1 Time intervals to outcomes
1 Patient outcomes [survival, neurologic]

IIl. Delineate factors associated with outcomes

IIl. Characterize cohort eligible, and prepare for future
RCT of hypothermia (or other) intervention

d Head Trauma:
A Neuroimaging Decision Rule
Objectives

To develop a clinical decision rule for the use of
neuroimaging that identifies children at high risk and
those at zero risk of TBI needing acute intervention
after blunt head trauma

Long term goal is to identify the evidence on which to
base appropriate ED evaluation of head-injured
children

Prospective data collection on ~ 22,000 patients with
minor head injury (GCS 14 or 15), Started June 2004,
~ 5000 children enrolled to date




5. Referral Patterns/Resource Utilization for Children
Presenting with Mental Health Problems to the PED
Objectives

1 To ascertain the sources of referral into the
institution for children with mental health issues

1 To ascertain the organization and utilization of
resources used in the care of pediatric patients
with psychiatric complaints and possible
variation in these by PECARN site

. Creating a Diagnosis Grouping System for
Childhood ED Visits

Objectives

To develop a parsimonious diagnosis grouping
system and a severity of illness classification system
using ICD-9 codes for all childhood ED visits

¢ Will use data already collected from the PECARN
Core Data Project

« Wil use a formal expert consensus process to group
diagnoses into clinically sensible categories

e Goal: 95% of pediatric ED diagnoses in 25-30
diagnostic groups

7. Bioterrorism Surveillance
Objectives

To develop and evaluate an information infrastructure
for PECARN that creates an automated data stream of
real-time clinical information from the EDs of PECARN
hospitals to a data analysis center located at Children’s
Hospital of Boston

Data will be used for
1 Bioterrorism surveillance
1 General-purpose public health surveillance
1 Clinical research




Other PECARN Projects

1 Many other PECARN projects under
development and revision...
- C-Spine immobilization
- Short-term ED follow-up mechanisms after acute
pediatric iliness
- Racial/ethnic health disparities
- Management of status epilepticus

Future Goals of Network

To finalize and implement a formal research agenda
to guide future research proposal development

2. To design and implement a plan to study/encourage
the transfer of network findings to EMSC practices

3. To collaborate more closely with EMSC personnel,
nurses, practitioners, and researchers in order to
provide opportunities for bi-directional education and
exchange of ideas, information and values between
the treatment and academic communities

Pediatric Research In Office Settings

http://www.aap.or g/pr os/

Core funding through HRSA M CHB, the American Academy of Pediatrics, & AHRQ




Q)gjective

of the American Academy of Pediatrics

PROSIVISSO]

by conducting national collaborative
practice-based research.

Feilopele Beplipe] PROS Vlission)

Change in practitioner behavior

Improved health outcome for
children
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PROS Preciices (1 = 6§95)
oy AAP Crizlgier

June 2004

PRIOSIPIECHHONERS
(1 = L, 9440)

pediatricians
— when compared to random sample of AAP
generd pediatricians

* more males

« older
» more rural, equally urban, less suburban

Wlgra Do PRO)S Preeiiilopers
Comne Erom?

— Through articles about new studiesin AAP News
(monthly AAP newspaper)

— Asof 2004, al new AAP membersreceive PROS
recruitment materials

+ Practitioners need not be pediatricians, but at least

one member of practice must be an AAP member
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PROS Peileris (3.0 nrilllor))

Age Digtribution of PROS Patients

PROS Peitleft Felce / Einirlclty

11%
— Life Around Newborn Discharge
* 33% total minority
— Defining Patient Visits
« White: 79%, African-American: 9%, Multi-Racial 6%,
Hispanic/Latino 13%

PROSOrREENZZHeNEIFSHACIUIEE

— meet twice ayear to discuss new research and
advise study teams
+ Steering Committee determines policy
» PROS Research Staff in Elk Grove Village, IL
+ Collaborating investigative teams from across
u.s.

12



Flow sl Fleseziren) [elezl
Beconfles el PROS Skl el

Proposal reviewed by Steering Committee
Proposal reviewed by Chapter Coordinators
Study funding sought and obtained

+ Study conducted

Cplzlfzleieristies of 2l Sitfe)y
Agorgoriziigiof PROS

* Reguiresavery large sample size or
population base
— uncommon condition
— infrequent outcome

Cplzlfzleieristies of 2l Sitfe)y
Irizlggrdorizitaior PRAOS

 Requiresinvasive procedures (this will
likely change)
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PROSSHEIES

of pediatric practice practice

e Immunizationsin + Polio Immunization
pediatric practice Delivery

+ Management of + Helping Improve
gastroenteritis Pediatric Practice

« Management of acute ~ Outcomes (Asthma)
asthma

PROSSIEIESI

Violence* + Smoking Cessation in
+ Child Abuse Recognition  Pediatric Practice*
Experience Study + Reducing Environmental
* Learning from Errorsin Tobacco Smoke*
Ambulatory Pediatrics + Hedlthy Lifestyles*

+ Defining Patient Visits

* denotesintervention trial

Management and Outcomes
of Care of Fever in Early Infancy

o s o e e, e e e gre e
o

MD ymant and chnkal cutoames af fover In in-
iR T AT i e T
u kol PHLY ‘_ compard th acairacy o kg
PN
R TR 3y ol 2o ,m ':P_-g;m
E

. Practltloners in offlce settings do not follow
guidelines about the management of very
young febrile infants (in this case, with respect
to urine testing)

* No evidence of adverse short-term patient
outcomes associated with failure to follow
these guidelines
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Wiy Bl Peeliziiflelzins
Perticlgeie ) PROS?

p par
(practice-specific feedback provided after
each PROS study)

» Altruism: a desire to contribute to child
health research

» Desire for affiliation with others

~~~~~ WWHENRRIOSEIEEIGHESISAY

Participating in PROS alows a pediatrician in the trenches to
directly impact the quality of health care for children through
research.

South Burlington, Vermont

"In an era where we tend to get bogged down with insurance
and medical-legd issues, PROS studies bring back a sense of
why | went into pediatrics. «

Rochester, New York

Wizt PROS Preictitioners Sy

“Asapediatricianin arura county caring primarily for
a poor, minority population, | often feel asense of
isolation. My participationin PROS connects me to
the larger pediatric community. PROS helps me get
through the day.”

Y akima, Washington
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PROS FLitfe

» Moreintervention studies
» More minority and disadvantaged subjects
in PROS practices and in PROS studies
— Continued collaboration with networks serving
these groups
» More studies oriented towards practice
systems and quality improvement

#/*35\\\\

T
k\\" ‘V).//

\\, <> ‘f/
K[ 2

Pediatric Research In Office Settings

http://www.aap.or g/pr os/

CARN:
The Collaborative Ambulatory
Research Network

Jay Schulkin, Ph.D.
Director of Research

The American College of Obstetricians and
Gynecologists
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Introduction

v The American College of Obgtetricians and Gynecologists
(ACOG) wasfounded in 1951 in Chicago, Illinois.
Currently based in Washington, DC, ACOG isaprivate,
voluntary, nonprofit membership organization.

v ACOG today has over 47,000 members and is the nation's
leading group of professional s providing health care for
women.

Mission Statement

ACOG works primarily in four areas:

v/ Serving as a strong advocate for quality heath care for women.

v Maintaining the highest sandards of clinical practice and
continuing education for its members.

s Promoting patient education and stimulating patient
understanding of and involvement in medical care.

V/ Increasing awareness among its members and the public of the
changing issues facing women's health care.

ACOG Members

@ Ninety-seven percent (97%) of obstetrician-
gynecologists in the United States are members of
ACOG.

@ There are several membership categories. Most
members fall within the categories of Fellow and
Junior Fellow.

& Fellows must be board-certified in obgtetrics-
gynecology.
@ Junior Fellows must be currently participating in or

recently graduated from an approved residency in
obstetrics and gynecology.
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ACOG isdivided into ten districts
consisting of nine geographic
regions and the military.

THE NINE GEOGRAPHIC DISTRICTS OF

The American College of Obstetricians and Gynecologists

Admed

in the Milita
‘who, upon retirement, maintain membership in this district

Changing Demographics of
ACOG and OB/GYN

@ Men make up 57.9% and
women make up 42.1% of
ACOG membership,
however, the number of £«
women entering the field £
hasincreased subgtantially £
in the past decade.

@ The number of ethnic ’
minorities also increased,
but at a dower pace.

Collaborative Ambulatory
Research Network (CARN)

Who CARN is:

» CARN members are practicing ACOG Fellows and Junior
Fellows who volunteer to participatein ACOG research studies.

» There are currently over 750 CARN members, and we are
actively working to expand our membership.

» Gender digtribution: 60% male, 40% female.

» Median age for men is 52 years, median age for women is 46
years.

» CARN members are representative of each of 10 ACOG
Digtricts.

18



CARN Study Objectives

» CARN studies focus on ambulatory care issues,
and compare OB/GY Ns’ clinical practicesto
evidence-based guidelines produced by ACOG
and other organizations.

* Results are used to develop better informed
educational strategies, to disseminate information
to physicians in areas in which aknowledge
deficit is apparent, and ultimately to improve
clinical practice and thus maternal and fetal health.

Outside Gov. and Research ACOG Fellows
Non-Gov. or gani zations| Department

Education (CCME)

Committee on '
deas for survey Other ACOG
Continuing Medical topics generated Departments. |

Outside experts
on the topic

Survey instrument
developed by the
Research Department

Survey reviewed by outside
experts (pilot tests)

Approved
Survey sentto CARN
and randomly selected
non-Network Fellows

Outside expertson
survey design

Modification
necessary

Selected study findings Surveys returned to -

y findings reported
published in jour nals for Research Department for via ACOG publications
public dissemination data entry and analyses

36 papers generated by the
CARN project have been

published in peer-reviewed
journalsin 2000 - 2004

m—pregancy complications
= infectious diseases
== nutrition & metabolism
1 mentd hedlth

mm— residentsin OB/GYN
. substance abuse
== genetics

=1 job satisfaction

= education

== gynecology

= summary
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Cystic Fibrosis
Preconception and Prenatal Screening
Reasonsfor study:

*CF isthe most common life-limiting autosomal recessive disease in
Caucasians
Carrier screening and screening guidelines are now available for CF.
CF carrier screening exemplifiesissuesin Maternd-Fetal Health
amenableto preconception care and prenatal screening:
—When, how, and to whom are physicians offering carrier
screening.
—What are physicians’ opinions, knowledge, and practices
regarding screening.
*Thus, CFisagood model for studying preconception and prenatal
practices with other heritable genetic disorders, such as Sickle Cell
Anemia, Tay Sachsand Canavan disease.

CF Results Highlights

» Physicians were significantly morelikely to inquire
about CF history and offer carrier screening with
pregnant than with non-pregnant patients.

» Themajority of physicians were confident in their
ability to interpret or handle a positive test.

* 66% of OBs offer carrier screening to all of their
pregnant patients.

» 77% of physicians rated liability from not offering
screening as a big concern.

+ Physicians were deficient in deducing the relative risk
of having achild with CF given parents’ carrier status.

The more familiar physicians were
with the ACOG/ACMG screening
guidelines for CF the more likely they
were to answer knowledge questions
correctly. For example:

Q While the key to quality of life in CF is controlling lung disease, CF also affects the:
musculoskeletal system  kidneys pancreas CNS not sure

EL-I“

never heard of it (3.8%) heard of itbut not read it skimmed it (44.5%) read thoroughly (19.2%
(27.6%)

=
=)

percentcorrect

g 38
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CF Conclusions:

 Thissudy, conducted two years after ACOG/ACMG issued
guidelinesfor CF carrier screening, has highlighted some of the
concerns and advances in maternal-fetal health practices:

* Preconception screening for CF, which affords pati ents the widest
range of optionsto avoid or reduce the risk of having an affected
child, lagsfar behind prenatal screening.

» The majority of OBs offer screening to all patients regardless of
sl ective criteria, possbly due to concerns with liability issues.

» Physiciansrely mogt heavily on ACOG publicationsto stay
informed about genetic screening related to pregnancy.

» Physicianswho have read ACOG’s guidelines are more
knowledgeable about various aspects of CF and screening.

Neonatal Encephalopathy and

Cerebral Palsy — current knowledge

and theimpact of ACOG documentation
Reasons for Study:

*The causes of NE and CP higtorically have been poorly defined
within the medical community, with causal misattributions leading to
unwarranted obgetrical litigation.

*A 2001 ACOG survey sudy indicated knowledge gaps on issues of
NE pathogenesis and histopathology by practicing OBs.

*ACOG produced and distributed adocument (previous dide) on the
pathogenesis and pathophysiology of NE and CP subsequent to
ACOG’s 2001 survey.

*To assess current knowledge of NE and CP and to determine the
impact of this ACOG documentation on knowledge levels, we
conducted a survey sudy in 2004 with knowledge questionsidentical
to those in our 2001 study.

NE/CP Results Highlights

» OBssurveyed in 2004 performed better than OBs surveyed in 2001
on 10 of 15 knowledge questions.

» Physiciansin 2004, similar to 2001, displayed knowledge gaps on
the knowledge portion of the questionnaire.

» 11.6% of physiciansreported reading thoroughly the ACOG/AAP
documentation; 46.6% had skimmed it, and 41.7% had not read it.

» Onethird of physicians said their knowledge of NE was poor or
deficient.

» The great mgjority of physicians said the training they received in
NE during medical school, residency, and CME was inadequate to
marginal .
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The more familiar physicians were with
the ACOG/AAP documentation on NE and
CP, the better they were at answering
knowledge questions correctly.

For example:

Q: For Cerebral Palsy even tobe considered to be of intrapartum origin, it must be:
A: spastic quadriplegia or dyskenetictype

100
80
60 §

40
204
-

never heard of it(11.8%)  heard ofitbutnotread it skimmed it(46.6%)  read thoroughly (11.6%)
(20.9%)

S

percent correct

o

NE Conclusions

This study was conducted 11 months after ACOG/AAP issued
defining documentation on NE and indicates that there are
substantial gapsin knowledge of NE and CP pathogenesis.
There has been some improvement in knowledge levels since
our 2001 study.

Physcianswho have read the ACOG/AAP document are more
knowledgeable about various aspects of NE and CP.

However, few physicians have thoroughly read this document.
This study highlights the need for greater emphasis on NE and
CP during training, and for documentation that physiciansfind
more accessible.

Obesity and itsimpact on
child and maternal health

There is an epidemic of obesity in the
United States

Obesity is linked to increased risk for a
number of diseases (e.g. hypertension,
diabetes)

Obesity complicates pregnancy and delivery
Maternal obesity can affect later disease
risk of theinfants as adults
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Results of the CARN study
on OB/GY NS’ views on
the health risks of obesity

* Responding clinicians were knowledgeable
concerning the links between obesity and disease risk

» They considered treating obesity in their patients to
be an important part of their clinical responsibilities,
and almost half believed that it would become even
more important in the future

» They did not consider their training in medical school
or residency to be adequate

A follow-up survey to the
obesity study isbeing
developed

» To examine systematically OB/GY N clinical practice
regarding weight loss in their patients

» Toexaminein further detail OB/GY N knowledge
regarding obesity and pregnancy and fetal/infant risk

+ To examine to what extent OB/GY Ns are
encouraging their overweight/obese patients of child
bearing age to lose weight prior to pregnancy — |.e.
practicing preventive medicine

Ongoing Studies

Preterm delivery and low birth weight babies: risk factors include nutritional
deficiencies, infections, hypertension/preeclampsia, diabetes, race, obesity,
substance abuse.

Post-dates There is variation among clinicians in management of women past
their due date. This survey will document the variation with respect to initiation
and methods of fetal testing, and timing and methods of induction.

Screening for Aneuploidy: An assessment of the current techniques used to
screen for Down Syndrome and other chromosomal disorders. We will also be
contrasting physician knowledge and opinions on this topic with knowledge and
screening for the less common heritable single gene disorders such as CF.
Spina bifida: There has been some recent concern about the quality of
information patients are receiving from obstetricians regarding outcomes for
children with spina bifida.

Preconception Care: Thistopic is relevant to the call for preconception genetic
screening and many of the nutritional and lifestyle issues mentioned under
preterm and which have been or will be surveyed by our department.
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CARN and CME

» The articles published in peer-reviewed journals are a vauable
resource for illustrating OB/GY Ns’ practice trends, knowledge
strengths and gaps, opinions about developing technologies and
trends, etc.

 Inaddition, every few years we produce documents summarizing
the findings of the survey studies OB/GY Nsreceive CME credit
for familiarizing themsel ves with these review articles.

» CME courses may be selected and devel oped based on our
findings promptly addressing deficitsin clinical practice and
adherence to guidelines as they become apparent.

 Findingsof each survey study are published in peer-reviewed
journals, and are adso described in ACOG newdetters and
presented on ACOG’swebsite.

Publications: 2004

Diagnosing and managing thyroid disorders during pregnancy: A survey of obstetrician-gynecologists

Professional liability and other career pressures: Impact on obstetrician-gynecologists’ career satisfaction

Heavier workload, less personal control: Impact of delivery on obstetrician-gy career
Resident performance on the CREOG in-training examinaion

Knowledge, attitudes and reported practices regarding artibiotic prescribing for upper respiratory tract
infections among obstetrician-gynecologists

Management of dizbetes mellitus by obstetrician-gynecologists
Practice patterns of obstetrician-gynecologists regarding preconception and prenatal screening for cystic fibrosis

Opportunities to reduce overuse of antibiotics for perinatal group B streptococcal disease prevention and
management of preterm premature rupture of membranes

Vaginal birth after cesarean delivery: Practice patterns of obstetrician-gynecologists

Obstetrician-gynecologists’ decision making about the diagnosis of major depressivedisorder and premenstrual
dysphoric disorder

Physicians and depression: Personal and clinical
Multiple pregnancy: Knowledge and practice patterns of obstetricians and gynecologists
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