
     

    

CALENDAR 
        OF 
UPCOMING EVENTS

2014

NOVEMBER

4 Board of Directors Meeting

8 Trivia Night

 Richmond Heights, MO

DECEMBER

14 Holiday Party at The Magic

 House, Kirkwood, MO

2015

MARCH

11 MO Lobby Day

 Jefferson City

26-28 HFA Symposium & GHA FEW

 Hyatt, St. Louis, MO

APRIL

12 Camp Open House

 Imperial MO

MAY

2 GHA Walk, Forest Park

JUNE

3-6 Camp Notaclotamongus

 Imperial, MO

Please send us your email so that we can keep you informed on activities and programs. Email us at info@gatewayhemophilia.org! 

FALL 2014

Join us! 

The Trivia Night will benefit THE GATEWAY HEMOPHILIA  ASSOCIATION.

SATURDAY, NOVEMBER 8, 2014
At THE HEIGHTS, 8001 DALE AVE, RICHMOND HGTS, MO

6:00 P.M. - - - DOORS OPEN
7:00 P.M. - - - QUESTIONS BEGIN 

COST: $160.00   FOR A TABLE OF EIGHT

(Or $20.00 per person) and GHA will place you at a table.

Reserve your table NOW!

Call GHA at 314-482-5973 or email us at info@gatewayhemophilia.org 
     

*1st, 2nd & 3rd Place Cash Prizes   *Raffle!   *50/50 Drawing!    *Snacks!  
*Beer-Soda provided-BYOB!   *Fun!
 

GOOD TIMES FOR A GOOD CAUSE!

Prize for “Best Dressed Show Cast Table” • Dress as any TV show (past or present)!
        

R I C K Y V 

R IV IA IG H T
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• We	  provide	  comprehensive	  care	  to	  both	  adult	  and	  pediatric	  patients	  with	  bleeding	  and	  blood	  clotting	  disorders.	  	  
• We	  offer	  a	  full-‐range	  of	  services	  including	  orthopedics,	  infectious	  disease,	  and	  genetics	  from	  our	  nationally-‐recognized	  specialists.	  	  
• We	  offer	  access	  to	  clinical	  trials	  including	  My	  Life	  Our	  Future	  genotyping	  and	  the	  latest	  treatments.	  	  
• For	  added	  convenience	  and	  free	  parking,	  we	  are	  now	  seeing	  adult	  patients	  at	  our	  Siteman	  South	  County	  location	  at	  I-‐55	  and	  Butler	  Hill	  Road	  and	  at	  Barnes-‐Jewish	  West	  County	  Outpatient	  Center	  at	  I-‐270	  and	  Olive	  Blvd.	  	  
• Please	  call	  314-‐362-‐3183	  to	  schedule	  your	  adult	  appointment	  or	  314-‐454-‐6018	  for	  a	  pediatric	  appointment.	  	   	  	   	  	  	  	  	  	  

School Tools 

for Nurses  

On August 1, GHA and 

the HTCs attended 
"School Tools for 

Nurses," an educational 
workshop for school 

nurses at St. Clare Hos-

pital in Fenton, MO.  

GHA recognizes the need for outreach and awareness to our communities about 
bleeding disorders. Since 2012 GHA has been developing strategies to help educate 

school nurses, empowering them to refer young boys and girls to get diagnosis and 

treatment at a Hemophilia Treatment Center before they reach adulthood. Too often, 
when symptoms for vWD are present there is little or no knowledge of the disorder 
which results in no diagnosis and no treatment.  School nurses hold a critical position 
in schools across the nation. More often than not, school nurses are a child’s first stop 
when they are feeling ill, or fear something is wrong.   Because of this, they can play 

a vital role in helping students and their families address a possible bleeding disorder.  

Through partnering with school nurses we believe we can implement a process which 

will allow the nurses to share information on the disorder with the student/parents.  

Lydia Johnson, RN, BSN Hemostasis Clinical Nurse Coordinator at Cardinal Glennon 

Hospital, was the opening speaker to the nurses and spoke on vWD & Other Bleeding 

Disorders. Bill Berger, MS, MSW, Washington University and Bridget Tyrey answered 

questions and distributed educational materials at the GHA exhibit booth. At this 
workshop we brought together the chapter, federally-recognized hemophilia treat-

ment center staff and representatives from School Nurse Associations to learn and 
network. 

CDC Rolls Out New Study - Dr. Puetz

Many of you participated in the Centers for Disease Control (CDC) Universal Data 
Collection Study (UDC) which ended in the fall of 2011 and have been eagerly awaiting 
the next phase. In the fall of 2012, the CDC launched its next stage of disease surveil-
lance for people with bleeding disorders.  There are two parts to this project.  The 

first part of the CDC Public Health Surveillance Project is the “HTC population profile”.  
This project essentially takes a head count of the type of patients who receive care 
at HTCs. It includes people with hemophilia, Von Willebrand Disease, rare bleeding 

disorders, and for the first time,  information is collected for this project. Because this 
is considered disease surveillance and not research, informed consent is not required 

for participation.  The project will address questions like: How many patients do the 
HTCs serve? What portions are uninsured? How many are over the age of 55, teens or 
children? Are girls and women receiving care? How many are living in rural America? 

The second part which rolled out in 2014 is called “The Registry for Bleeding Disorders 
Surveillance”. This portion of the project will collect more detailed information and 
will observe trends and identify risk factors and rates of complications that may lead 
to poor health.  Not everyone will be asked to participate in this section. Contact your 
HTC if you have questions about the latest CDC project!
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A team of researchers from the University 

of Florida, Gainesville (UF-G) and University 
of Pennsylvania (U-Penn) is developing 
a novel approach to tackling inhibitors 

in hemophilia A that uses genetically 
engineered plant cells. In a recent article 
published in the journal Blood, the authors 

reported making progress with the experimental therapy in mice with hemophilia A. The lead investigator of the study 
was Henry Daniell, PhD, Department of Biochemistry and Department of Pathology, School of Dental Medicine at U-Penn 

in Philadelphia. 

Using genetically engineered plants, Daniell and his colleagues are developing therapeutic factor proteins that decrease 
unwanted treatment reactions such as anaphylaxis (a life-threatening allergic reaction) and inhibitor (antibody) responses 
by the immune system. The technique involves encapsulating a “tolerance-inducing protein” within plant cell walls so 
that when it is ingested it safely travels through the stomach before being released into the small intestines. 

In this study, investigators synthesized tobacco plants and factor VIII-coded genetic material, which were fed to mice with 
hemophilia A. The therapy triggered an average of seven times fewer inhibitor responses. “This is a major step forward,” 
said study co-author Roland W. Herzog, PhD, College of Medicine, UF-G. In the future, the goal is to replace tobacco 

plants with lettuce plants for human use.

Researchers have been developing this novel therapeutic approach for several years to create potential vaccines against 
malaria and cholera, and genetically engineered insulin to help prevent diabetes. In previous studies led by Daniell, 
factor IX-bioencapsulated plant cells were successfully delivered to mice with hemophilia B. The therapy prevented both 

anaphylaxis and inhibitors. 

The authors see a tremendous upside if this oral tolerance therapy were to become a viable option for humans. “Our 
technique, which uses plant-based capsules, has the potential to be a cost-effective and safe alternative,” said Daniell. 
The article, “Suppression of Inhibitor Formation Against FVIII in a Murine Model of Hemophilia A by Oral Delivery of 
Antigens Bioencapsulated in Plant Cells,” was published in the September 4, 2014, issue of Blood. 

Researchers Report Advances in Plant-Based Hemophilia A Therapy

There’s An App For That!

There are many benefits to logging all of your factor infusions. Having a record 
of all your vial numbers and when they were used is necessary in case there is 
ever a problem with or recall of any factor product. In addition, the log will allow 
you to keep an accurate track of all your bleeds, and may allow you to detect 
a pattern to your bleeds. With this information, your HTC physician can adjust 
your medication to prevent further bleeds. Despite these benefits, most treat-
ment centers have found that very few of their patients log all of their infusions. 

This is probably due to the hassle of writing everything down. There is now a solution to this problem – mobile 
applications a.k.a.  apps. Several companies have developed apps for logging infusions. Some even allow 
the user to scan their vials directly to log the infusion. Most allow the user to email logs to the HTC or allow 
the HTC to have direct access to your logs. Apps are available for most smart phones and tablets.  For those 
of you enrolled in the ATHNdataset /WebTracker study, ATHN has developed an app (ATHNAdvoy) that will 
eventually let you enter your logs into the WebTracker database. 

Check out your favorite app store for these apps, and start logging!
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Autoimmune

Bleeding 

Specialty 

Injectables

Acute

Therapy

Advocacy Family

There is no place like home.
ARJ Infusion Services is a leading regional provider of 

specialty home infusion services.

ARJ Infusion Services is a specialty pharmacy and skilled 

nursing provider of in-home therapy for a variety of disorders.

We specialize in treating hemophilia, Von Willebrand disease, 

and platelet disorders. By having treatment in the comfort of 

your own home, this leads to increase freedom and a better 

quality of life.

We provide treatment in other chronic conditions — IVIG, 

SCIG, enzyme therapy, inotropics, acute therapy and more. 

Neurology

ARJ Infusion
    SERVICES

arjinfusion.com

Enzyme 

Therapy

866-451-8804

On September 15th, the Gateway Hemophilia Association completed its 24th annual 
Tee Off 4 Hemophilia golf tournament, and once again it was a huge success. The golf 
tournament is the biggest fund raiser for the chapter and along with being a great 

time it is responsible for making many of the activities GHA does throughout the year 
possible. 

We want to say a huge thank you to the committee who helped plan this year’s event. 
Greg Price -Golf Chairman, Judy Bagato -Auction Chair, Joan McGovern, Brent Miller, 
Jeff Parrott, Janie Summers, and Bridget Tyrey. The day of the tournament it took a 
small army of volunteers to help pull off the day’s events and make sure everything 
ran smoothly. 

GHA would like to say a big thank you to all our volunteers! 

Carlisa Magee, Bill Berger, Tabby Mayhan, Pam Carleton, John Carney, Shelly Miller, Nic 

& Sara Fahey, Vicki Oberkrom, Karen Price, Danielle Flores, Karen Heckemeyer, Dave 

Todd, Liz LaFlamme, Lynn Van Oyen, and members of the U.S. Coast Guard.

[MORE GOLF INFO ON PAGE 11] 

GHA Golf Tournament
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0.37%

incidence of
inhibitors

270
patients

ADVATE HAS A PROVEN SAFETY PROFILE1- 7

LOW RISK OF INHIBITOR DEVELOPMENT DEMONSTRATED 
IN CLINICAL STUDIES 

Six clinical studies of 270 previously treated patients (PTPs) with moderately 

severe to severe hemophilia A demonstrated a low inhibitor rate of 0.37%.1-5  

PTPs are considered to be the most appropriate study population for the 

assessment of product-related immunogenicity.8

Low PTP inhibitor rate1-5

(95% confidence interval, 0.02%-2.13%)

INDICATIONS
ADVATE [Antihemophilic Factor (Recombinant), Plasma/Albumin-Free Method] is a medicine used to replace clotting factor (factor VIII or antihemophilic 
factor) that is missing in people with hemophilia A (also called “classic” hemophilia). ADVATE is used to prevent and control bleeding in adults and 
children (0-16 years) with hemophilia A. Your healthcare provider may give you ADVATE when you have surgery. ADVATE can reduce the number of 
bleeding episodes in adults and children (0-16 years) when used regularly (prophylaxis).

ADVATE is not used to treat von Willebrand disease.

DETAILED IMPORTANT RISK INFORMATION
You should not use ADVATE if you: 

• Are allergic to mice or hamsters.

• Are allergic to any ingredients in ADVATE.

Tell your healthcare provider if you are pregnant or breastfeeding because ADVATE may not be right for you.

You should tell your healthcare provider if you:

• Have or have had any medical problems.

• Take any medicines, including prescription and non-prescription medicines, such as over-the-counter medicines, supplements or herbal remedies.

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

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

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 ADVATE from working 
properly. Consult with your healthcare provider to make sure you are carefully monitored with blood tests for the development of inhibitors to factor VIII.

You can have an allergic reaction to ADVATE. 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 or fainting. 

Side effects that have been reported with ADVATE include: cough, headache, joint swelling/aching, sore throat, fever, itching, unusual taste, dizziness, 
hematoma, abdominal pain, hot flashes, swelling of legs, diarrhea, chills, runny nose/congestion, nausea/vomiting, sweating, and rash. 

Tell your healthcare provider about any side effects that bother you or do not go away or if your bleeding does not stop after taking ADVATE.

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.

Please see Brief Summary of ADVATE Prescribing Information on the following page.

References: 1. Valentino LA, Mamonov V, Hellmann A, et al. A randomized comparison of two prophylaxis regimens and a paired comparison of on-demand and prophylaxis treatments in hemophilia A management. J Thromb Haemost. 
2012;10(3):359-367. 2. Shapiro A, Gruppo R, Pabinger I, et al. Integrated analysis of safety and efficacy of a plasma- and albumin-free recombinant factor VIII (rAHF-PFM) from six clinical studies in patients with hemophilia A. Expert Opin 
Biol Ther. 2009;9(3):273-283. 3. Tarantino MD, Collins PW, Hay CRM, et al, and the rAHF-PFM Clinical Study Group. Clinical evaluation of an advanced category antihaemophilic factor prepared using a plasma/albumin-free method: 
pharmacokinetics, efficacy, and safety in previously treated patients with haemophilia A. Haemophilia. 2004;10(5):428-437. 4. Négrier C, Shapiro A, Berntorp E, et al. Surgical evaluation of a recombinant factor VIII prepared using a 
plasma/albumin-free method: efficacy and safety of Advate in previously treated patients. Thromb Haemost. 2008;100(8):217-223. 5. Blanchette VS, Shapiro AD, Liesner RJ, et al, for the rAHF-PFM Clinical Study Group. Plasma and 
albumin-free recombinant factor VIII: pharmacokinetics, efficacy and safety in previously treated pediatric patients. J Thromb Haemost. 2008;6(8):1319-1326. 6. Oldenburg J, Goudemand J, Valentino L, et al. Postauthorization safety 
surveillance of ADVATE [antihemophilic factor (recombinant), plasma/albumin-free method] demonstrates efficacy, safety and low-risk for immunogenicity in routine clinical practice. Haemophilia. 2010;16(6):866-877. 7. Auerswald G, 
Thompson AA, Recht M, et al. Experience of Advate rAHF-PFM in previously untreated patients and minimally treated patients with haemophilia A. Thromb Haemost. 2012;107(6):1072-1082. 8. White GC, DiMichele D, Mertens K, et al. 
Utilization of previously treated patients (PTPs), noninfected patients (NIPs), and previously untreated patients (PUPs) in the evaluation of new factor VIII and factor IX concentrates. Recommendation of the Scientific Subcommittee on 
Factor VIII and Factor IX of the Scientific and Standardization Committee of the International Society on Thrombosis and Haemostasis. Thromb Haemost. 1999;81(3):462. 

Baxter and Advate are registered trademarks of Baxter International Inc. © Copyright 2014, Baxter Healthcare Corporation. All rights reserved. USBS/34/14-0034(1)
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INDICATIONS AND USAGE

ADVATE [Antihemophilic Factor (Recombinant)] is a recombinant antihemophilic factor indicated for use 
in children and adults with hemophilia A (congenital factor VIII deficiency or classic hemophilia) for:

•  Control and prevention of bleeding episodes.

•  Perioperative management.

•  Routine prophylaxis to prevent or reduce the frequency of bleeding episodes. 

ADVATE is not indicated for the treatment of von Willebrand disease.

CONTRAINDICATIONS

ADVATE is contraindicated in patients who have life-threatening hypersensitivity reactions, including 
anaphylaxis, to mouse or hamster protein or other constituents of the product (mannitol, trehalose, 
sodium chloride, histidine, Tris, calcium chloride, polysorbate 80, and/or glutathione). 

WARNINGS AND PRECAUTIONS

Hypersensitivity Reactions

Allergic-type hypersensitivity reactions, including anaphylaxis, have been reported with ADVATE. 
Symptoms include dizziness, paresthesia, rash, flushing, facial swelling, urticaria, dyspnea, and pruritus. 

ADVATE contains trace amounts of mouse immunoglobulin G (MuIgG) ≤0.1 ng/IU ADVATE, and hamster 
proteins ≤1.5 ng/IU ADVATE. Patients treated with this product may develop hypersensitivity to these 
non-human mammalian proteins.

Discontinue ADVATE if hypersensitivity symptoms occur and administer appropriate emergency treatment.

Neutralizing Antibodies

Neutralizing antibodies (inhibitors) have been reported following administration of ADVATE predominantly 
in previously untreated patients (PUPs) and previously minimally treated patients (MTPs). Monitor all 
patients for the development of factor VIII inhibitors by appropriate clinical observation and laboratory 
testing. If expected plasma factor VIII activity levels are not attained, or if bleeding is not controlled with 
an expected dose, perform an assay that measures factor VIII inhibitor concentration. [see Warnings and 
Precautions]

Monitoring Laboratory Tests

•  Monitor plasma factor VIII activity levels by the one-stage clotting assay to confirm the adequate 
factor VIII levels have been achieved and maintained when clinically indicated. [see Dosage and 
Administration]

•  Perform the Bethesda assay to determine if factor VIII inhibitor is present. If expected factor VIII activity 
plasma levels are not attained, or if bleeding is not controlled with the expected dose of ADVATE, use 
Bethesda Units (BU) to titer inhibitors.

 –  If the inhibitor titer is less than 10 BU per mL, the administration of additional antihemophilic factor 
concentrate may neutralize the inhibitor and may permit an appropriate hemostatic response.

 –  If the inhibitor titer is above 10 BU per mL, adequate hemostasis may not be achieved. The 
inhibitor titer may rise following ADVATE infusion as a result of an anamnestic response to factor 
VIII. The treatment or prevention of bleeding in such patients requires the use of alternative 
therapeutic approaches and agents.

ADVERSE REACTIONS

The serious adverse reactions seen with ADVATE are hypersensitivity reactions and the development of 
high-titer inhibitors necessitating alternative treatments to factor VIII.

The most common adverse reactions observed in clinical trials (frequency ≥10% of subjects) were 
pyrexia, headache, cough, nasopharyngitis, vomiting, arthralgia, and limb injury.

Clinical Trial Experience

Because clinical trials are conducted under widely varying conditions, adverse reaction rates observed in 
the clinical trials of a drug cannot be directly compared to rates in clinical trials of another drug and may 
not reflect the rates observed in clinical practice.

ADVATE has been evaluated in five completed clinical trials in previously treated patients (PTPs) and 
one ongoing trial in previously untreated patients (PUPs) with severe to moderately severe hemophilia 
A (factor VIII ≤2% of normal). A total of 234 subjects have been treated with ADVATE as of March 2006. 
Total exposure to ADVATE was 44,926 infusions. The median duration of participation per subject was 
370.5 (range: 1 to 1,256) days and the median number of exposure days to ADVATE per subject was 128 
(range: 1 to 598).3

The summary of adverse reactions with a frequency ≥5% (defined as adverse events occurring within 24 
hours of infusion or any adverse event causally related occurring within the trial period) is shown in Table 3. 

No subject was withdrawn from a clinical trial due to an adverse reaction. There were no deaths in any 
of the clinical trials.

Table 3 
Summary of Adverse Reactions a with a Frequency ≥5% (N = 234 Treated Subjects b)

MedDRAc System Organ Class
MedDRA  
Preferred Term

Number  
of ADRs

Number  
of 

Subjects

Percent 
of 

Subjects

General disorders and administration site 
conditions

Pyrexia 78 50 21

Nervous system disorders Headache 104 49 21

Respiratory, thoracic, and mediastinal 
disorders

Cough 75 44 19

Infections and infestations Nasopharyngitis 61 40 17

Gastrointestinal disorders Vomiting 35 27 12

Musculoskeletal and connective tissue 
disorders

Arthralgia 44 27 12

Injury, poisoning, and procedural 
complications

Limb injury 55 24 10

Infections and infestations
Upper respiratory 
tract infection

24 20 9

Respiratory, thoracic, and mediastinal 
disorders

Pharyngolaryngeal 
pain

23 20 9

Respiratory, thoracic, and mediastinal 
disorders

Nasal congestion 24 19 8

Gastrointestinal disorders Diarrhea 24 18 8

Gastrointestinal disorders Nausea 21 17 8

General disorders and administration site 
conditions

Pain 19 17 8

Skin and subcutaneous tissue disorders Rash 16 13 6

Infections and infestations Ear infection 16 12 5

Injury, poisoning, and procedural 
complications

Procedural pain 16 12 5

Respiratory, thoracic, and mediastinal 
disorders

Rhinorrhea 15 12 5

a  Adverse reactions are defined as all adverse events that occurred (a) within 24 hours after being 
infused with investigational product, or (b) all adverse events assessed related or possibly related 
to investigational product, or (c) adverse events for which the investigator’s or sponsor’s opinion of 
causality was missing or indeterminate.

b  The ADVATE clinical program included 234 treated subjects from 5 completed studies in PTPs and 1 
ongoing trial in PUPs as of 27 March 2006.

c  MedDRA version 8.1 was used.

Immunogenicity

The development of factor VIII inhibitors with the use of ADVATE was evaluated in clinical trials with 
pediatric PTPs (<6 years of age with >50 factor VIII exposures) and PTPs (>10 years of age with >150 
factor VIII exposures). Of 198 subjects who were treated for at least 10 exposure days or on study for 
a minimum of 120 days, 1 adult developed a low-titer inhibitor (2 BU in the Bethesda assay) after 26 
exposure days. Eight weeks later, the inhibitor was no longer detectable, and in vivo recovery was normal 
at 1 and 3 hours after infusion of another marketed recombinant factor VIII concentrate. This single event 
results in a factor VIII inhibitor frequency in PTPs of 0.51% (95% CI of 0.03 and 2.91% for the risk of any 
factor VIII inhibitor development).3,4 No factor VIII inhibitors were detected in the 53 treated pediatric PTPs. 

In clinical trials that enrolled previously untreated subjects (defined as having had up to 3 exposures to 
a factor VIII product at the time of enrollment) , 5 (20%) of 25 subjects who received ADVATE developed 
inhibitors to factor VIII.3 Four subjects developed high titer (>5 BU) and one patient developed low-titer 
inhibitors. Inhibitors were detected at a median of 11 exposure days (range 7 to 13 exposure days) to 
investigational product.

Immunogenicity also was evaluated by measuring the development of antibodies to heterologous 
proteins. 182 treated subjects were assessed for anti-Chinese hamster ovary (CHO) cell protein 
antibodies. Of these subjects, 3 showed an upward trend in antibody titer over time and 4 showed 
repeated but transient elevations of antibodies. 182 treated subjects were assessed for muIgG protein 
antibodies. Of these, 10 showed an upward trend in anti-muIgG antibody titer over time and 2 showed 
repeated but transient elevations of antibodies. Four subjects who demonstrated antibody elevations 
reported isolated events of urticaria, pruritus, rash, and slightly elevated eosinophil counts. All of these 
subjects had numerous repeat exposures to the study product without recurrence of the events and a 
causal relationship between the antibody findings and these clinical events has not been established. 

Of the 181 subjects who were treated and assessed for the presence of anti-human von Willebrand 
Factor (VWF) antibodies, none displayed laboratory evidence indicative of a positive serologic response.

The detection of antibody formation is highly dependent on the sensitivity and specificity of the assay. 
Additionally, the observed incidence of antibody (including neutralizing antibody) positivity in an assay 
may be influenced by several factors including assay methodology, sample handling, timing of sample 
collection, concomitant medications, and underlying disease. For these reasons, comparison of the 
incidence of antibodies to ADVATE with the incidence of antibodies to other products may be misleading.

Post-Marketing Experience

The following adverse reactions have been identified during post-approval use of ADVATE. Because 
these reactions are reported voluntarily from a population of uncertain size, it is not always possible to 
reliably estimate their frequency or establish a causal relationship to drug exposure.

Among patients treated with ADVATE, cases of serious allergic/hypersensitivity reactions including 
anaphylaxis have been reported and factor VIII inhibitor formation (observed predominantly in PUPs). Table 
4 represents the most frequently reported post-marketing adverse reactions as MedDRA Preferred Terms.

ADVATE [Antihemophilic Factor (Recombinant)] 

Lyophilized Powder for Reconstitution for Intravenous Injection 

Brief Summary of Prescribing Information: Please see package insert for full Prescribing Information.

Table 4 
Post-Marketing Experience

Organ System [MedDRA Primary SOC] Preferred Term

Immune system disorders
Anaphylactic reactiona

Hypersensitivitya

Blood and lymphatic system disorders Factor VIII inhibition

General disorders and administration site 
conditions

Injection site reaction

Chills

Fatigue/Malaise

Chest discomfort/pain

Less-than-expected therapeutic effect

a These reactions have been manifested by dizziness, paresthesias, rash, flushing, face swelling, 
urticaria, and/or pruritus.

Baxter, and Advate are trademarks of Baxter International Inc. Baxter and Advate are registered in the 
U.S. Patent and Trademark Office.

Patented: see www.baxter.com/productpatents/

Baxter Healthcare Corporation, Westlake Village, CA 91362 USA

U.S. License No. 140     Issued 04/2014

USBS/34/14-0104
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GHA held its 18th Annual “Family Education Weekend” (FEW) July 11th – 13th, 2014 at 
the Sheraton in Clayton, MO. Attendees had the opportunity to meet, talk and share 
with bleeding disorder health care educators, consumers, chapter members, vendors, 

and manufacturers over the weekend. There were three tracts offered at this year's 
FEW; Aging Well with A Bleeding Disorder, vWD, and Parent to Parent. 

On Friday night, GHA Board of Directors and the Executive Director welcomed new 
families to the event.  The families had a chance to get acquainted and tour the indus-

try exhibit hall before the main events on Saturday. 

Saturday began with "Big Dog" Pat Torrey as the keynote, he explored the impacts of 
working from within a system and thinking outside of the box to meet your goals and 
desires. After the keynote, Dr. Majerus, MD, PhD, Bob Sander, PT, Heidi Davidson, and 
facilitator Bob Davidson sat on the "Living with vWD Panel", while Dave Robinson, 

PhD, spoke on "What about Me? Finding a balance in parenting children who don't 
have a bleeding disorder," and in the next room, Daniel Reillly spoke on "Your Liver and 
Viral Hepatitis." 

After the attendees broke for lunch in the exhibit hall, the afternoon breakout sessions 
picked back up with Bill Berger, MS, MSW and Vanessa Lanier, PT, DPT "Aging Well 

with a Bleeding Disorder", while Virginia Kraus, RN MSN spoke on two topics, first "My 
Voice Matters; Women, Childbirth & vWD," then "Men and vWD", while in the Grand 
Ballroom Tabby and Rick Mayhan facilitated the "Parent to Parent" discussion. 

Men and women relaxed at the end of the day while connecting with others who are 
living with or are taking care of a loved one with a bleeding disorder in the men and 

women's groups. Board President, Dave Decker facilitated the "Mens Bull Session" and 
Suzanne Janick spoke at the "Women's Group."  

The kids were busy 

as well all day. The 

3-6 year old children 

learned a woodwork-

ing project, which was 

facilitated by Craig 

Looney and Angela 

Brown.

The 7-11 year old chil-

dren took a tour of the Clayton Firehouse, then participated in an interactive session 
at the Clayton Library, then returned to the hotel, but not before stopping at Imos for 

their famous St. Louis style pizza. They then learned about bleeding disorders, how

 blood clots, what happens to joints, and the infusion process, then made sundaes by 

asking for ingredients as components of the blood that were discussed in the earlier 

slime activity, facilitated by Leslie Oygar, Stephen Trost, Jim Segrave-Daly, and Janie 
Summers.  The 12 and older worked in a group with "Big Dog" to develop self-confi-

dence, awareness and understanding of individual power, and an increase in personal 

responsibility for one’s self and self-treatment for adolescents and young adults in the 
bleeding disorder community. In the afternoon the kids 7 and older met at the pool for 
an afternoon group swim of games and fun.  

Thank you daycare volunteers; Kaete, Tesa Martin, Salena Flannigan, Ashley Hill, Becky 
Boerner, Heidi Davidson, Tory Davidson, Liz LaFlamme, Danielle Flores, Mackenzie 

Sledd, Tyler, Flores, Tony Flores, Austin Hanse, Maria Mohler, Joshua Gulledge.

Saturday evening Mackenzie Sledd, PT at 

Washington University was awarded the 

"Daniel V. Tyrey Volunteer of the Year" 

award for her time she dedicates each 
year at GHA events and her dedication 
to Camp Notaclotamongus for the last 

six years. 

GHA also recognized Danielle Flores, IAP 

Chair for Home Care and Vicki Oberk-

rom, IAP Chair for Manufacturer during 

Saturday's dinner. Danielle and Vicki were 

voted in by their industry peers in 2012.

They reported to the GHA Board of 

Directors in an ex-officio (non-voting) 
capacity.  They represented industry and 

reported back any industry feedback to 

the board as well as ran the IAP meetings 
on an annual basis. 

After dinner attendees enjoyed dessert 
on the pool deck, while kids swam, 

participated in the Wii bowling contest, 
watched a magic show, and posed with their friends at the GHA photo booth. 

Sunday morning came fast, but was brightened by Ladonna Hodge's worship service. 
After breakfast Sue Pardeshi, RN facilitated "Be Infused" for consumers and parents 
learning how to self infuse.  Finally the weekend ended with Shelley Gerson who 

presented "Braving Change" identifying ways to support resiliency in your child and 
yourself. Attendees said goodbye until FEW March 2015 at the Hyatt Regency St. Louis.  

Thank you to our exhibitors:

Accredo HHS, Accurate Rx, Affinity Biotech, ARJ Infusion Services, Axiom Therapeutics, 
Baxter, Bayer, BioEthics Advantage, Biogen Idec Hemophilia, BIOMED Pharmaceuticals, 
Bio Rx, CVS/Caremark, CSL Behring, Grifols, HPC Specialty Pharmacy, Midwest Cor-
nerstone, Midwest IV, Novo Nordisk, Pfizer, Superior Biologics, Walgreens Hemophilia 
Services, and Washington University. 

[MORE FEW INFO ON PAGE 8]

GHA’s 18th Annual Family Education Weekend — “Facing the Future Together”

Opening 

Session

Danielle Flores & Vicki Oberkrom

Day care

Volunteer of the Year Mackenzie Sledd
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More On The FEW . . .
FEW Committee
Chair Tabby Mayhan, Mimi Law, Mary Kay Thrower, Bill Berger,

Suzanne Sirko-Carney, Stephanie Lasister, Lydia Johnson, Janie Summers,

 Heidi Davidson, and Andrea Metcalf.

Thank you to our 2014 FEW Sponsors
Registration Packets – Mid-West Cornerstone Healthcare   
Leading Edge: Gaming the System - Pfizer
Saturday Coffee and Soda Sponsor – Novo Nordisk   
Your Liver and Viral Hepatitis - Axiom Therapeutics 
What about Me? Finding a balance in parenting - HFA
Aging Well with a Bleeding Disorder - Washington University

Von Willebrand Disease Presentations – Griffols
Woodworking Childcare Activity - Midwest Cornerstone 
Karing for Kids Activity  – Accredo
Celebrate Women – ARJ Infusion Service
Men’s Bull Session – Bayer
Saturday Reception – CSL Behring
Sunday Breakfast – Biogen Idec
Braving Change - Biogen Idec

Saturday night dinner

Saturday night magic showVWD Panel
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Indications 

ELOCTATE [Antihemophilic Factor (Recombinant), Fc Fusion Protein] is a recombinant DNA derived, antihemophilic 
factor indicated in adults and children with Hemophilia A (congenital factor VIII deficiency) for: control and prevention  
of bleeding episodes, perioperative management (surgical prophylaxis), and routine prophylaxis to prevent or reduce 
the frequency of bleeding episodes. ELOCTATE is not indicated for the treatment of von Willebrand disease.

Important Safety Information 

Do not use ELOCTATE if you have had an allergic reaction to it in the past. 

Tell your healthcare provider if you have or have had any medical problems, take any medicines, including prescription  
and non-prescription medicines, supplements, or herbal medicines, have any allergies, are breastfeeding, are pregnant  
or planning to become pregnant, or have been told you have inhibitors (antibodies) to Factor VIII. 

Allergic reactions may occur with ELOCTATE. Call your healthcare provider or get emergency treatment right away  
if you have any of the following symptoms: difficulty breathing, chest tightness, swelling of the face, rash, or hives. 

Your body can also make antibodies called, “inhibitors,” against ELOCTATE, which may stop ELOCTATE  
from working properly. 

Common side effects of ELOCTATE are joint pain and general discomfort. These are not all the possible side effects of 
ELOCTATE. Talk to your healthcare provider right away about any side effect that bothers you or that does not go away, 
and if bleeding is not controlled after using ELOCTATE. 

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.

Please see Brief Summary of full Prescribing Information on the next page.  

© 2014 Biogen Idec Inc.   All rights reserved.   Printed in U.S.A.   HFE-1006322   06/14

NOW APPROVED
TH E  FI RST AND ONLY F ACTOR  V III   

WITH A PRO LONGED  HALF-LIF E

 Learn how a prolonged half-life  

may affect your infusion schedule

Meet your CoRe Manager Vicki Billups-Oberkrom, LPN  
E: Vicki.Oberkrom@biogenidec.com  T: 660-281-2447

This information is not intended to replace discussions  
with your healthcare provider.
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FDA-Approved Patient Labeling

Patient Information

ELOCTATE™ /el’ ok’ tate/  

[Antihemophilic Factor (Recombinant), Fc Fusion Protein] 

Please read this Patient Information carefully before using ELOCTATE 

and each time you get a refill, as there may be new information. 

This Patient Information does not take the place of talking with your 

healthcare provider about your medical condition or your treatment.

What is ELOCTATE?

ELOCTATE is an injectable medicine that is used to help control and 

prevent bleeding in people with Hemophilia A (congenital Factor VIII 

deficiency). 

Your healthcare provider may give you ELOCTATE when you have 

surgery.

Who should not use ELOCTATE?

You should not use ELOCTATE if you had an allergic reaction to it in the 

past.

What should I tell my healthcare provider before using ELOCTATE?

Talk to your healthcare provider about:

 •  Any medical problems that you have or had.

 •   All prescription and non-prescription medicines that you take, 

including over-the-counter medicines, supplements or herbal 

medicines.

 •   Pregnancy or if you are planning to become pregnant. It is not 

known if ELOCTATE may harm your unborn baby.

 •   Breastfeeding. It is not known if ELOCTATE passes into the milk 

and if it can harm your baby.

How should I use ELOCTATE?

You get ELOCTATE as an infusion into your vein. Your healthcare 

provider will instruct you on how to do infusions on your own, and may 

watch you give yourself the first dose of ELOCTATE. 

Contact your healthcare provider right away if bleeding is not controlled 

after using ELOCTATE.

What are the possible side effects of ELOCTATE?

Common side effects of ELOCTATE are joint pain and general 

discomfort.  

Allergic reactions may occur. Call your healthcare provider or 

emergency department right away if you have any of the following 

symptoms: difficulty breathing, chest tightness, swelling of the face, 

rash or hives. 

Your body can also make antibodies called, “inhibitors,” against 

ELOCTATE, which may stop ELOCTATE from working properly. Your 

healthcare provider may give you blood tests to check for inhibitors.

How should I store ELOCTATE?

 •  Keep ELOCTATE in its original package.

 •  Protect it from light.

 •  Do not freeze.  

 •   Store refrigerated (2°C to 8°C or 36°F to 46°F) or at room 

temperature [not to exceed 30°C (86°F)], for up to six months.  

 •  When storing at room temperature:

  •   Note on the carton the date on which the product is removed 

from refrigeration.

  •   Use the product before the end of this 6 month period or 

discard it.

  •  Do not return the product to the refrigerator.

Do not use ELOCTATE after the expiration date printed on the vial or, if 

you removed it from the refrigerator, after the date that was noted on 

the carton, whichever is earlier. 

After reconstitution (mixing with the diluent):

 •   Do not use ELOCTATE if the reconstituted solution is not clear to 

slightly opalescent and colorless.

 •  Use reconstituted product as soon as possible

 •   You may store reconstituted solution at room temperature, 

not to exceed 30°C (86°F), for up to three hours. Protect the 

reconstituted product from direct sunlight. Discard any product 

not used within three hours.

What else should I know about ELOCTATE?

Medicines are sometimes prescribed for purposes other than those 

listed here. Do not use ELOCTATE for a condition for which it was not 

prescribed. Do not share ELOCTATE with other people, even if they 

have the same symptoms that you have.

Manufactured by: 

Biogen Idec Inc.

14 Cambridge Center, Cambridge, MA 02142 USA

U.S. License # 1697

44279-01

ELOCTATE™ is a trademark of Biogen Idec.

Issued June 2014
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Making a difference in Peoples’ lives

•	 Nursing	&	Pharmacy	24/7

•	 Infusion	Education	&	Training

•	 Reimbursement	Specialists

•	 Direct	Communication
							with	the	People	You	Know

•	 Same	Day	Delivery

•	 Hemophilia	A

•	 Hemophilia	B

•	 Von	Willebrand’s	Disease

•	 Other	Bleeding	Disorders

	 Judy	Bagato	RN,	BSN	
	 Hemophilia	Specialist/Infusion	Nurse
	 jbagato@superiorbiologics.com

	 Cell:	618-558-1575

Office: 866.416.3655

Fax: 866.416.3656

—Charlie,* 7 years old, loves windy days

“ Hemophilia doesn’t  

stop me from having fun.”

97% of patients are satisfied with our care1

Walgreens Infusion Services— 

bleeding disorder support to  

help you stay healthy and active

	 •		A	personal	team	of	bleeding	disorder	experts

	 •		Help,	day	or	night	

	 •		Complete	educational	support	

	 •		Broad	insurance	coverage

To learn more, call 866-436-4376. 

En español, llame al 800-456-1923.

Taking beautiful care of you.

* Hypothetical patient profile.
 Reference: 1. December 2012-February 2013 patient satisfaction data. 
  Walgreens Infusion Services locations are ACHC accredited. HHA #20881096,  
HHA #20885096, HHA #299991678, HHA #299992580, HHA #299994060

 ©2013 Walgreen Co. All rights reserved.  13WIS0117.5-1113

GHA would like to say thank you to our 2014 Tee Off 4 Hemophilia Golf Tournament Sponsors!

Title Golf Sponsor
Baxter Healthcare

Silver Sponsor
Novo Nordisk

Snack Sponsors
Biogen Idec

CVS/Health
Frito Lay

Walgreens

Path of Champions
Judy Bagato

John & Suzanne Carney

Bob & Heidi Davidson (2)
Dave & Nicole Decker

Mary & Clarence Fahey

Tony & Danielle Flores

John & Caroline Huff
Heather Ince

Mimi Law

Rick & Tabby Mayhan

David Moore

Vicki Oberkrom

Chris & Abby Schneider

James & Ruth Sirko (2)
Jim & Colleen Wilson

Corporate Sponsorships
Accredo

Accurate Rx
Affinity Biotech (2)
ARJ Infusion Services

Bayer

Benjamin F. Edwards

Biogen Idec

Carney’s Kids
CSL Behring

Grifols

Midwest IV

Specialty Therapeutics 
Superior Biologics, Inc.

Swink, Fiehler & Company, PC

Tee Sponsor
Walgreens

Putting Contest Winners
Ron Graff and Royce Smelcer

Beverage Cart 
Sponsor
CSL Behring

Golf Goody Bags Donated By
Accredo, Accurate Rx, Affinity Biotech, ARJ Infusion Services, Bayer, Biogen Idec, 
CVS/Health, Grifols, Novo Nordisk, Soleo Health, Superior Biologics, Walgreens

Team Sponsors
Accredo

Ameriprise Financial

Dr. Brent Mille

Jeff Day & Associates
Dick Keller

Octapharma

Pfizer
Smith Law Offices
Soleo Health

Player Sponsorships
Accredo

Ameriprise Financial

Dr. Brent Miller

Jeff Day & Associates
Dick Keller

Octapharma

Pfizer
Smith Law Offices
Soleo Health

Specialty Therapeutics



LIMITLESS.

The possibilities when you’re well cared for.

www.biomed-rx.com
866-661-0110
Follow us:

At Biomed, our commitment to the bleeding disorder community doesn’t end with skilled pharmacists,

experienced infusion nurses, or dedicated customer service associates. It continues through

education, training, and involvement at the local and national level by Biomed’s team of advocates who

have extensive experience in the community. Improving the lives of patients and caregivers for a future

of unlimited possibilities is our passion.

To learn more about Biomed bleeding disorder programs, contact John Kowalski or Ed Chomyak at

866-661-0110.

Participating Tricare Hemophilia Provider

Imagine a different experience

As you roll ahead in life with hemophilia B 

Emergent BioSolutions is a specialty pharmaceutical 

company focused on improving the lives of people with 

rare conditions. We are a different type of company, and  

are determined to make a difference for people with 

hemophilia B and those who care for them.

Sign up for updates at: 

EmergentBioSolutions.com/hemophiliaB

©2014 Emergent BioSolutions Inc.     All rights reserved.     IXI-014-0414
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Trust  
the  
Experience
At CVS Caremark, we’ve been helping families like yours for more 

than 30 years. Our caring patient support helps ensure safety,  

convenient access and satisfaction.

Stephanie Lasister

Regional Sales Manager    
816-668-5200 
stephanie.lasister@cvscaremark.com

Nicholas Fahey 
Client Relations Executive
618-303-6687
nicholas.fahey@caremark.com

www.CVSCaremarkSpecialtyRx.com

©2014 Caremark. All rights reserved.   

106-30296a   021214

expertise in: 
• Hemophilia A 
• Hemophilia B 
• Von Willebrand’s Disease 
• Other Bleeding Disorders 
  

866-661-0110 

 www.biomed-rx.com

services include:
• Nursing & Pharmacy 24/7
• Infusion Education
• Reimbursement Specialists
• Direct Communication
  With the People You Know

Ed Chomyak

John Kowalski

P H A R M A C E U T I C A L S
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Baxter and Rixubis are trademarks of Baxter International Inc.  
USBS/MG45/13-0004a

For more information, contact your  
Baxter representative today:

Phone: 

E-mail: 

To learn more, visit www.RIXUBIS.com.

Todd Daube

(314) 807-5013
todd_daube@baxter.com



$5,000- $7,500

Baxter 

$3,000- $4,999

ARJ Infusion Services 

Novo Nordisk 

$1,000- $2,999

Accredo Hemophilia Health 

Services, Inc.

Accurate Rx 
Affinity Biotech 
Bayer Healthcare Pharma-

ceuticals  
Benjamin F Edwards 

Biogen Idec Hemophilia 

Carney’s Kids Foundation
CSL Behring 

Grifols 

Midwest Cornerstone 

Healthcare 

Midwest IV 

Octapharma 

Pfizer Hemophilia 
Superior Biologics, Inc 

Swink Fiehler & Co 

$500 - $999

Ameriprise Financial 

CVS/Caremark 
Day, Jeff 
Emergent Bio Solutions 
Eschbacher, Bob 

Grainger 

Guignon, Tom 

Kleppe, Kory 

Lottes, Jon  
Miller, Brent 

Smith Law Offices 
Soleo Health 

Specialty Therapeutics 

$100 - $499 

Barth, Sean 

Buchek, Kevin 

Carney, John & Suzanne 

Coplen, Ken 

Davidson, Bob & Heidi 

Decker, Dave & Nicole 

Des Peres Rotary Club 

Duke, Gary & Karla 

Dumm, Chris  

Edmonds, Jim 

Ellebrecht, Kevin  

Fahey, Nic & Sara 

Gassiraro, Diane & Joseph 

Hall, Glen 

Hammett, Evan 
Hull, Larry 

Hurster, Jim  

Ince, Heather & Randall 

Keller, Dick 

Lukeman, Greg 

Mansholt, Rachelle  

Martin, Aaron 
Metro East Real Estate, Inc. 

Moore, David 

Morgan, Clint  

Moss, David 

Oberkrom, Vicki  

Price, Greg  

Rummel, Kathy 

Schoenborn, Kim 

Shapiro, Max 
Sirko, James & Ruth 

Smelcer, Royce & Anne 

Stringer, Trudy & Dirk 

Walgreens 

$50-$99

Altman, Terry 

Ax, Bill 
Bagato, Judy  

Baker, Jason 

Burke, Jack 

Carleton, Pam 

Edler, Tracy 

Fahey, Clarence & Mary 

Flores, Danielle & Tony 

Glennon, Jan 

Gulledge, Joshua 

Huff, John 
Kellermeyer, Jim 

Lasister, Stephanie

Martak, Steve  

Mayhan, Tabby 

Morgan, Steve 

Orloff, Jeff 
Pearman, Matt
Schneider, Abby & Chris  

Seiz, Brian 

Sellers, Caleb 

Wilson, Jim 

$1-$49

Akins, Larry 

Bakula, Bob 

Bax, Debbie 
Billups, Erick 

Bugger, Jim  

Callahan, Ken 

Christiansen, Gary  
Clifton, Nick 
Crews, Janet 

Dalton, Dave 

Daube, Todd 

David, Cara 

DeAvilla, Scott 
Duckworth, Billy 

Dumm, Mike 

Ellebrecht, Bill

Failoni, Vic 

Frederickson, Chad 

Freise, Lee 

Graff, Ron 
Guignon, Robert 

Herring, Monte 

Hoelscher, Steve  

Hulett, Brad 
Kock, John 

Kressig, Shane 

LaFlamme, Liz 

Lanier, John  

LeGrand Denise 

Lotto, Jason 

Magee, Carlisa, Gabe, & Ariel 

McKee, Charles 

Meers, Dave 

Mikulay, Tammy 

Mohler, Janet 

Murray, Gary 

O’Neil, Colleen 
O’Neil, Mike  
Parrott, Jeff 
Peterein, Kennet & Susan  

Politte, Bob 
Price, Mike & Karen 

Rehm, Brad 

Robinson, Doug 

Schuppe, Johnny  

Senger, Justin & Scott 
Shulte, Justin  
Simmons, Scott
Smith, Mike 

Smith, Nevada 

Summers, Janie 

Tebbe, Chad 

Thrower, David 

Todd, Dave 

Watson, J.L. 

Zelle, Joe 

IN HONOR OF

Christopher Moebes

Mike & Joan McGovern

   Metro East Real Estate, Inc.

IN MEMORY OF

Roo Sakurau

  Tammy Mikulay 

  Kennet & Susan Peterein 

  J.L. Watson

DONATIONS, HONORARIUMS AND MEMORIALS
GHA gratefully acknowledges our donors who have so generously contributed to the Chapter the third quarter of 2014 with 

general donations, Honorariums and Memorials. 

FALL  2014                                                                                                                                               GATEWAY CONNECTIONS 15    



14248F Manchester Rd. , PMB# 310 

Manchester, MO 63011

314.482.5973

www.gatewayhemophilia.org

email us at 

 info@gatewayhemophilia.org

Presort Standard
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 Permit No. 221

Symposium is a family-friendly educational meeting dedicated to improving the lives of those living with and affected by a bleeding disorder. In March 2015, GHA will combine its 
annual Family Education Weekend (FEW) with HFA's Symposium for one combined three-day meeting. HFA Symposium offers community members the opportunity to learn and 
grow personally and collectively in becoming strong self-advocates! During the powerful sessions, community members can connect on a personal level with the presenters. 

If you've never been to Symposium before, see what all the fuss is about and mark your calendar now! We hope you'll join us March 26-28, 2015, at the Hyatt Regency St. Louis 
at the Arch. Registration will open later this year and more information about the sessions and presenters will be released.


