50 Years Later, This Medicine is Still

Protecting Moms and Newborns

(NU) - Every pregnant
woman in the world should know
the name Marianne Cummins.

Fifty years ago, in May 1968,
the then-29-year-old Teaneck,
New Jersey, homemaker was ex-
pecting her third child when she
became the first person to receive
an injection of a new medicine
called RhoGAM, developed to
help prevent a condition that in
the U.S. alone was leading to the
deaths of about 10,000 newborns
annually and brain damage in
others.

“That one injection had a
tremendous impact on my fami-
ly,” Cummins recently recalled.

Cummins, you see, has Rh-
negative blood, a trait shared by
15 percent of the U.S. population.

But the fetus inside her was
Rh-positive - as were her two
children at home.

To understand how terrifying
that incompatibility was in those
pre-RhoGAM days, a bit of Biol-
ogy 101 is in order. During any
pregnancy, it’s normal for some
of the baby’s blood to enter the
mother’s blood stream, usually at
delivery. However, when Rh-pos-
itive fetal red blood cells cross
into an Rh-negative mother’s cir-
culation, her body reacts like it’s
fighting off an invading virus,
producing antibodies that can at-
tack the baby’s blood cells. This
immune system response is
called “Rh sensitization.”

The first child is typically un-
affected since manufacturing
those antibodies takes time.
However, any Rh-positive baby
after that - and, remember, this
was Cummins’ third pregnancy -
represents a dangerous gamble;
Rh sensitization sometimes leads
to hemolytic disease of the fetus
and newborn (HDFN), a deadly
condition.

RhoGAM, as it does to this
day, prevented that sensitization
from happening.

“I still marvel at RhoGAM’s
impact,” John Gorman, MD, a
co-creator of the medicine and
former director of the blood bank
at New York Presbyterian/Co-
lumbia University Medical Cen-
ter, has said.

In fact, with approval by the
Food and Drug Administration
(FDA) in hand, the drug’s use be-
came standard medical practice
for every pregnant Rh-negative
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woman here and in Europe and
Canada, resulting in HDFN’s vir-
tual eradication there. But in
many poorer countries lacking
the same protocols? Even now,
the situation remains what many
call so “dire” that an estimated 14
percent of affected fetuses are
stillborn and a full 50 percent of
live births end in death or brain
injury, according to a scientific
paper published in 2010 by lead-
ing medical experts.

That’s why in February 2018,
as part of the celebration of the
50th anniversary of the FDA’s ap-
proval, Kedrion Biopharma,
which makes RhoGAM, and Co-
lumbia University Irving Medical
Center, which developed it, host-
ed a panel discussion to map
strategies for getting the medicine
to the rest of the world.

“The view ahead should be
bright for all women, their part-
ners, and their families around the
globe,” declared Paolo Marcucci,
chief executive officer at Kedrion
Biopharma.

In addition, a series of upcom-
ing events throughout the year
will encourage Rh-negative
women to donate blood plasma to
be used in the ongoing manufac-
ture of RhoGAM by Kedrion
Biopharma.

Important Safety
Information

RhoGAM should NOT be
used if you are Rh-positive.

Be sure to tell your healthcare
provider about all your medical
conditions, including:

* If you have known severe al-
lergic reactions or a severe re-
sponse to human immune globu-
lin.

* If you have experienced a
serious reaction to other medi-

cines that contain immune glob-
ulin.

e If you have an immuno
globulin A (IgA) deficiency.
RhoGAM contain a small quan-
tity of IgA and there is a potential
risk of an allergic reaction in IgA-
deficient individuals. Ask your
healthcare provider if you are not
sure.

* Your recent history of vac-
cinations. Certain types of vac-
cines (ones containing a live
virus) may not work as well for
you if you are also receiving im-
mune globulin products, like
RhoGAM. The antibodies in
RhoGAM may prevent the vac-
cine from working. Before you
get a vaccine, tell your healthcare
provider that you have received
RhoGAM.

RhoGAM is made from hu-
man blood and therefore, carries
a risk of transmitting infectious
agents, such as viruses, the agent
of the variant Creutzfeldt-Jakob
disease (vCJID), or unknown in-
fectious agents. You should con-
sult with your healthcare provider
if you have any questions or con-
cerns.

Reactions to RhoGAM that
affect the entire body are ex-
tremely rare. However allergic re-
sponses to RhoGAM may occur.
You should be observed for at
least 20 minutes after administra-
tion for early signs of an allergic
reaction. Signs and symptoms of
an allergic reaction include itchy
rash (hives), tightness of the
chest, wheezing, low blood pres-
sure and anaphylaxis (which may
also include throat or tongue
swelling, shortness of breath,
vomiting, hives and/or lighthead-
edness).

The most common side ef-
fects of RhoGAM are swelling,
hardening, redness, and mild pain
at the site of the injection. A small
number of patients have noted a
slight fever.

Your healthcare provider
should provide you with a com-
pleted Patient Identification Card
for you to retain and present to
other healthcare providers.

You are encouraged to re-
port adverse events of prescrip-
tion drugs to the FDA.Visit
www.fda.gov/Safety/MedWatch/
or call 1-800-FDA-1088.

Click here for the RhoGAM
Full Prescribing Information.
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