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I’'m in the NICU News

Reducing the Risk of Recurring Preterm Birth:

10 things you need to know about 17P

1. What is 17P?

17P is the name of the drug
therapy used to help prevent
repeat preterm birth. It
stands for 17 alpha hy-
droxyprogesterone caproate
(17HPC). It is a synthetic
form of the female sex hor-
mone progesterone. Accord-
ing to a report released in
2003 by The National Insti-
tute of Child Health and Hu-
man Development, weekly
injections of 17P reduced the
chance of repeat preterm
birth by one-third as well as
decreased the rate of neona-
tal morbidity. It is one of the
few clinically effective and
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ference

cost effective strategies to com-
bat recurrent preterm birth.

2. Do all women benefit from
17p?

17P has been found to be effec-
tive in women who have a his-
tory of a previous singleton
spontaneous preterm birth who
currently have a singleton preg-
nancy. The studies conducted
to date have shown that pro-
gesterone is not effective in
preventing premature delivery
in pregnancies at low risk for
prematurity, multiple gesta-
tions, or in patients once pre-

term contractions have begun.

3. What is its relationship to
the prevention of preterm
birth?

The exact mechanism by which
progesterone prevents preterm
birth is unknown. However, it
has been shown to decrease
inflammation and blocks the
effect of oxytocin (a

hormone that is present in the
later stages or pregnancy which
aids in uterine contractions) on
the myomentrium (the muscu-
lar outer layer of the uterus). In
short it relaxes the uterus.

4. What is the common proce-
dure followed for the distribu-
tion of 17P?

A preferred use of progesterone
is a weekly intramuscular injec-
tion of 250mg of 17 hy-
droxyprogesterone ideally
starting at 16 weeks gestation
and continuing to 36 weeks and
6 days.

5. How much more time are
the weekly injections of 17P
allowing women to carry out
their untreated counterparts?
Meis et al. reported that the
weekly injections could result in
a 33% reduction in the rate of
preterm delivery prior to 35
weeks gestation and 42% reduc-
tion prior to 32 weeks gesta-
tion. This same study found a
decrease in morbidity in the
NICU with significantly lower
rates of necrotizing enterocoli-
tis, intraventicular hemorrhage
and the need for supplemental
oxygen. The lower rates are a
result of the increase in gesta-
tional age. Itisimportant to
note that 17P does not guaran-
tee a full term birth; however,
each day provides valuable time
in which the fetus can continue
to develop.

mot hers who

17P did not have an

increased risk for birth

”

defect s ..

6. How long has research on
the relationship between
17P and the prevention of
preterm birth been taking
place?

17 —HPC is not new, it has
been around since the late
1950’s under the FDA ap-
proved name of Deluatin.
Deluatin was used for the
treatment of habitual and
recurrent miscarriage,
threatened miscarriage and
postpartum after pains. It
was voluntarily taken off the
market for reasons not re-
lated to safety or effective-
ness. Studies specifically
relating to 17P and the pre-
vention of preterm birth
have been taking place since
the ‘90’s.

17P continued on page 4
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A Message From Our Co-Founders-Christina Concha & Diana McAlister

Diana and Christina before the Marathon.

As 2008 comes to an end, we can reflect on a year of firsts
and a year of great success at helping to create awareness
about premature birth. We started the year off with our an-
nual walk held in Rhode Island. While the weather did not
cooperate, walkers still came to show their support for the
Foundation and for premature infants and their families.

This year we held our first online auction. Auctioned items
included autographed memorabilia from the Cooking Net-
works Paula Deen, US Soccer Star Kristine Lilly, New York
Yankee Derek Jeter and Boston Red Sox Coco Crisp as well as
jewelry designed by John Medieros, Oakley sunglasses and a
Bumble Ride baby stroller.

We also hosted our first online poker charity tournament.
The tournament drew players from various states, many of
whom who had been touched by premature birth.

Our biggest event this year was the Long Beach Marathon in
California. For this October event, we were named one of
the marathon’s official charities. | was honored to run the
26.2 mile race in memory of Christopher and all those like
him born too soon.

Christina and Diana at our table at
the Long Beach Health Expo.

Page 2

While in California we took part in the Long Beach Health
Expo. There we were able to connect with many members of
the community from teachers, to nurses, to students to busi-
nessmen. We were humbled by the many stories shared
about premature birth. The interest and support shown to us
was heartwarming. The Expo allowed us to connect with
several wonderful organizations and companies. In conversa-
tion with FUZE Beverage, they expressed a great interest in
wanting to help us with supporting NICU families. | am proud
to say that FUZE stepped up to the plate donating over 1,000
bottles of their drinks to be included in our bi-annual gift de-
livery. THANK YOU FUZE!

Lastly, our Aunt Denise successfully organized our first New
York fundraiser. The event took place at Victor’s in Haw-
thorne, New York and music was provided by the soft rock
group Palomino. A great time was had by all who attended.

As always, none of our endeavors could ever be completed
and successful without all your wonderful and never faltering
support. We are always touched by your generosity. You all
help to make our Foundation stronger, better and you help
provide us with the ability to reach out to those families ex-
periencing premature birth. We are truly grateful for you all.

With much appreciation,

Diana and Christina
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The University of Southern California Center for Premature Infant Health
and Development—Diana McAlister

Over the last 3 years, | have
had the opportunity to con-
nect with several individu-
als, companies, and organi-
zations that are helping to
raise awareness about pre-
birth
through various capacities

mature and who
are making a difference in
the lives of these infants

“. . .the

individual and the family
aspects. Itis in these last

areas where CPIHD

excel s ..

and their families. Re-
cently, | had the opportu-
nity to speak with Jack Tur-
man, Jr., PhD, the Director
and founder of the Center
for Premature Infant Health
and Development (CPIHD)
at the University of South-
ern California, Keck School
of Medicine. Dr. Turman, a
neurobiologist, began his
career as a pediatric physi-
cal therapist where he be-
came interested in the
growth and developmental
outcomes of children born
prematurely. Since then,
Dr. Turman has become
internationally known for

his research characterizing
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the development of brain
regions critical for feeding
behavior. In addition, his
research has grown to study
how early brain injury,
commonly observed in pre-
term infants, impacts feed-
ing, cognitive, and emotional

development.

During our conversation, |
could hear the passion and

S 0 C dedichtion Br.nT&rman has

for CPIHD and for the won-
derful
search being conducted at

and innovative re-

the center.

For me, it was such a won-
derful and eye opening ex-
perience to discover and
learn about the various types
of research currently taking
place on preterm birth and
preterm infants.

Many times you associate
research with medicine or
medical procedures and for-
get about the social , the
individual and the family
aspects. Itisin these last
areas where CPIHD excels
and takes research to a new
level. CPIHD’s dedicated

faculty work together to find

solutions to the complex
medical, psychological and
social problems associated
with preterm delivery.

They work to conduct trans-
lational (from bench-bedside
-community), interdiscipli-
nary, and family centered
research, and community
outreach that is responsive
to the concern of families
and professionals with pre-
term infants. The Center is
broken down into three re-
search areas, Bio-medical
Research, Psychology Re-
search and Social Science
Research. Below is a list of
current research being con-
ducted at CPIHD:

1 The Impact of Neonatal
Brain Injury on Feeding,
Cognitive and Emotional
Development.

1 The Development of
Maternal-Preterm At-
tachment Formation and
its relationship to Cogni-
tive/Emotional Out-

comes.

1 Musicin the Neonatal
Intensive Care Unit: Us-
ing Sound to Improve
Infant Outcomes.

Community Based Inter-
ventions to Reduce Ra-
cial Disparities in Poor
Birth Outcomes.

After speaking with Dr. Tur-
man, | felt excited about the
research he and his colleagues
are conducting and for how
their research will benefit pre-
term infants and their fami-
lies.

To learn more about the Cen-
ter for Premature Infant
Health and Development
please visit their website at:

http://www.usc.edu/
schools/medicine/research/
institutes/igm/cpidh/

or you can find a link on our
webpage under Preemie Info-
research. We will also be tak-
ing a closer look at the re-
search studies being con-
ducted at CPIHD in our next
newsletter.
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No-Cost Vision Screening for Infants: InfantSEE®

Public health experts agree

that visual development is
most dramatic between 6 and
12 months of age and that
early detection can prevent
and help reduce the threat of
serious vision impairments. In
fact, one in every 10 children

17 P continued from page 1

7. Does 17P pose any health
or medical risks to the fetus?
In the studies conducted on
17P, mothers who took 17P
did not have an increased risk
for birth defects nor were
there findings to suggest a
difference in the development
of health problems.

8. Is 17P safe for mothers?

In women who take 17P to
reduce their risk for recurring
preterm birth, there are mini-
mal risks. The most common
problems are soreness, irrita-
tion, itching, bruising, swelling
and pain that can occur at the
injection site.

Page 4

is at risk from undiagnosed eye
and vision problems. If left
untreated, eye and vision prob-
lems can impact learning and
may lead to permanent vision
impairment.

InfantSEE® is a no cost public
health program designed to
ensure that eye and vision care
becomes an integral part of
infant wellness care to improve
a child’s quality of life. This
program was launched in

9. The Food and Drug Admini-
stration (FDA) has not ap-
proved 17P for the specific
purpose of preventing preterm
birth. What does this mean?
Currently, 17P is available
through compounding pharma-
cies and is not marketed under
a specific drug name. How-
ever, in the fall of 2006, the
FDA advisory committee rec-
ommended 17P for full FDA
approval for the specific pur-
pose of preventing preterm
birth. This would

allow 17P to be manufactured
as the drug Gestiva and make it
available through all pharma-

cies.

2005 by the American
Optometric Association (AOA),
in partnership with The Vision
Care Institute of Johnson &
Johnson Vision Care, Inc. to
provide professional eye care
for infants nationwide. Under
this program, supported by
former President Jimmy Carter,
who serves as honorary
national chair and spokesman,
participating optometrists
provide a one-time

Final approval is pending.

10. How do | learn more about
17p?

To learn more about 17P
please speak with your doctor.

The information provided in
this section is for informational
purposes only.

Meis PJ, Klebanoff M, Thom E.
Dombrowski MP, Sibai B,
Moawad Ah, et al. Prevention
of recurrent preterm delivery
by 17 alpha-
hydroxyprogesterone caproate.
N Eng J Med 2003;348:2379-85.

FATRY
W% The Christopher Joseph Concha Foundation

comprehensive eye
assessment to infants in
their first year of life,
offering detection of
potential eye and vision
problems at no cost
regardless of income.

Over 7,000 optometrists
participate in this
program. To find one
near you please visit
www.infantsee.org.

The information in this
newsletter is provided for
educational and informa-
tional purposes only and is
not a substitute for medical
advice, recommendations or
treatment.
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Surgeon General’s Conference on the Prevention of Preterm Birth

Preterm birth is a complex
and multifaceted public
health problem. To empha-
size this problem, the U.S.
Congress passed the Prema-
turity Research Expansion
and Education for Mothers
who Deliver Infants Early
(PREEMIE) Act (P.L. 109-45),
which was signed by Presi-
dent Bush in December
2006. The PREEMIE Act in
addition to encouraging
more research and establish-
ing an evidence-based stan-
dard of care for pregnant
women at risk for preterm
labor, it also mandates a Sur-
geon General’s conference to
address the growing problem
of preterm birth.

The first Surgeon General’s
Conference on the Preven-
tion of Preterm Birth was
held June 16-17, 2008. Ex-
perts and leaders from the
research, public health, and
medical communities met to
discuss strategies for pre-
venting preterm birth. The
purpose of the conference
was to:

- increase awareness of pre-
term birth in the United
States

- review key finding and re-
ports issued by experts in the
field; and

-establish an agenda for ac-
tivities in both the public and

Page 5

private sectors to mitigate
this problem.

In attendance was Douglas
Staples, Communications
Chief for the March of Dimes.
Mr. Staples was kind enough
to answer a few follow-up
questions relating to the Con-
ference and the March of

Dimes.

1. Was the conference suc-
cessful at addressing the
three areas of purpose?

Yes. The conference success-
fully hit all three areas, but it
was done so in the context of
a starting place, not an end-
ing point. The real work has
just begun which is to imple-
ment the agenda and to fund
its recommendations.

2. Was an agenda estab-
lished? If so, what types of
activities were named to
help mitigate preterm birth?
Yes, the conference did es-
tablish an agenda and did
name specific activities. The
report recommended wider
use of the hormone proges-
terone to prevent recurrence
of preterm birth among
women who have had a prior
preterm delivery, and use of
ultrasound in first trimester
for all pregnant women to
more accurately determine
gestational age.

Each of the six working
groups provided background
for its area, the current

status, a summary of their
discussion and recommenda-
tion for the future. The report
outlined a research agenda,
research data needs, the im-
portance of facing disparities
in health care, and quality
initiatives. The overall mes-
sage was that the action plan
must be implemented.

~

Nl n
launch our 2008
Petition for Preemies

designed to catapult

preterm birth to the top

of policy

car e

3. Did the conference devise
a plan on how communica-
tion and outreach can be bet-
ter disseminated to the
American public and at risk
women?

In 2003, the March of Dimes
announced a National Prema-
turity Campaign with two
goals:

-to increase awareness of the
problem of premature birth to
60% for women of childbear-
ing age, and 50% for the gen-
eral public by 2010.

- to decrease to rate of pre-
term birth in the U.S. by 15%
by 2010.

In its first five years, the
March of Dimes Prematurity

Campaign has served as a
major catalyst in stimulating
attention and action around
the problem of premature
birth. Staff and volunteers
have succeeded in reaching
the Campaign’s first goal: a
2007 Gallup survey found
that 64% of childbearing
age women consider pre-
maturity a very serious

Octobe rpl'oblean%mpaygcl tolju!t

41% before the campaign
began. In addition, the
March of Dimes has created
programs to provide com-
fort and support to families
who had had a premature

M adsySuchSsBurnidue @ | t h
agen dagily Sppport Program,

which now is available in
every state. Funding for
research has grown and
dozens of promising new
ideas about the detection,
treatment and prevention
of early labor are being ex-
plored. Furthermore, the
Surgeon General’s Confer-
ence workgroup charged
with Communications sug-
gested forming a Surgeon
General’s Task Force on
Preterm Birth and develop-
ment of a national educa-
tion and action program to
communicate what is
known about preventing
preterm birth, particularly
focusing on high-risk groups
of women. (Continued page 6)
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“supporting, educating and raising awareness”

We’re on the web

www.iminthenicu.com
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The Christopher Joseph Concha Foundation is a non-profit 501(c)(3) or-
ganization. Our mission is to provide support and education to parents
with premature children, to raise awareness to the general public about
premature births, and to support research into premature related ill-

nesses.

Surgeon General’s Conference continued..

4. As aresponse from this confer-
ence the March of Dimes has ex-
tended its Prematurity Campaign
through to 2020. What does this
extension translate to? As part of
our expanded Prematurity Campaign
the March of Dimes will be working
to prevent preterm birth not only in
the United States, but globally. We
have retained our initial goal of re-
ducing the US preterm birth rate and
will set global targets by 2010. The

March of Dimes will also take on a more
outspoken public stance on prematurity
prevention issues. In October, we will
launch our 2008 Petition for Preemies
designed to catapult preterm birth to the
top of policy makers’ health care agenda.
Then in November, Prematurity Aware-
ness Month, the March of Dimes will is-
sue the first ever Premature Birth Report
Card that will grade the nation and indi-

vidual states on the rate of preterm birth.

The extended campaign will also:

- Accelerate research funding in the
United States and globally;

- Expand direct service to NICU affected
families; Develop and fund Community
Intervention Programs based on a cur-
rent pilot project called Healthy Babies
are Worth the Wait SM focuses particu-
larly on the challenges posed by late
preterm deliveries.



