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BDRN & HANJ

340B Bleeding
Disorders Program

In associationwith:

Rutgers: Robert Wood
Johnson Medical School

Bleeding Disorders Resource Network
BDRN'’s Missionis toimprove the quality of life for people living
with bleeding disorders.

AtBDRN we are dedicated to serving and making a difference
inthe bleedingdisorders community. Wetakeateamapproach
toaddress each set of circumstances. Our commitment to
improving the lives of those living with a bleeding disorder is

what motivates us and is the essence of everything we do.

Hemophilia Association of New Jersey

HANJ'’s missionistoimprove the quality of lifeforpersons witha
bleeding disorder by providing and mainlaining access 1o highly

qualified medical treaters and successfully proven medical regimens.

* Ensure access tocare

» Secure more comprehensive insurance coverage

* Ensure the NJ Standards of Care are met

* Provide financial grants to hemophilia and bleedingdisorder
patients

* Providefinancial grants in support of the HTC’s

* Provide education programs and reimbursement support to
patients of New Jersey

340B Program

The 340B Programis a federal drug discount program. It entitles
certain safety net providers and clinics, including hemophilia
treatmentcenters, toadiscounted priceforcoveredoutpatient
drugs. Rutgers/RWJ hasregisteredto participateinthe 340B
Program as a Covered Entity. This will allow Rutgers/RWJ to
purchase [aclor and olher drugs al a discounl. While olher granl
fundings suffer cutbacks, Rutgers/RWJis ableto usethe cost
savings and other programrevenues tofundthe servicesit provides
toits patients. Rutgershas selected BDRN as oneofits contract
pharmaciesunderthe 340B Program.BDRNand HANJhave
agreed towork together to provide certain services for the Rutgers
program, including patient education and financial assistance
services.
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HANJournal is published by the
Hemophilia Association of NJ
197 Routel8 So. Suite 206 North
East Brunswick, NJ 08816.

Phone: 732-249-6000
Fax: 732-249-7999
Editor: Genevieve Christo
E-mail: info@hanj.org
Website: www.hanj.org

We welcome all letters and
submissions for consideration.

The opinions expressed in
HANJournal articles are solely
those of the authors and do not
necessarily reflect the philosophy
of the Hemophilia Association of
New Jersey. HANJ makes no
recommendations for or against
treatments and/or therapies.

Submissions may be reproduced
without permission provided a
credit line is given citing the
publication name and issue date.

Acceptance of sponsorships for
products and services in
HANJournal in no way
constitutes endorsement by the
Hemophilia Association on NJ.

The Hemophilia Association of New Jersey was founded
in August 1971 by 10 concerned families, and offers
assistance to persons with hemophilia and their
families from our office located in East Brunswick,

New Jersey.

Our mission is to improve the quality of life for persons
with a bleeding disorder by providing and maintaining
access to highly qualified medical providers and
successfully proven medical regimens.
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WHAT’S HAPPENING

New Jersey Hemophilia Treatment Centers

Rutgers Robert Wood Johnson

Medical School
Hemophilia Treatment
Center

R rs RWJ Medical School

340B Program:

In order for the hemophilia program to
maintain comprehensive hemo- philia
care in an era of increasing

health care costs amidst dwindling
levels of federal and state funding of
hemophilia programs, the Rutgers
Robert Wood Johnson Medical School
Hemophilia Treatment Center is a
340B covered entity. Participation
in the federal 340B program makes
it possible for our HTC to continue
to serve the hemophilia community
with the high level of services and
quality of care it expects. If you
have questions about this program,
please do not hesitate to contact the
HTC directly at 732-235-6533.

b
Studies:

Currently, the HTC is participating in
2 studies: 1) TAURUS: A Multina-
tional Phase IV Study Evaluating
"Real World” Treatment Pattern in
Previously Treated Hemophilia A Pa-
tients Receiving KOVALTRY (Octocog
alfa) for Routine Prophylaxis and 2)
A Multicenter Phase 2 Open-Label,
Single-Arm, Prospective, Interven-
tional Study of Plasma-Derived Fac-
tor VIII/VWF (Alphanate®) in Im-
mune Tolerance Induction Therapy
in Subjects with Congenital Hemo-
philia A. A third study for women
with Type 1 Von Willebrands disease

is upcoming. If you are interested
in or have questions regarding
these studies, please call the HTC.

School & Camp Visits:

The staff at the HTC continues to
provide in-service programs to
school and camp personnel about a
child’s hemophilia. If you are in
need of an in-service program at
your child’s school, please contact
Lisa Cohen, MSW at 732-235-6533.
Please contact Lisa ASAP, as the
slots for these visits fill up very
quickly!

Ongoing Training :

The staff at the HTC continues to
provide hands-on training on infu- sion
procedures to parents and their
children. A series of thirty minute
sessions are held over a period of
weeks/months depending on the
family’s needs, abilities and sched-
ule. Please call Frances Maceren,
RN at 732-235-6542, if you are in-
terested in arranging infusion train-

ing.
General Information:

For information regarding women
with bleeding disorders and/or a
family history of hemophilia, clinical
trials, genetic counseling, insurance
issues, educational sessions or
school visits, please call the
Hemophilia Treatment Center at
732-235-6531.
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bleeding disorders. Whether the visit is
with the staff at your child’s school, the
daycare staff, or even the child study
team, a school visit opens thelines of
communication between the child’s
school or daycare and the HTC. If you
are going to want a school visit
scheduled for your child’s school or
daycare center, or need a letter for

school/forms completed, please
contact Erica, our Social Worker. Eri-

ca will make sure that we have a release
on file, and will coordinate your needs
with the school and schedule a visit. If
you will need any forms or letters

for your child’s school or daycare
center, please be mindful that it
may take up to two weeks for forms
or letters to be completed. For more

information, please contact us at the
HTC.

Comprehensive Evaluations:

It is really important to schedule and
attend an annual comprehensive evalua-
tion at the HTC. The annual evaluation
is an essential component in the provi-
sion of an individual’'s comprehensive
care. Members of the HTC treatment
team will complete medical, musculo-
skeletal, psychosocial and laboratory
evaluations to assess the patient’s cur-
rent health and to develop a treatment
plan for the upcoming year. Education
and referrals for medical and psychoso-
cial services will also be provided as
needed. At the time of an annual evalu-
ation, patients will be asked to partici-
pate in the ATHN (American Thrombosis
& Hemostasis Network) Data Set. This is
a voluntary program conducted by HTC's

with support from ATHN to improve the
health of people with coagulation disor-

ders. Patients will also be educated
about any other available studies that
they might be eligible to participate in.

Please note that anyindividual re-
ceiving medication through the HTC
to treat their bleeding disorder must
be seen by the HTC on an annual ba-
sis.

Travel Letters:
Are you going to be traveling? Are you

going to need a travel letter? If you

answered yes to either of those ques-
tions, this information is for you. Please
remember to let the HTC staff know
if you are going to need a travel let-
ter at least two weeks prior to your
scheduled trip so you can rest assured
that your letter is in your hand as you
embark on your journey.

Manufacturer Factor Programs: Man-

ufacturers have programs available to
help patients continue to receive prod-

ucts during a lapse of insurance cover-

age. They also offer co-pay assistance
programs. Each program has enrollment

requirements and many require yearly
re-enrollment. Enrollment in these pro-
grams can be beneficial. For more infor-

mation, please contact your home care
company or us at the HTC.

Please contact us at the Hemophilia
Treatment Center to sign up forone
of the above programs or to request
further information about available
groups or services for children and
adults. We can be reached at (973)
926-6511.

St. Michael’s
Medical Center

Medic Alert Bracelets:

It is very important that our patients
carry medical information with them at
all times. We advise our patients not

only to have emergency cards with
their medical information but medical
bracelets, necklaces and or dog tags,

are also very important in case of an
emergency. If you are in need of one
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time gripping a golf club. My hands were
very tiny. It felt weird. He taught me
and others the fundamentals of a good
grip or hold. I also learned from him golf
etiquette and rules. I know there are
more terms but I am still learning the
sport. And I am having fun! I did my
research and discovered that golf is one
of the safest sports to participate in.
Despite my hemophilia, being involved
in sports has really helped me with my
self-esteem and self-confidence. Play-
ing golf is safe and to be honest really
calms down my mother, who can be
very over protective at times. I also
learned teamwork and how to win and
lose. It was an honor to see Mr. Parker
again in Phoenix last month. Thank you
HANJ for nominating me for this oppor-
tunity.”

Being involved in sports helps develop
strong muscles, and protects Omar’s
joints and less chances of having bleeds.
Golf provides Omar with the valuable life
skills, such as perseverance, patience,
respect, and great memories.

It was a proud moment for me to see
him interact with other participants and
learn the importance of staying active,
staying in shape and being diligent with
their treatments.
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Thank you!
To everyone who supported
26th Annual
Kelly Brother’s Scholarship Benefit
In Memory of Bob and Dennis
October 13, 2018

NOW
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The Access to Marketplace

Insurance Act: Allowing

Charities Be Charitable
By PSI, Mandy Herbert & Jim Romano

Reprinted with permission from Comprehensive
Health Education Services (CHES)
www.ches.education

Patient Services Incorporated (PSI) is
leading the effort to pass H.R. 3976, The
Access to Marketplace Insurance Act,
and protect the valued safety net of pa-
tient assistance. This legislation is in re-
sponse to a regulation issued in 2014,
during the implementation of the Afford-
able Care Act (ACA), that allowed Mar-
ketplace insurance companies to de-
ny charitable third-party premium
and cost-sharing assistance. The rule

L A e A L A L
assistance by charities looking to help
patients in need in order to shift sicker
patients off their plans.

Since 2014, the impact of this regulation
has been considerable, with approxi-
mately 90 insurance plans in 43 states
having implemented the prohibition. This

rule allows insurers to evade the reforms

of the ACA removing the pre-existing

condition exclusions and provides an
open route to discriminate against pa-
tients with higher healthcare costs simp-
ly because they receive assistance. Tak-
ing these discriminatory practices, a step
further, health insurance providers have
also attempted to expand this prohibition

into other markets including the Medi-
care Supplemental Insurance Market.

In response to this misguided policy, PSI
created the Marketplacé Access Program

(MAP) coalition to bring together leading
patient advocacy groups and patient as-
sistance organizations dedicated to pro-
tecting charitable assistance for individu-
als suffering from chronic and life-
threatening illnesses. The focal point for
our coalition’s work is H.R. 3976, fed-
eral legislation that would require
insurers to accept assistance from
non-profits, places of worship, and lo-
cal civic organizations. PSI has worked
closely with H.R. 3976’s sponsor, Con-
gressman Kevin Cramer (R-ND), to de-
velop this legislation and stop this harm-
ful policy from continuing.

We have made great progress on the
bill, garnering over 130 cosponsors since

introduction in October. HOwever,
if we have any chance of

passing this needed legis-
lation, we need patients

and other stakeholders

who care about patient

assistance to make their

voices heard. psI would welcome
any assistance from readers who would
like to get involved. If interested, please
contact PSI at jromano@uneedpsi.org or
(804) 521-7908 fi i tion.
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{ . LIVE INTHE BLEED-FREE MOMENT

..with FEIBA® prophylaxis patients can have more bleed-
free days as compared to on-demand treatment.

Every joint bleed has the potential to

on-demand treatment®

do permanent damage'?
0 Median ABR with prophylaxis vs. on-demand™’
28.7 median ABR with

629 bleeding episodes occurred NO BLEEDS
uring on-demand treatment® |

g OCURRED

in median ABR with o,

prophylaxis treatment3 @ IN 18 A) (8 out of 17)

of patients on FEIBA

7.9 median ABR with prophylaxis in a
prophylaxis treatment3 clinical study’

hemop

FEIBA[Anti-Inhibitor CoagulantComplex]
Indications and Detailed Important Risk Information for Patients

Indicationsfor FEIBA

FEIBAis an Anti-Inhibitor Coagulant Complexapproved foruse in hemophiliaAand B
patients with inhibitors for:

Controland prevention ofbleedingepisodes
Usearoundthetime of surgery
Routine prophylaxis to prevent or reduce the frequency of bleeding episodes.

FEIBAisNOT foruseinthe treatmentofbleeding episodes resulting from coagulation
factor deficiencies withoutinhibitors to factor VIll or factor IX

Detailed Important Risk Information for FEIBA
WARNING: EVENTS INVOLVING CLOTS THAT BLOCK BLOOD VESSELS

Bloodclotsthatblockbloodvesselsandtheireffectshave beenreported during
post-marketing surveillance following infusion of FEIBA, particularly following
administration ofhigh doses (above 200 units perkg perday)and/orin patients atrisk
forformingblood clots.

If you experience any of these side effects, call your doctor right away.

Who should not use FEIBA?
You should not use FEIBA if

You had a previous severe allergic reaction to the product

You have Disseminated Intravascular Coagulation (DIC), or signs of small blood vessel
clots throughout the body

Youhave suddenblood vesselclots orblocked blood vessels, (such as, heartattack or
stroke)

What other important information should | know about FEIBA?

Eventsinvolving blood clots blocking blood vessels (such as blood clotin vein, blood clot
inthelung, heartattack,andstroke)canoccurwith FEIBA, particularlyafterreceiving
highdoses (above 200 units perkg perday)and/orin patients with risk factors for clotting.

Events of thrombotic microangiopathy (TMA), a conditionwhere blood clots and damage
occurinsmallblood vessels, were reported in an emicizumab (Hemlibra®) clinical trial
where patients received FEIBA with emicizumab as part of a treatment plan for
breakthrough bleeding. The safety and efficacy of FEIBA for breakthrough bleeding in
patients receiving emicizumab has notbeen established. If you take, or anticipate taking,
FEIBAwithemicizumab,tellyourdoctor, sincetheywillneedtocloselymonitoryou.

196 bleeding episodes occurred
during prophylaxis treatment®

*Based on the results from the FEIBA PROOF clinical study of 36 hemophilia A and B patients
with inhibitors receiving FEIBA for prophylaxis or on-demand treatment for 12months.?

TOf those patients who achieved zero bleeding events, 2 out of 3 completed the study.*

FEIBA is the ONLY FDA-approved treatment indicated f
a A andB patients withinhibitors forroutine pro

Atfirstsignorsymptomofasuddenbloodvesselclotorblockedbloodvessel(suchas
chestpainorpressure, shortnessofbreath, fever, altered consciousness, vision,or
speech, limborabdomen swellingand/orpain), stop FEIBA administrationrightaway and
seekimmediate emergency medical treatment.

nfusionof FEIBAshouldnotexceedasingledoseof 100unitsperkgbodyweightand
daily doses of 200 units per kg of body weight. Maximumi injection orinfusion rate mustnot
exceed 2 units per kg of body weight per minute.

Allergicreactions, includingsevere,sometimesfatalallergicreactionsthatcaninvolve
thewholebody, canoccurfollowingthe infusionof FEIBA. Stop using FEIBA promptly and
callyourdoctororgetemergencytreatmentrightawayifyougetarash, hivesorwelts,
experience itching, tightness of the throat, vomiting, abdominal pain, chest pain or
tightness, difficulty breathing, lightheadedness, dizziness, nauseaorfainting.

Because FEIBA is made from human plasma it may carry a risk of transmitting infectious
agents, such as viruses, variant Creutzfeldt-Jakob disease (vCJD) and, theoretically, the
Creutzfeldt-Jakob disease (CJD).

What are the possible side effects of FEIBA?

The mostcommon side effects observed during the prophylaxis clinical study were low
numberofredbloodcells, diarrhea, bleedingintoajoint, positivetestforhepatitis B
surface antibodies, nausea, and vomiting.

TheserioussideeffectsseenwithFEIBAareallergicreactionsandclottingevents
nvolving blockage of blood vessels, whichinclude stroke, blockage ofthe main blood
vesseltothelung,and deep veinblood clots.

Callyourdoctorrightaway aboutany side effects thatbother you during or after you stop
taking FEIBA.

What other medications might interact with FEIBA?

Talkwithyourdoctoraboutthepossibilityofformationofblood clotswhentakingdrugs
thatmay preventclotbreakdown such as tranexamic acid, and aminocaproicacid. There
havenotbeenadequatestudiesoftheuse of FEIBAandrFVlla(NovoSeven®),or
emicizumab together, or one after the other. Use of drugs that may prevent clot
breakdownwithinapproximately6to 12hoursaftertheadministrationof FEIBAisnot
ecommended

Youareencouragedtoreportnegativeside effects of prescriptiondrugstothe FDA.
Visitwww.fda.gov/medwatch, or call 1-800-FDA-1088.

Please see next page for Important Facts about FEIBA.
Please see accompanying FEIBA full Prescribing Information, including BOXED
WARNING on blood clots, and discuss with your doctor.

References:1.PergantouH, Matsinos G, Papadopoulos A, PlatokoukiH, Aronis S. Comparative study ofvalidity ofclinical, X-ray and magneticresonanceimaging scoresin evaluationand man

Haemophilia.Jul2014;20(4):459-463.3 FEIBAPrescribingInformation.4.Antunes SV, Tangada$S, StasyshynO, etal. Randomized comparisonofprophylaxisandon-demandregimenswith FEIBA

agementofhaemophilicarthropathyin children. Haemophilia. May 2006;12(3):241-247.2 GringeriA, EwensteinB, ReiningerA. The burdenofbleedinginhaemophilia:is one bleed toomany? £I -

NFinthetreatmentofhaemophilia A and B withinhibitors. Haemophilia. 2014;20(1):65-72.
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It's Easy! How We Can Re-

port an Adverse Event

by Jane Cotter Forbes
Reprinted with permission from Comprehensive

Health Education Services (CHES)
www.ches.education

There are many medications for people

WikBDisadingd fisonfgipdnihe patisetst-
ing with new therapies and medications.

Some medications have been available
for many years while others are newly
FDA approved. If you or your loved ones
experience a serious adverse event (AE)
while using a bleeding disorders medica-

tion, it is always a good idea to voluntar-
ily report an AE to the Food and Drug
Administration (FDA) MedWatch con-

sumer voluntary reporting program.
AE’s should be reported as soon as pos-
sible to MedWatch using Form FDA
3500B by those who are consumers and
airstical peErANNRL-fer-LaeialR e RIEN-
events (e.g., anaphylactic reactions),
AEs that require hospitalization (short or
long term), disability or permanent dam-
age, congenital anomaly and/or birth
defect, and any required medical inter-
vention to prevent permanent impair-
ment (e.g., hemorrhage). If you are not
sure if the AE is related to the medica-
tions you are using, it still is a good idea
to voluntarily submit a report to Med-
Watch just in case. Mandatory report-
ing is required by law by user-facilities,
importers, distributors, and manufactur-
ers. AE’s for these organizations need to

be reported to MedWatch within 24-48 hours.

In considering the filing of a voluntary

report for an AE to the FDA, here are
some points for guidance!

IT IS EASY. First you go directly to the
FDA MedWatch website

[https://www.accessdata.fda.gov/
scripts/medwatch/index.cfm?

action=reporting.home] and click on

form 3500B. Then you start filling in the
blanks. When you are done, you hit

$ORE nihRALICHAR RS eiFe dirks for

strength, the units, and the quantity

(how many doses or vials of the medica-

tion were used). Most of this information
can be found from the container of the

medication and/or on the prescription
label. The website asks for a detailed

description of the AE or serious problem

as well as any and all medical reports (if
available). You will need to include a list

of all other medications in use. This
website also suggests not throwing the
medication away because the FDA may
request what remains for further inspec-
tion.

In addition, medication that comes with
faulty equipment or devices such as nee-

dle breaking or ineffective transfer de-
vice to be reported. If you are not able
to use the website addressed herein, you
are free to call the FDA at 1-800-FDA-
1088 in order to file a report. “The FDA
encourages patients to report AEs as
soon as possible. If the AE team gets a
cluster of reports about the same drug in
a short period of time, it will be able to
respond more quickly.” IT TAKES ON-
LY A FEW MINUTES. Depending on
the details of what you submit and the
explanation of the AE, it will mostly likely
akeIMAGRT AN T UteEN O fepiagiete.
mental way by which American people
can alert the FDA of any and all AEs af-
ter having taken a pharmaceutical medi-
cation. This information is gathered, re-
viewed, analyzed, and a determination is
readily made if further action is needed.
All AE reports are kept in the FDA data-
base.
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FOR PEOPLE WITH HEMOPHILIA AWITH
ORWITHOUTFACTORVIIIINHIBITORS

GO SEEK. GO EXPLORE. GO AHEAD.

Discover your sense of go. Discover HEMLIBRA". | HEMLIBRA.com

What is HEMLIBRA?

HEMLIBRA is a prescription medicine used for routine prophylaxis to prevent or reduce the frequency of bleeding episodes in
adults and children, ages newborn and older, with hemophilia A with or without factor VIII inhibitors.

What is the most important information I should know about HEMLIBRA?

HEMLIBRA increases the potential for your blood to clot. Carefully follow your healthcare provider’s instructions regarding
when to use an on-demand bypassing agent or factor VIII, and the dose and schedule to use for breakthrough bleed
treatment. HEMLIBRA may cause serious side effects when used with activated prothrombin complex concentrate (aPCC;
FEIBA®), including thrombotic microangiopathy (TMA), and blood clots (thrombotic events). If aPCC (FEIBA’) is needed, talk
to your healthcare provider in case you feel you need more than 100 U/kg of aPCC (FEIBA®) total.

Please see Brief Summary of Medication Guide on following page for Important Safety Information,

including Serious Side Effects.
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Blood Brotherhood ‘
For Adult Men with Hemophilia| ¢

The NJ Blood Brotherhood program holds free events for men with bleeding disorders. This
groupisopentoanyone overthe age of 21 who has ableeding disorder. Each of ourevents
incorporates a bit of education, socializing and a physical activity, but we typically use the time
to getto know other guysinthe community. The events are completely free and thereis no

commitment to attend every event.

Ifyou’dlike tojointhe Blood Brotherhood group and attend one of ourevents, pleasereach
out to Joe Markowitz (Joe.Markowitz@gmail.com, 201-650-0335) or Peter Marcano
(petermarcano@gmail.com, 201-401-7080) or HANJ directly.

DONATE! DONATE! DONATE!

Please show your support by donating to The Hemophilia Association
of New Jersey. Every single dollar counts!

Your donations go towards providing crucial programs to support
persons with hemophilia in New Jersey.

Please make your check out to The Hemophilia Association of New Jersey or
HANJ]. We are a non-profit 501(c) organization. You will receive a
receipt when we receive your donation for tax purposes.

Name:
Address:
City: State: Zip:

Phone: Cell/Home :

Amount of Donation:

You can always donate on our website at www.hanj.org
Thank You! Your Donations Make A Big Difference!
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ADYNOVATE

[Antihemophilic Factor
(Recombinant), PEGylated]

ADYNOVATE®is FDA approved for children
and adults with hemophilia A

PROVEN PROPHYLAXIS +

IMPLE,* TWICE-WEEKLY DOSING SCHEDULE =

moments YOUR WA

YNOVATE allows you to infuse on the same 2 days every week. Work with your doctor to determine an
infusion schedule that is appropriate foryou.

The pediatric study of children <12 years of age (N=66) evaluated the
immunogenicity, efficacy, PK (as compared to ADVATE® [Antihemophilic

Factor (Recombinant)]), and safety of ADYNOVATE twice-weekly prophylaxis

(40-60 1U/kg) and determined hemostatic efficacy in the treatment of
bleeding episodes for 6 months. "

The pivotal trial of children and adults 212 years (N=137) evaluated the
efficacy, PK, and safety of ADYNOVATE twice-weekly prophylaxis (40-50
1U/kg) vs on-demand (10-60 1U/kg) treatment, and determined hemostatic
efficacy in the treatment of bleeding episodes for 6 months.1

+Children (<12 years) experienced a median overall ABR of 2.0
(IQR: 3.9) and a median ABR of zero for both joint (IQR: 1.9) and
spontaneous (IQR: 1.9)bleeds’?®

+38% (n=25) of children (<12 years) experienced zero total bleeds;
73% (n=48) experienced zero joint bleeds; and 67% (n=44)
experienced zero spontaneousbleeds’

Talktoyourdoctortoseeif ADYNOVATE treatment
may berightforyouandvisitADYNOVATE.com

ADYNOVATE [Antihemophilic Factor (Recombinant), PEGylated] Important Information

What is ADYNOVATE?

- ADYNOVATE is aninjectable medicine thatis used to help treatand
control bleeding in children and adults with hemophilia A (congenital
Factor VIl deficiency).

= Your healthcare provider (HCP) may give you ADYNOVATE when you
have surgery.

= ADYNOVATE can reduce the number of bleeding episodes when
used regularly (prophylaxis).

ADYNOVATE is not used to treat von Willebrand disease

DETAILED IMPORTANT RISK INFORMATION

Who should not use ADYNOVATE?

Do not use ADYNOVATE if you:

= Are allergic to mice or hamster protein

= Are allergic to any ingredients in ADYNOVATE or ADVATE
[Antihemophilic Factor (Recombinant)]

Tell your HCP if you are pregnant or breastfeeding because
ADYNOVATE may not be right for you.

What should | tell my HCP before using ADYNOVATE?

Tell your HCP if you:

= Have or have had any medical problems.

= Takeanymedicines, including prescriptionand non-prescription
medicines, such as over-the-counter medicines, supplements
or herbal remedies.

= Have any allergies, including allergies to mice or hamsters.

= Are breastfeeding. Itis not known if ADYNOVATE passes into your
milk and if it can harm your baby.

= Are or become pregnant. It is not known if ADYNOVATE may harm
your unborn baby.

= Have been told that you have inhibitors to factor VIII (because
ADYNOVATE may not work for you).

What important information do | need to know about ADYNOVATE?

= You can have an allergic reaction to ADYNOVATE. Call your healthcare
provider right away and stop treatment if you get a rash or hives,
itching, tightness of the throat, chest pain or tightness, difficulty
breathing, lightheadedness, dizziness, nausea orfainting.

= Do not attempt to infuse yourself with ADYNOVATE unless you have
been taught by your HCP or hemophilia center.

What else should | know about ADYNOVATE and Hemophilia A?
= Your body may form inhibitors to factor VIII. An inhibitor is part of
the body’s normal defense system. If you form inhibitors, it may stop
ADYNOVATE from working properly. Talk with your HCP to make sure
you are carefully monitored with blood tests for the development
of inhibitors to factor VIII

What are possible side effects of ADYNOVATE?

= The common side effects of ADYNOVATE are headache and nausea.
These are not all the possible side effects with ADYNOVATE. Tell your
HCP about any side effects that bother you or do not go away.

You are encouraged to report negative side effects of
prescription drugs to the FDA. Visit www.fda.gov/medwatch,
or call 1-800-FDA-1088

For additional safety information, please see Important Facts about
ADYNOVATE on the following page and discuss with your HCP.

For full Prescribing Information, visit www.ADYNOVATE.com.

References: 1 ADYNOVATE Prescribing Information. 2 Mullins ES,

Stasyshyn O, Alvarez-Roman MT, et al. Extended half-life pegylated, full-length

recombinant factor VIII for prophylaxis in children with severe haemophilia A.
Haemophilia. 2017;23(2):238-246. 3 Data on file

|
2018ShireUSInc., Lexington, MA02421.Allrightsreserved. 1-800-828-2088.SHIRE andthe Shire Logoareregisteredtrademarksof Shire PharmaceuticalHoldings Ireland £ h I re
Limited or ts affiliates. ADVATE and ADYNOVATE are trademarks or registered trademarks of Baxalta Incorporated, a wholly owned, indirect subsidiary of Shire plc. S40181 06/18
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THE HEMOPHILIA ASSOCIATION OF NEW JERSEY
Much has been learned in the nearly 46 years since the incorporation of the Hemophilia Association of
New Jersey. One recurring theme has been that some of the best opportunities surface when times
are seemingly at their most uncertain. This was true in the seventies with the creation of the first
State Hemophilia Program in the nation; in the eighties with the passage of Hemophilia Insurance Leg-
islation which eliminated lifetime limits; and again in the nineties with the enactment of Hemophilia
Standards of Care. Persons with Hemophilia who reside in New Jersey know that in HANJ they have an
organization that can respond. Individuals with hemophilia nationwide have come to understand that
as well.

Forty-six years ago, the goal of the HANJ was a cure for hemophilia. While that has not changed, to-
day our daily focus must be to predict, prepare for, or prevent. To do so requires a clear understand-
ing of what is needed, recognition as a credible and dedicated organization, and knowledgeable people
to convey our message.

The value of HANJ is built upon the commitment of its people, and the relationships developed, over
time, with leaders in all fields pertinent to hemophilia. This has included medical professionals, insur-
ance industry representatives, pharmaceutical manufacturers, legislators, regulators, and, of course,
consumers. We have created a pool of experts from different disciplines to draw upon when compre-
hensive solutions are needed. Our challenge has been to preserve policies that work, try to make
them work better, and be relentless about anything viewed as detrimental to the health and well-being
of persons with hemophilia. In order to be effective, consumers, and their representatives must be
informed, present, and engaged. We seek to impart the lessons we have learned to others represent-
ing the hemophilia community. The whole can only be as strong as the sum of its parts.

A brief synopsis of our history follows:

Meeting the challenges since 1971

1972 HANJ legislative efforts lead to the first state hemophilia program for uninsured, persons with
hemophilia and health service contracts for HTCs.

1973 State program pays for in-home use of clotting factor.

1976 Federal funding for NJ treatment centers obtained.

1981 HANJ legislative effort leads to major medical open enrollment.

1983 HANJ legislative effort leads to Blue Cross payment of heat treated products.
1985 HANJ obtains social services grant from NJ State Department of Health.

1986 HANJ legislative effort leads to NJ requirement that all insurers cover home care factorunder
the basic plan. This eliminated lifetime limits.

1987 HANJ receives state grant to purchase insurance premiums for members not eligible for
entitlements or group insurance.

1993 HANJ funds deficit to insurance premium grant and we still do so today despite skyrocketing
costs and premium rate hikes.

1996 HANJ legislation opens a one year window to the NJ Statue of Limitations for those HIV infected
individuals wishing to pursue the justice system.

1997 HANJ has language inserted into state HMO regulations that secures access toand
reimbursement for care of Hemophilia Treatment Centers.
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MEMORIAL CLASSIC

GOLF TOURNAMENT
To Benefit
The Hemophilia Association
of New Jersey
Monday June 17, 2019
Plainfield Country Club




