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First FVIII/VWF product in the US stable for 3 years, up to the expiration date printed, 
when stored at or below 77°F (25°C). Do not freeze.

Please see brief summary of Alphanate® Full Prescribing Information below.

For more information: Grifols Inc.
Customer Service: 888 325 8579 Fax: 323 441 7968

Grifols Biologicals Inc.
5555 Valley Boulevard, Los Angeles, 90032 CA - USA  Tel. 888-GRIFOLS (888 474 3657) 

www.grifolsusa.com

The Power of FVIII/VWF Complex

Convenient Room Temperature Storage

HIGHLIGHTS OF PRESCRIBING INFORMATION

These highlights do not include all the information needed to use Alphanate Antihemo-
philic Factor/von Willebrand Factor Complex (Human) safely and effectively. See Full 
Prescribing Information for Alphanate.

ALPHANATE (ANTIHEMOPHILIC FACTOR/VON WILLEBRAND FACTOR COMPLEX [HUMAN]) 
Sterile, lyophilized powder for injection 

For Intravenous Use Only 

Initial U.S. Approval: 1978

INDICATIONS AND USAGE
Alphanate is an Antihemophilic Factor/von Willebrand Factor Complex (Human) indicated 
for:
•  Control and prevention of bleeding in patients with hemophilia A.
•  Surgical and/or invasive procedures in adult and pediatric patients with von 
    Willebrand Disease in whom desmopressin (DDAVP) is either ineffective or 
    contraindicated. It is not indicated for patients with severe VWD (Type 3) undergoing  
    major surgery.

CONTRAINDICATIONS
•  Patients who have manifested life-threatening immediate hypersensitivity reactions, 
    including anaphylaxis, to the product or its components. 

WARNINGS AND PRECAUTIONS
•  Anaphylaxis and severe hypersensitivity reactions are possible. Should symptoms 
    occur, treatment with Alphanate should be discontinued, and emergency treatment  
    should be sought. 

•  Development of activity-neutralizing antibodies has been detected in patients receiving     
    FVIII containing products. Development of alloantibodies to VWF in Type 3 VWD patients  
    have been occasionally reported in the literature. 
•  Thromboembolic events may be associated with AHF/VWF Complex (Human) in VWD  
     patients, especially in the setting of known risk factors. 
•  Intravascular hemolysis may be associated with infusion of massive doses of AHF/VWF  
    Complex (Human). 
•  Rapid administration of a FVIII concentrate may result in vasomotor reactions. 
•  Plasma products carry a risk of transmitting infectious agents, such as viruses, and 
    theoretically, the Creutzfeldt-Jakob disease (CJD) agent, despite steps designed to  
    reduce this risk.

ADVERSE REACTIONS
The most frequent adverse events reported with Alphanate in > 5% of patients are 
respiratory distress, pruritus, rash, urticaria, face edema, paresthesia, pain, fever, chills, 
joint pain and fatigue. 

To report SUSPECTED ADVERSE REACTIONS, contact Grifols Biologicals Inc. at 
1-888-GRIFOLS (1-888-474-3657) or FDA at 1-800-FDA-1088 or www.fda.gov/medwatch.

USE IN SPECIFIC POPULATIONS
•  Pregnancy: No human or animal data. Use only if clearly needed.
•  Labor and Delivery: No human or animal data. Use only if clearly needed. 
•  Nursing Mothers: No human or animal data. Use only if clearly needed. 
•  Pediatric Use: Clinical trials for safety and effectiveness in pediatric hemophilia A  
    patients have not been conducted. The hemostatic effi cacy of Alphanate has been 
    studied in 20 pediatric subjects with VWD 18 years of age and under. Based on the data  
    from a subset of these subjects, age had no effect on the pharmacokinetics of VWF:RCo. 
•  Geriatric Use: No human or animal data. Use only if clearly needed.

First FVIII/VWF product in the US stable for 3 years, up to the expiration date printed, First FVIII/VWF product in the US stable for 3 years, up to the expiration date printed, 
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Control costs, streamline 
your business and enhanCe 
quality care with the 
integrated nephrology network 

Integrated Nephrology Network (INN) is the largest specialty group 
purchasing organization (GPO) dedicated exclusively to nephrologists 
and dialysis providers. INN provides valuable contract information, 
resources and savings opportunities on products you purchase every 
day. Visit us at www.inn-online.com or call 800.372.4002 to learn 
about the immediate benefits of joining INN. 

To learn how ASD Healthcare and INN can save you time and resources,  
call 888.642.6999 today and speak to a renal sales specialist. 
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If you thInk they deliver the same benefits – 
take a closer look at Cubixx®

.

*  340B pricing is limited to eligible participating covered entity members as listed and defined on the 
federal 340B hrsa-oPa website, http://www.hrsa.gov/opa/.

yes, 340B* inventory can be ordered on consignment. and yes, it 
looks the same as your inventory. But, compare the two, and you 
will see how cubixx consignment gives you more – like the same full 
control you want but with less effort and more savings in costs, time 
and resources.

along with 340B accessibility, the cubixx system also frees up the 
money your pharmacy has tied up in factor inventory, leaving those 
funds available to benefit your staff in better ways. that’s because 
cubixx only bills you for the products you use – when you use them –  
while giving you instant access to the vital medications you need, 
when you need them. 

that’s just one of the many benefits you will discover when you take a 
closer look at cubixx. the chart to the right shows you more.

Want to know more about the benefits of Cubixx, now?

Call 877.900.7352 or 

email BusinessInnovation@asdhealthcare.com

CUBIXX SAVINGS

Your Estimated 
Annual Factor Purchases $1M $5M $10M

$10,000 $50,000 $100,000
Cost-of-Capital Savings 
(8% @ 8 turns)

$21,000 $105,000 $210,000
Freight (0.1%) and 
Expiration Savings (2%)

$2,500 $12,500 $25,000
Administration Savings 
(0.25%)

$33,500 $167,500 $335,000Total Estimated 
Annual Savings

Estimated inventory and savings

www.asdhealthcare.com

Cubixx_8.5x11 Ad_340b (2012, 08-02).indd   1 8/2/12   9:56 AM
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Article and Advertising Submissions

Article submissions and suggestions, as well  
as advertising inquiries may be sent to: 

  ASD Healthcare  
attn: InsideOut Marketing  
3101 Gaylord Parkway  
Frisco, Texas  75034 

 or by email:  
 marketing@asdhealthcare.com

ASD Healthcare is committed to providing our customers with timely, relevant information. In the 
coming months, InsideOut will include articles and sections that are important to you and your 
business. As we move forward, we are reaching out to you, our valued customers, for ideas and 
input on topics you would like to see covered.

Please send your thoughts, ideas and suggestions for making this a dynamic and interesting 
publication to ASD Healthcare’s marketing department (marketing@asdhealthcare.com). 

Editorial Staff
MarkeTIng Manager

Teri Burgess
edITor/WrITer

Christina McFarland
ConTrIbuTIng WrITers

Dale Dirks 
Dane Christiansen
graPhIC desIgner

Wes Geiger
adverTIsIng sales

Bernadette Rospigliosi
adverTIsIng CoordInaTor

Sarah Millecker

Information presented in this publication is not intended as a substitute for the personalized advice given by a healthcare provider. Although ASD Healthcare strives to present only current and accurate information, readers should not consider 
it as professional advice or endorsement of any position. Although great care has been taken in compiling and checking the information given in this publication to ensure accuracy, the authors, ASD Healthcare, and its employees or agents 
shall not be responsible or in any way liable for the continued currency of the information or for any errors, omissions, or inaccuracies in this publication, whether arising from negligence or otherwise or for any consequence arising therefrom.
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From hemophilia to kidney disease to immune 

deficiency communities and more, ASD Healthcare 

supports the advocacy foundations that dedicate 

their efforts to improving healthcare and public 

policy for their communities. It’s our privilege to 

provide financial support, as well as volunteer 

support through our associates who counsel at 

camps, cycle in fundraising tours and join in events 

that raise awareness. 

Our involvement gives us one way to give back. 

But, it also keeps us connected to the people we 

serve and the ever-changing challenges they face. 

And, on occasion, it puts us in the right place at the 

right time to create new and innovative solutions 

that help us serve these communities even more.

www.asdhealthcare.com

Involved In the  
communItIes we serve. 

ASD Healthcare_Advocacy Ad (2012,08-15).indd   1 8/16/12   9:45 AM
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Flu season is now underway in the Northern 
Hemisphere, and one thing is certain; it’s not a 
repeat of last year’s flu season. 

One of my favorite quotes sums up why,  
“If you’ve seen one flu season, you’ve seen one 
flu season.” I don’t think anyone knows who 
first made that statement, but it caught on with 
healthcare professionals. It has been used for years 
to highlight the unpredictable nature of the flu. 
Understanding that unpredictability is impor-
tant – especially this flu season.

Because the past two seasons were very 
similar and very mild, they’ve helped create a 
very complacent attitude about the flu. It’s just 
human nature. When people don’t see the threat, 
they don’t see the need to arm themselves against 
the very real dangers and unpredictable nature 
of the flu. 

That’s why our feature on the flu in this issue 
of InsideOut magazine focuses on what makes 
it unpredictable. Arm Yourself on page 21 gives 
you the information, facts and figures to help you 
better understand the variables from flu season  
to flu season. It’s a must-read for healthcare  
professionals who want to add to their flu IQ. 

Plus, the article gives you the important mes-
sages you can use to educate and motivate people 
who have been lulled into “flu-apathy.” While the 
information can’t take the uncertainties out of flu 
season, it can help you make your 2012-2013 flu 
program a little more predictable.

There’s a lot of exciting news for healthcare 
professionals who treat hemophilia patients, today.  
In Faster. Stronger. Smarter. on page 32, we’ll 
show you some of the super factors that deliver 
extended half-lives, faster-action, hyperfunctions 

and more. You’ll see why many are calling this 
explosion in factor developments a renaissance in 
hemophilia treatment. 

I am also very excited to introduce to you 
a new feature in this issue of InsideOut. The 
Medical Minute on page 16 brings you the latest 
facts, stats and stories in the healthcare news. 
Our staff created this feature to work for your 
busy schedule. It delivers the news in quick bites, 
with follow up resources to help you stay up to the 
minute on the news you may have missed. 

Ever wonder why a non-cyclist would volun-
teer to go on a 200-mile bike ride? We give you 
some insights in What a Ride! on page 38. You’ll 
hear from the riders who signed up for the ASD 
Healthcare team to support the 6th Annual Tour 
DaVita. They give us their personal view of the 
experience and why they’d do it again. This ar-
ticle celebrates our riders for their commitment 
to the kidney-disease community. They represent 
the best of our True Blue culture in action.

You can read about these topics and much 
more in this issue of InsideOut. I hope you enjoy 
them and they help you understand your health-
care world better, inside and out.

Thank you for your contributions to healthcare,

 
Neil Herson, President
on behalf of ASD Healthcare
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Kogenate® FS: 

 Kogenate® FS can be stored at room temperature 
(up to 77oF) for up to 1 year*

 Kogenate® FS with BIO-SET® offers:
   Grab & Go packaging contains materials

necessary for safe and fast reconstitution

  BIO-SET® reconstitution system with user-friendly features
   Wide range of vial sizes for flexibility in preparing your dose
 Small diluent volumes make reconstitution fast and easy

BAYER, the Bayer Cross, and KOGENATE are registered trademarks of Bayer.
BIO-SET is a registered trademark of Biodome SAS.

©2011 Bayer HealthCare Pharmaceuticals Inc.            All rights reserved            06/11            KN10000211

* Store Kogenate® FS at 36°F to 
46°F for up to 30 months from  
the date of manufacture. Within  
this period, Kogenate® FS may be 
stored for a period of up to  
12 months at temperatures up  
to 77°F. The starting date of room 
temperature storage should be  
clearly recorded on the unopened 
product carton. Once stored at  
room temperature, the product  
must not be returned to the  
refrigerator. The shelf-life then  
expires after the storage at room 
temperature (up to 12 months) 
or the expiration date on the 
product vial, whichever is earlier.

Ask your doctor if Kogenate® FS is right for you.

  INDICATIONS
Kogenate® FS, antihemophilic factor (recombinant), is a recombinant factor VIII 
treatment indicated for the control and prevention of bleeding episodes and  
peri-operative management in adults and children (0-16 years) with hemophilia A.  
Kogenate® FS is also indicated for routine prophylaxis to reduce the frequency of 
bleeding episodes and the risk of joint damage in children with hemophilia A with  
no preexisting joint damage.

For more information, visit kogenatefs.com.

  IMPORTANT SAFETY INFORMATION 
The most serious adverse reactions are systemic hypersensitivity reactions and the  
development of high-titer inhibitors necessitating alternative treatments to AHF. The most  
common adverse reactions observed in clinical trials were inhibitor formation in previously  
untreated or minimally treated patients, skin-associated hypersensitivity reactions, infusion  
site reactions, and central venous access device (CVAD) line-associated infections.

  Kogenate® FS is contraindicated in patients who have manifested 
life-threatening immediate hypersensitivity reactions, including  
anaphylaxis, to the product or its components, including mouse  
or hamster proteins.

  For important risk and use information, please see brief  
summary of Prescribing Information on the following page  
or visit kogenatefs.com/prescribing-information.jsp.

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.

The brand you know with the convenience you need

Safety:7" Safety:7"

Safety:10"

Trim:17.25"

Trim
:11"

Bleed:17.75"

Bleed:11.5"

Fold:8.5" Fold:8.5"

Grind-off: 0.125"
Total Grind-off: 0.25"
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Kogenate FS (Antihemophilic Factor [Recombinant] Formulated with Sucrose) For
Intravenous Use, Lyophilized Powder for Reconstitution with BIO-SET, a needle-
less self-contained reconstitution system
Initial U.S. Approval: 1993

BRIEF SUMMARY - CONSULT PACKAGE INSERT FOR FULL PRESCRIBING
INFORMATION

1 INDICATIONS AND USAGE
1.1 Control and Prevention of Bleeding Episodes
Kogenate® FS is an antihemophilic factor that is indicated for the control and prevention
of bleeding episodes in adults and children (0-16 years) with hemophilia A. 

1.2 Peri-operative Management 
Kogenate FS is indicated for surgical prophylaxis in adults and children with
hemophilia A. 

1.3 Routine Prophylaxis in Children with Hemophilia A with No Pre-existing
Joint Damage
Kogenate FS is indicated for routine prophylactic treatment to reduce the frequency
of bleeding episodes and the risk of joint damage in children with no pre-existing
joint damage.
Kogenate FS is not indicated for the treatment of von Willebrand’s disease.

4 CONTRAINDICATIONS
Kogenate FS is contraindicated in patients who have manifested life-threatening
immediate hypersensitivity reactions, including anaphylaxis, to the product or its
components, including mouse or hamster proteins.

5 WARNINGS AND PRECAUTIONS
5.1 General
The clinical response to Kogenate FS may vary. If bleeding is not controlled with the
recommended dose, the plasma level of factor VIII should be determined and a
sufficient dose of Kogenate FS should be administered to achieve a satisfactory
clinical response. If the patient’s plasma factor VIII level fails to increase as expected
or if bleeding is not controlled after the expected dose, the presence of an inhibitor
(neutralizing antibodies) should be suspected and appropriate testing performed.
[See Warnings and Precautions (5.4).]

5.2 Anaphylaxis and Severe Hypersensitivity Reactions
Allergic-type hypersensitivity reactions including anaphylaxis have been reported
with Kogenate FS and have manifested as pruritus, rash, urticaria, hives, facial
swelling, dizziness, hypotension, nausea, chest discomfort, cough, dyspnea,
wheezing, flushing, discomfort (generalized) and fatigue. Discontinue Kogenate FS if
symptoms occur and seek immediate emergency treatment.
Kogenate FS contains trace amounts of mouse immunoglobulin G (MuIgG) and hamster
(BHK) proteins. Patients treated with this product may develop hypersensitivity to
these non-human mammalian proteins. 

5.3 Neutralizing Antibodies
Patients treated with antihemophilic factor (AHF) products should be carefully
monitored for the development of factor VIII inhibitors by appropriate clinical
observations and laboratory tests.6 Inhibitors have been reported following
administration of Kogenate FS predominantly in previously untreated patients. If
expected plasma factor VIII activity levels are not attained, or if bleeding is not
controlled with an expected dose, an assay that measures factor VIII inhibitor
concentration should be performed.[See Warnings and Precautions (5.4).]

5.4 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 (2).]

• Monitor for development of factor VIII inhibitors. Perform 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 Kogenate FS.
Use Bethesda Units ( BU) to titer inhibitors. 
• If the inhibitor is less than 10 BU per mL, the administration of additional

Kogenate FS concentrate may neutralize the inhibitor, and may permit an
appropriate hemostatic response. 

Adequate hemostasis may not be achieved if Inhibitor titers are above 10 BU per
mL. The inhibitor titer may rise following Kogenate FS 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.

6 ADVERSE REACTIONS
The most serious adverse reactions are systemic hypersensitivity reactions including
bronchospastic reactions and/or hypotension and anaphylaxis and the development
of high-titer inhibitors necessitating alternative treatments to AHF.
The most common adverse reactions observed in clinical trials (frequency ≥ 4% of
patients) are inhibitor formation in previously untreated patients (PUPs) and minimally
treated patients (MTPs), skin-related hypersensitivity reactions (e.g., rash, pruritus),
infusion site reactions (e.g., inflammation, pain), and central venous access device
(CVAD) line-associated infections in patients requiring a CVAD for intravenous
administration.

6.1 Clinical Trials 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.

Previously Treated Patients (PTPs)
During the clinical studies conducted in PTPs, 451 adverse events (irrespective of
the relationship to the study drug) were reported in the course of 24,936 infusions
(1.8%). Twenty-four of the 451 adverse events were assessed as related to
Kogenate FS (0.1%). 
Adverse reactions reported by ≥ 4% of the patients are listed in Table 3 below.
Table 3 Adverse Reactions (AR) in Previously Treated Patients (PTPs) with
Frequency of ≥ 4%

MedDRA Preferred Total No. of Total No. of
Primary SOC Term Patients: 73 Infusions: 

No. of Patients 24,936
with AR (%) AR per 

Infusion (%)
Skin and Subcutaneous Rash,
Tissue Disorders pruritus 6 (8.2%) 0.02

General Disorders and Infusion site 3 (4.1%) 0.01Administration Site reactions
Conditions

SOC = System Organ Class
Previously Untreated Patients (PUPs) and Minimally Treated Patients (MTPs)
In clinical studies with pediatric PUPs and MTPs, 726 adverse events were reported
in the course of 9,389 infusions (7.7%). Twenty-nine of the 726 adverse events
were assessed as related to Kogenate FS (0.3%).
Adverse reactions reported by ≥ 4% of the patients are listed in Table 4 below.
Table 4 Adverse Reactions (AR) in Previously Untreated Patients (PUPs) and
Minimally Treated Patients (MTPs) with Frequency of ≥ 4% (Age Range 2-27
months) 

MedDRA Primary SOC Preferred Total No. of Total No. of
Term patients: 61 Infusions:

No. of Patients 9,389
with AR (%) AR per

Infusion (%)
Skin and Subcutaneous Rash,
Tissue Disorders pruritus, urticaria 10 (16.4) 0.01
Blood and Lymphatic Factor VIII
System Disorders inhibition 9 (15)a N/A
General Disorders and
Administration Site Infusion site
Conditions reactions 4 (6.6) 0.04

SOC = System Organ Class
a) *Denominator for de-novo inhibitors is N=60, since one patient had a pre-existing

inhibitor. 

Minimally Treated Patients (MTPs) in the Joint Outcome Study
In the Joint Outcome Study with pediatric MTPs treated with routine prophylaxis or
episodic enhanced treatment for 5.5 years, 46 of the 65 randomized patients
experienced adverse events over the study duration. Adverse events were not
assessed for their relationship with Kogenate FS.
Table 5 Adverse Events (AE) in MTPs in the Joint Outcome Study (Age Range 0-6
years) 

MedDRA Preferred Total No. of Total No. of
Primary SOC Term Prophylaxis Arm Enhanced

Patients: 32 Episodic Arm
No. of Patients Patients: 33
with AE (%) No. of Patients

with AE (%)
Surgical and Central venous
Medical catheterization,
Procedures Catheter removal 19 (59) 18a (55)
Infections and Central line
Infestations infection 6 (19) 6 (18)
General Disorders and 
Administration 
Site Conditions Pyrexia 1 (3) 4 (12)

SOC = System Organ Class
a) Three patients from the enhanced episodic arm had catheter removal.
Immunogenicity 
In clinical studies with 73 PTPs (defined as having more than 100 exposure
days), one patient had a pre-existing inhibitor. In the other 72 patients, followed
over 4 years, no de-novo inhibitors were observed. 
In clinical studies with pediatric PUPs and MTPs, inhibitor development was
observed in 9 out of 60 patients (15%), 6 were high titer1 (>5BU) and 3 were
low-titer inhibitors. Inhibitors were detected at a median number of 7 exposure days
(range 2 to 16 exposure days). 
In the Joint Outcome Study with Kogenate FS,5 de-novo inhibitor development was
observed in 8 of 64 patients with negative baseline values (12.5%), 2 patients
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developed high titer1 (>5 BU) and were withdrawn from the study. Six patients
developed low-titer inhibitors. Inhibitors were detected at a median number of 44
exposure days (range 5 to 151 exposure days).

6.2 Post-Marketing Experience
The following adverse reactions have been identified during post approval use of
Kogenate FS. Because these reactions are reported voluntarily from a population of
uncertain size, it is not always possible to reliably estimate their frequency or estab-
lish a causal relationship to drug exposure.
Among patients treated with Kogenate FS, cases of serious allergic/ hypersensitivity
reactions (which may include facial swelling, flushing, hives, blood pressure
decrease, nausea, rash, restlessness, shortness of breath, tachycardia, tightness of
the chest, tingling, urticaria, vomiting) have been reported, particularly in very young
patients or patients who have previously reacted to other factor VIII concentrates. 
The following table represents the post-marketing adverse reactions as MedDRA
Preferred Terms.

Table 6 Post-Marketing Experience 

MedDRA Primary SOC Preferred Term
Blood and Lymphatic System Disorders FVIII inhibition
Skin and Subcutaneous Tissue Disorders Pruritus, urticaria, rash
General Disorders and Administration Infusion site reaction
Site Conditions Pyrexia
Immune System Disorders Anaphylactic reaction, other 

hypersensitivity reactions 
SOC = System Organ Class

7 DRUG INTERACTIONS
None known.

8 USE IN SPECIFIC POPULATIONS
8.1 Pregnancy
Pregnancy Category C. 
Animal reproduction studies have not been conducted with Kogenate FS. It is also
not known whether Kogenate FS can cause fetal harm when administered to a
pregnant woman or affect reproduction capacity. Kogenate FS should be used during
pregnancy only if clinically needed.

8.2 Labor and Delivery
There is no information available on the effect of factor VIII replacement therapy on
labor and delivery. Kogenate FS should be used only if clinically needed.

8.3 Nursing Mothers
It is not known whether this drug is excreted into human milk. Because many drugs
are excreted into human milk, caution should be exercised if Kogenate FS is
administered to nursing mothers. Kogenate FS should be given to nursing mothers
only if clinically needed.

8.4 Pediatric Use
Safety and efficacy studies have been performed in previously untreated and
minimally treated pediatric patients. Children in comparison to adults present
higher factor VIII clearance values and thus lower recovery of factor VIII. This may
be explained by differences in body composition7 and should be taken into account
when dosing or following factor VIII levels in such a population. [See Clinical
Pharmacology ( 12.3).] Routine prophylactic treatment in children ages 0-2.5 years
with no pre-existing joint damage has been shown to reduce spontaneous joint
bleeding and the risk of joint damage. This data can be extrapolated to ages >2.5-
16 years for children who have no existing joint damage. [See Clinical Studies (14.3).]

8.5 Geriatric Use
Clinical studies with Kogenate FS did not include patients aged 65 and over. Dose
selection for an elderly patient should be individualized.

13 NONCLINICAL TOXICOLOGY
Preclinical studies evaluating Kogenate FS in hemophilia A with mice, rats, rabbits,
and dogs demonstrated safe and effective restoration of hemostasis. Doses several
fold higher than the recommended clinical dose (related to body weight) did not
demonstrate any acute or subacute toxic effect for Kogenate FS in laboratory animals.

13.1 Carcinogenesis, Mutagenesis, Impairment of Fertility
No studies have been conducted with Kogenate FS to assess its mutagenic or
carcinogenic potential and impairment of fertility. Kogenate FS has been shown
to be comparable to the predecessor product with respect to its biochemical and
physiochemical properties, as well as its non-clinical in vivo pharmacology and
toxicology. By inference, the predecessor product and Kogenate FS would be
expected to have equivalent mutagenic and carcinogenic potential. 
The predecessor product did not demonstrate reverse mutation or chromosomal
aberrations at doses substantially greater than the maximum expected clinical dose.
In vivo evaluation with the predecessor product in animals using doses ranging
between 10 and 40 times the expected clinical maximum also indicated that the
predecessor product did not possess a mutagenic potential. Long-term investigations
of carcinogenic potential in animals have not been performed due to the immune
response to heterologous proteins in all non-human mammalian species.

17 PATIENT COUNSELING INFORMATION
See Patient Product Information and Instructions for Use
Advise patients to report any adverse reactions or problems following Kogenate FS
administration to their physician or healthcare provider. 
• Allergic-type hypersensitivity reactions have been reported with Kogenate FS.

Warn patients of the early signs of hypersensitivity reactions [including hives
(rash with itching), generalized urticaria, tightness of the chest, wheezing,
hypotension] and anaphylaxis. Advise patients to discontinue use of the product if
these symptoms occur and seek immediate emergency treatment with resuscitative
measures such as the administration of epinephrine and oxygen. 

• In clinical studies with Kogenate FS, a 15% incidence of inhibitor development
was observed in PUPs/MTPs and zero de-novo inhibitors were observed with the
PTPs. Inhibitor formation may occur at any time in the treatment of a patient with
hemophilia A. Advise patients to contact their physician or treatment center for
further treatment and/or assessment, if they experience a lack of clinical
response to factor VIII replacement therapy, as this may be a manifestation of
an inhibitor.

• Advise patients to consult with their healthcare provider prior to travel. While
traveling advise patients to bring an adequate supply of Kogenate FS based on
their current regimen of treatment. 

Bayer HealthCare LLC Tarrytown, NY 10591 USA
U.S. License No. 8
(License Holder: Bayer Corporation) 
http://www.kogenatefs.com/
© 2011, Bayer HealthCare Pharmaceuticals, Inc. All Rights Reserved.
83744929-473790006
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Congress was scheduled to be in session for only a handful of days ahead 
of the November elections. Aside from advancing a continuing resolution 
(CR) to keep the government running, lawmakers didn’t take up any major, 

substantive legislative efforts during that time. However when Congress recon-
vened after the November elections, lawmakers faced a rigorous agenda. They 
must take action on the debt, Bush-era tax cuts, prevent a reduction in the rate 
that Medicare reimburses physicians, and tackle other high-profile issues. 

FY13 Appropriations  
and the 340B Program
Both the House and Senate Labor, Health  
and Human Services and Education 
Appropriations Subcommittees (L-HHS)  
have considered fiscal year 2013 (FY13) 
spending measures. The Senate mea-
sure was reported by the full committee 
along with a detailed committee report, 
but the controversial and under-funded 
House legislation emerged only from 
the subcommittee and is not likely to 
advance further. In lieu of further action 
on individual FY13 appropriations bills, 
House and Senate leaders announced 
they had fashioned a bipartisan agree-
ment with the President to pass a six-
month CR that would fund federal agen-
cies for the six-month period covering 
October 1, 2012 through March 31, 2013. 
The spending rate in the six-month CR  
would be based on the $1.047 trillion dis-
cretionary level agreed to in last year’s 
bipartisan Budget Control Act (BCA).  

With the FY13 L-HHS Appropria-
tions bills in limbo, the future of a new 

Prepared by Dale P. Dirks and Dane R. Christiansen,
ASD Healthcare’s representatives in Washington

WASHINGTON  
UPDATE

user fee for the 340B Drug Discount 
Program is uncertain. The Senate bill 
includes the user fee provisions while 
the House bill likely does not. The 340B 
Drug Discount Program was requested 
by the Administration in both FY12  
and FY13 and has not yet been enacted  
despite Senate support for the program.

In the meantime, the House continues  
to investigate abuses in the 340B Program 
and whether the Program contributes to 
drug shortages. Recently, Congressman 
Joe Pitts (R-Pa., 16th Dis), the Chair 
of the House Energy and Commerce 
Committee’s Health Subcommittee, 
and his colleague on the Committee, 
Congressman Bill Cassidy (R-La., 6th 
Dis), sent a letter to the Administrator 
of the Health Resources and Services 
Administration, Mary Wakefield, Ph.D., 
R.N., which requests that the program 
update its patient definition to ensure it 
only serves those in need. 
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sequestration 
Looming large over the appropriations 
process is the increasingly real threat  
of “sequestration.” Earlier this Congress, 
when the Super Committee failed to reach  
agreement on a comprehensive deficit 
reduction proposal, the Budget Control  
Act (BCA) triggered across-the-board  
funding cuts to nearly all federal pro-
grams – a process otherwise known as 
sequestration. The cuts, which amount  
to roughly seven percent for public health  
programs and two percent for Medicare 
payments to healthcare providers and to 
health insurance plans, are scheduled to 
take effect at the beginning of calendar  
year 2013. Providers and other industry 
representatives are deeply concerned 
about how these cuts could impact 
reimbursement for necessary medical 

Track and Trace
Congressional staff from the House Energy  
and Commerce Committee and the Senate  
Committee on Health, Education, Labor, 
and Pensions continued to meet over the  
August recess to negotiate a deal on a 
pharmaceutical supply chain monitoring  
system commonly referred to as “track 
and trace.” A deal on track and trace ini-
tially eluded negotiators during the  
recent consideration of legislation reautho-
rizing the Food and Drug Administration 
(FDA) user fees and lawmakers are now 
looking at the reauthorizations of the 
Pandemic and All-Hazards Preparedness 
Act (S. 1855/H.R. 2405) as a likely vehicle  
to the advance supply-chain monitoring  
provisions. As negotiations continue, 
consumer advocates are urging members  
of the House Energy and Commerce 
Committee, including Ranking Member 
Henry Waxman (D-Calif., 30th Dis.),  
to maintain their support for strict  
standards consistent with the current 
regulations in California.

treatments and services. During the 
deliberations of the Super Committee, 
the Average Sales Price (ASP) reimburse-
ment system was under scrutiny, and it is 
possible that ASP rates would be a target 
for cuts to the Medicare program.

With the potential economic fallout 
from sequestration coming into focus, 
lawmakers are facing mounting pressure 
from constituents and patient advocacy 
groups to avert or mitigate sequestration. 
Many members of Congress are currently  
working to blunt the impact of seques-
tration on specific programs that benefit 
their constituents and the areas that they  
represent. However, President Obama 
has stated that he will only consider  
proposals that address sequestration’s  
impact on the entirety of federal programs.
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reGulATOry 
UPDATE

specialty Tiers 
Advocacy groups representing patients  
who rely on treatments for costly and 
chronic conditions are organizing 
in support of the Patients’ Access to 
Treatments Act (H.R. 4209) and the 
Part D Beneficiary Appeals Fairness Act 
(H.R. 3613). These bills are designed to 
address the emerging issue of “specialty 
tiers,” which require patients to pay 
coinsurance fees rather than co-pays for 
certain therapies. Many of these therapies  
are expensive biologic products and  
the out-of-pocket expenses imposed by  
specialty tiers create significant barriers  
to access for the individuals who rely 
on them. H.R. 4209, introduced by 
Congressman David McKinley (R-W. Va., 
8th Dis.) and Congresswoman Lois Capps 
(D-Calif., 23rd Dis.), would restrict the 

Drug shortages
After holding a number of hearings  
and passing new regulations through  
legislation reauthorizing user fees for  
the FDA, Congress continues to pursue  

practice of specialty tiers in  
the private insurance market.  
H.R. 3613, introduced by 
Congressman Hank Johnson 
(D-Ga., 4th Dis.) and co-
sponsored by 34 Democrats, 
would address specialty tiers 
in Medicare. 

Patient groups repre-
senting individuals with 
hemophilia, primary immune 
deficiencies, cancer and  
other conditions impacted by  
specialty tiers are coming together  
through the Coalition for Accessible 
Treatments (CAT). This coalition is  
primarily interested in advancing  
H.R. 4209 and H.R. 3613 through the 
legislative process towards the ultimate 

goal of having the bills passed into law. 
Advocates are presently working to 
capitalize on opportunities to advance 
the bills before the current Congress 
adjourns. 

the issue of critical drug shortages.  
Just prior to the congressional recess, 
the Chair of the Commerce, Science,  
and Transportation Committee, Senator  
Jay Rockefeller (D-W.Va.), the Chair of  
the Health, Education, Labor and Pensions  
Committee, Senator Tom Harkin (D-Iowa),  
and the Ranking Member of the House  
Committee on Oversight and Government  
Reform, Congressman Elijah Cummings 
(D-Md., 7th Dis.), have released a report 
entitled, Shining Light on the “Gray 
Market:” An Examination of Why 
Hospitals are Forced to Pay Exorbitant 
Prices for Prescription Drugs Facing 
Critical Shortages. The report details 
cases of abuse, including practices by 
pharmacies that lead to exorbitant drug 
prices at the expense of hospitals. 

While Congress continues to inves- 
tigate drug shortages, the Administra-
tion continues to search for innovative 
solutions to address the issue. In this 
regard, the Federal Trade Commission 
released an advisory opinion. It found 
that a current plan to have generic man-
ufacturers share production information 
for drugs in shortage through a third 
party is not likely to harm competition. 
The FDA will continue to work with 
stakeholders to implement the program, 
known as the Accelerated Recovery 
Initiative (ARI), including determining 
the initial group of drugs that will be 
included in the program.
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Biosimilars implementation 
Patient advocacy groups and other 
stakeholder organizations, like the 
Immune Deficiency Foundation (IDF), 
and the Plasma Protein Therapeutics 
Association (PPTA), continue to urge 
the FDA to exclude plasma protein ther-
apies, such as intravenous immunoglob-
ulin, from the biosimilars approval path-
way established through the healthcare 
reform law. Advocates have indicated 
their interest in working directly with 
the FDA rather than through Congress 
to secure an exemption for immunoglob-
ulin products. IDF and PPTA assert that 
there is currently no science to support 
the safety and efficacy of a biosimilar 
pathway for plasma protein therapies.

Patient advocacy groups continue 

to urge the FDA to exclude plasma protein 

therapies from the biosimilars approval 

pathway established through the healthcare 

reform law.
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FDA approved for CIDP, PI and ITP

Take Care with GAMMAKED

WARNING: ACUTE RENAL DYSFUNCTION AND ACUTE RENAL FAILURE

• Renal dysfunction, acute renal failure, osmotic nephrosis, and death may occur with immune globulin intravenous  
 (IGIV) products in predisposed patients. Patients predisposed to renal dysfunction include those with any degree  
 of pre-existing renal insufficiency, diabetes mellitus, age greater than 65, volume depletion, sepsis, paraprotein- 
 emia, or patients receiving known nephrotoxic drugs.

• Renal dysfunction and acute renal failure occur more commonly in patients receiving IGIV products containing  
 sucrose. [1] GAMMAKED does not contain sucrose.

• For patients at risk of renal dysfunction or failure, administer GAMMAKED at the minimum concentration available  
 and the minimum infusion rate practicable. (see Warnings and Precautions)

Please see the GAMMAKED Brief Summary of Prescribing Information 
on the following page for additional prescribing details. 

©2012 Kedrion Biopharma, Inc. All rights reserved. Printed in USA March 2012 KEDUSA0213 US Customer Service 1-855-353-7466  www.gammaked.com

References: 1. GAMMAKED [prescribing information]. Fort Lee, NJ: Kedrion Biopharma, Inc. 2012 

Gammaked Comfort Ad 8.5 x 11.pdf   1   3/15/12   10:11 AM
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Brief Summary  

See full Prescribing Information for complete 
information 

WARNING: ACUTE RENAL DYSFUNCTION 
AND ACUTE RENAL FAILURE 

• Renal dysfunction, acute renal failure, osmotic 
nephrosis, and death may occur with immune 
globulin intravenous (IGIV) products in 
predisposed patients. Patients predisposed to 
renal dysfunction include those with any degree 
of pre-existing renal insufficiency, diabetes 
mellitus, age greater than 65, volume depletion, 
sepsis, paraproteinemia, or patients receiving 
known nephrotoxic drugs. 

• Renal dysfunction and acute renal failure occur 
more commonly in patients receiving IGIV 
products containing sucrose. GAMMAKED does 
not contain sucrose. 

• For patients at risk of renal dysfunction or 
failure, administer GAMMAKED at the 
minimum concentration available and the 
minimum infusion rate practicable.  

Indications 
GAMMAKED consists of immune globulin injection 
(human) 10% liquid that is used: 

• As replacement therapy of Primary Humoral 
Immunodeficiency (PI). 

• To treat patients with Idiopathic Thrombocytopenic 
Purpura (ITP) to raise platelet counts to prevent 
bleeding or to allow a patient with ITP to undergo 
surgery.  

• To treat Chronic Inflammatory Demyelinating 
Polyneuropathy (CIDP) to improve neuromuscular 
disability and impairment and for maintenance 
therapy to prevent relapse. 

Contraindications 
• GAMMAKED is contraindicated in patients who 

have had an anaphylactic or severe systemic reaction 
to the administration of human immune globulin. 

• GAMMAKED is contraindicated in IgA deficient 
patients with antibodies against IgA and history of 
hypersensitivity. 

Warnings and Precautions 
• Severe hypersensitivity reactions may occur with 

IGIV products, including GAMMAKED. In this case, 
discontinue GAMMAKED infusion immediately and 
institute appropriate treatment. Medications such as 
epinephrine should be available for immediate 
treatment of acute hypersensitivity reaction.  

• Assure that patients are not volume depleted prior to 
the initiation of the infusion of GAMMAKED. 
Periodic monitoring of renal function and urine 
output is particularly important in patients judged to 
have a potential increased risk for developing acute 
renal failure. Assess renal function, including 
measurement of blood urea nitrogen (BUN)/serum 
creatinine, prior to the initial infusion of 
GAMMAKED and at appropriate intervals. If renal 
function deteriorates, consider discontinuation of 
GAMMAKED. For patients judged to be at risk for 
developing renal dysfunction (e.g., any degree of pre-
existing renal insufficiency, diabetes mellitus, age 
greater than 65, volume depletion, sepsis, 
paraproteinemia, or patients receiving known 
nephrotoxic drugs) administer GAMMAKED at the 
minimum infusion rate practicable.   

• Do not administer GAMMAKED subcutaneously in 
patients with ITP because of the risk of hematoma 
formation. 

• Hyperproteinemia, increased serum viscosity and 
hyponatremia may occur in patients receiving IGIV 
treatment, including GAMMAKED. It is clinically 
critical to distinguish true hyponatremia from a 
pseudohyponatremia that is associated with 
concomitant decreased calculated serum osmolality 
or elevated osmolar gap.  

• Thrombotic events have been reported following 
IGIV treatment and may occur in patients receiving 
IGIV treatment, including GAMMAKED. Patients at 
risk may include those with a history of 
atherosclerosis, multiple cardiovascular risk factors, 
advanced age, impaired cardiac output, coagulation 
disorders, prolonged periods of immobilization 
and/or known or suspected hyperviscosity. Consider 
baseline assessment of blood viscosity in patients at 
risk for hyperviscosity. For these patients, administer 
GAMMAKED at the minimum rate of infusion 
practicable.  

• Aseptic Meningitis Syndrome (AMS) may occur 
infrequently with IGIV treatment, including 
GAMMAKED. Discontinuation of IGIV treatment 
has resulted in remission of AMS within several days 
without sequelae.  The syndrome usually begins 
within several hours to two days following IGIV 
treatment. AMS is characterized by the following 
symptoms and signs:  severe headache, nuchal 
rigidity, drowsiness, fever, photophobia, painful eye 
movements, nausea and vomiting. Cerebrospinal 
fluid (CSF) studies are frequently positive with 
pleocytosis up to several thousand cells per cu mm, 
predominantly from the granulocytic series, and with 
elevated protein levels up to several hundred mg/dL, 
but negative culture results. Conduct a thorough 
neurological examination on patients exhibiting such 
symptoms and signs including CSF studies, to rule 
out other causes of meningitis. AMS may occur more 
frequently in association with high doses (2 g/kg) 
and/or rapid infusion of IGIV. 

• IGIV products, including GAMMAKED, may 
contain blood group antibodies which may act as 
hemolysins and induce in vivo coating of red blood 
cells (RBCs) with immunoglobulin, causing a 
positive direct antiglobulin reaction and, rarely, 
hemolysis. Delayed hemolytic anemia can develop 
subsequent to IGIV therapy due to enhanced RBC 
sequestration, and acute hemolysis consistent with 
intravascular hemolysis, has been reported. Monitor 
patients for clinical signs and symptoms of 
hemolysis. If signs and/or symptoms of hemolysis are 
present after GAMMAKED infusion, perform 
appropriate confirmatory laboratory testing.  

• Noncardiogenic pulmonary edema may occur in 
patients following treatment with IGIV products, 
including GAMMAKED. Transfusion-related Acute 
Lung Injury is characterized by severe respiratory 
distress, pulmonary edema, hypoxemia, normal left 
ventricular function, and fever. Symptoms typically 
occur within 1 to 6 hours after treatment. Monitor 
patients for pulmonary adverse reactions. If TRALI is 
suspected, perform appropriate tests for the presence 
of anti-neutrophil and anti-HLA antibodies in both 
the product and patient serum. TRALI may be 
managed using oxygen therapy with adequate 
ventilatory support. 

• The high dose regimen (1g/kg x 1-2 days) is not 
recommended for individuals with expanded fluid 
volumes or where fluid volume may be a concern. 

• Because GAMMAKED is made from human blood, 
it may carry a risk of transmitting infectious agents. 
No cases have ever been identified for 
GAMMAKED. ALL infections suspected by a 
physician possibly to have been transmitted by this 
product should be reported by the physician or other 
healthcare provider to Talecris Biotherapeutics, Inc. 
[1-800-520-2807] 

• After infusion of IgG, the transitory rise of the 
various passively transferred antibodies in the 
patient’s blood may yield positive serological testing 
results, with the potential for misleading 
interpretation. Passive transmission of antibodies to 
erythrocyte antigens may cause a positive direct or 
indirect antiglobulin (Coombs’) test.  

Adverse Reactions 
Clinical Trials 

• PI - The most common adverse reactions ( 5%) with 
intravenous use of GAMMAKED were headache, 
cough, injection site reaction, nausea, inflammation 
of the throat, and hives. Vomiting was reported more 
frequently in pediatric patients. The most common 
adverse reactions ( 5%) with subcutaneous use of 
GAMMAKED were infusion site reactions, 
headache, fatigue, joint pain, and fever.  

• ITP - The most common adverse reactions during 
clinical trials (reported in 5% of subjects) were 
headache, vomiting, fever, nausea, back pain and 
rash.  

• CIDP - The most common adverse reactions during 
clinical trials (reported in 5% of subjects) were 
headache, fever, chills, hypertension, rash, nausea 
and weakness.  

Postmarketing Experience 

• Hemolytic anemia and aseptic meningitis have been 
identified and reported during the post marketing use 
of GAMMAKED.  

The following adverse reactions have been reported 
during the overall post marketing use of IGIV products: 

• Respiratory: Apnea, Acute Respiratory Distress 
Syndrome (ARDS), TRALI, cyanosis, hypoxemia, 
pulmonary edema, dyspnea, bronchospasm  

• Cardiovascular: Cardiac arrest, thromboembolism, 
vascular collapse, hypotension  

• Neurological: Coma, loss of consciousness, 
seizures/convulsions, tremor  

• Integumentary: Stevens-Johnson syndrome, 
epidermolysis, erythema multiforme, 
bullous dermatitis  

• Hematologic: Pancytopenia, leukopenia, hemolysis, 
positive direct antiglobulin (Coombs test)  

• General/Body as a Whole: Pyrexia, rigors  

• Musculoskeletal: Back pain  

• Gastrointestinal: Hepatic dysfunction, abdominal 
pain  

Drug Interactions 
• Passive transfer of antibodies may transiently 

interfere with the response to live viral vaccines, such 
as measles, mumps and rubella. This may confound 
serologic testing. Inform the immunizing physician of 
recent therapy with GAMMAKED so that 
appropriate measures may be taken.  

Use in Specific Populations 
• Pregnancy Category C.  There is no human or animal 

data. It should only be given to a pregnant woman 
only if clearly needed.  

• Geriatric: In patients over 65 years of age, do not 
exceed the recommended dose, and administer 
GAMMAKED at the minimum infusion rate 
practicable.  

Rx Only 
Manufactured by:          
Talecris Biotherapeutics, Inc. 
Research Triangle Park, NC 27709  
Distributed by: 
Kedrion Biopharma, Inc. 
400 Kelby Street 
Fort Lee, NJ 07024 
 
© 2012 Kedrion Biopharma, Inc.  

Gammaked brief summary 8.5 x 11.pdf   1   3/15/12   10:13 AM



in the news

16 I n s i d e O u t

Stay up to date with The Medical Minute. This new feature 
includes the latest facts, stats and stories you may have 
missed in the healthcare news.

Curious Patients  
Surf the Net

According to a new study from  
UC Davis Health System, online  

patient research is conducted due  
to curiosity, not mistrust of healthcare 
providers. The study, which involved  
more than 500 members of online  

support groups, revealed  
the following:

70%  
of respondents planned to ask their doctors 

questions about information they found online.

50%  
or more planned to make at least one request  

to their doctor based on their Web search.

Doctors Going Digital
80% of doctors say technology has improved communication with their patients, 
according to a recent MedPage Today survey.

Smartphones for  
Smart Docs

According to a survey of 792 Canadian 

family physicians, conducted by 

Ontario-based research firm Prism 

Healthcare Intelligence, 67 percent  

of doctors reported using smartphones 

in 2012, compared to 55 percent in 

2011. Here’s how they’re using them:

50% 
Access clinical  

decision-support 

43% 
Take notes  

and write memos 

38% 
Look up textbook 

references 

28% 
Consult with  

medical peers

17% 
Schedule  

tasks

58% 
Look up  

drug references 

65%
83%

N
eA

r
Ly

of hospitals support iPhone® use  
on their networks.

of hospitals support iPad® use.

iPhone Makes an iMpact

The Medical
Minute
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$500 
Million  
Drug Scam 
Pharmacy buyers take note: there’s a new 
scam in town. New York law enforcement 
uncovered a scam involving $500 million  
in prescription drugs. The drugs were  
illegally bought from Medicaid beneficia-
ries for pennies on the dollar and resold 
for full price as new to unwitting distribu-
tors, pharmacy buyers and then patients. 
Thousand of bottles and 250,000 loose 
pills were recovered from “collectors,” the 
people who bought the expensive drugs 
from patients who were being treated for 
HIV, schizophrenia, asthma and other criti-
cal diseases. 

High-Tech Hospitals On the Rise

215    The number of hospitals, a record, that earned Most Wired Status in the 2012 Hospitals 
 and Health Networks (HH&N) Most Wired Survey. The survey gauges how organizations 

are planning for, utilizing and securing information technology. Here are some key findings.

Thumbs Up to Virtual Visits
As part of a study published in BioMed Central, Researchers from Kaiser Permanente, Colorado found 
that patients who received virtual consultations from specialists were as satisfied as patients who 
received face-to-face meetings. 

Employ intrusion detection 
systems to protect patient 

privacy and security of 
patient data.

77%

93%

Use automated patient 
flow systems.

57%

74%

Use performance improve-
ment scorecards to help 

reduce inefficiencies.

73%

90%

Have a clinical support 
system to automatically 
deliver drug interaction 

alerts.

88%
100%

All survey respondents Most wired hospitals

Ouchless 
Insulin 
Delivery
Check out these upcoming advances in 
insulin delivery that FierceDrugDelivery 
reports may soon be taking the pain out 
of diabetic patients’ lives.

Insulin Inhaler ➧  This upcoming development 
from Aerogen and Dance Pharmaceuticals 
could be a breath of fresh air for diabetes 
patients. Pocket-sized and painless, the 
device uses a wafer-thin aerosol generator 
that emits vibrations to pump low-velocity 
aerosol deep into the lungs. 

Insulin Cream ➧  Researchers in Japan re-
cently created a cream that can deliver in-
sulin through the skin. Testing results have 
been have published in MedChemComm.

Artificial Pancreas ➧  Johnson & Johnson 
is leading the way in the development of 
an artificial pancreas with its Animas Unit. 
The device works within the body, reading 
vital signs to predict the rise and fall of 
blood glucose levels and administer insu-
lin accordingly.

Transdermal Technology ➧  Transdermal 
Specialties is currently testing an insulin-
delivery technology based on its U-Strip 
platform. Designed to work with smart-
phone-based glucose monitors, the system  
may be on the market as early as 2014.

Oral Insulin Film ➧  Just say, “ahh.” MonoSol  
and Midatech are working on a method  
to deliver insulin through a stamp-sized 
strip that users could apply to the inside 
of the cheek.

Insulin Pump ➧  All-in-One Monitor, Pump 
DexCom and Tandem Diabetes teamed up 
to develop a combination continuous glu-
cose monitor and insulin pump based on 
T:Slim™, the world’s smallest insulin pump 
and the only one with touch-screen controls.
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Senior Strength

Covered under 
Medicare 

Part B

As patients reach 65 years of age and older, their immune 
response to standard-dose infl uenza vaccines weakens, which 
may leave them at increased risk for infection.1,2 In addition, 90% 
of infl uenza-related deaths occur in this age group.3

Only Fluzone High-Dose vaccine is specifi cally designed to     
give her a more robust immune response for this time in her life.3,4

Fluzone High-Dose vaccine—
Because her immune system
                 isn’t 30 anymore.

SANOFI PASTEUR. Discovery Drive. Swiftwater, Pennsylvania 18370. www.sanofi pasteur.us

MKT25743 © 2012 Sanofi  Pasteur Inc.  10/12  Printed in USA

IMPORTANT SAFETY INFORMATION

INDICATION
Fluzone High-Dose vaccine is an inactivated infl uenza virus vaccine indicated for active 
immunization of persons 65 years of age and older against infl uenza disease caused by 
infl uenza virus subtypes A and type B contained in the vaccine. Approval of Fluzone High-Dose 
vaccine is based on superior immune response relative to Fluzone vaccine. Data demonstrating 
a decrease in infl uenza disease after vaccination with Fluzone High-Dose vaccine relative to 
Fluzone vaccine are not available.

SAFETY INFORMATION
The most common local and systemic adverse reactions to Fluzone High-Dose vaccine include 
pain, erythema, and swelling at the vaccination site; fever, headache, malaise, and myalgia. Other 
adverse reactions may occur. Fluzone High-Dose vaccine should not be administered to anyone 
with a severe allergic reaction (eg, anaphylaxis) to any vaccine component, including egg protein, 
or to a previous dose of any infl uenza vaccine. 

The decision to give Fluzone High-Dose vaccine should be based on the potential benefi ts 
and risks, especially if Guillain-Barré syndrome has occurred within 6 weeks of receipt of a prior 
infl uenza vaccine. Vaccination with Fluzone High-Dose vaccine may not protect all individuals.

Before administering Fluzone High-Dose vaccine, please see brief summary of full Prescribing 
Information on next page.

CPT®a Code: 90662 

a  CPT = Current Procedural Terminology is a registered trademark of the American Medical Association.

Fluzone High-Dose vaccine is manufactured and distributed by Sanofi  Pasteur Inc. 

To order Fluzone High-Dose vaccine or learn more about the Fluzone Partners Program, 
please visit VaccineShoppe.com® or call 1-800-VACCINE (1-800-822-2463). 
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Simonsen L. Antibody response to infl uenza vaccination in the elderly: a quantitative review. Vaccine. 2006;24:1159-1169. 3. Centers for Disease Control and Prevention. Prevention and control 
of infl uenza with vaccines: recommendations of the Advisory Committee on Immunization Practices (ACIP), 2010. MMWR. 2010;59(RR-8):1-61. 4. Fluzone High-Dose vaccine [Prescribing 
Information]. Swiftwater, PA: Sanofi  Pasteur Inc.; 2012. 
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As patients reach 65 years of age and older, their immune 
response to standard-dose infl uenza vaccines weakens, which 
may leave them at increased risk for infection.1,2 In addition, 90% 
of infl uenza-related deaths occur in this age group.3

Only Fluzone High-Dose vaccine is specifi cally designed to     
give her a more robust immune response for this time in her life.3,4
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We hear it every year, “Flu season’s are unpredictable. No two are alike.” 

But, the last two seasons were alike – with the same flu strains and the 

same vaccine.  While that’s a rare occurrence (only eight times since 1969), 

two similar and mild seasons in a row may have reinforced an already 

complacent attitude in people about the need to get a flu shot. But the 

2012-2013 flu season won’t be the same – so now what? 

Arm
Yourselves!
Knowledge to boost your flu IQ

“ If you’ve seen one flu season, 

you’ve seen one flu season.”
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What’s Different for 2012-2013? 
According to the Center for Disease Control and Prevention (CDC),  
the past flu season was one of the mildest on record. But several  
factors indicate that flu activity levels for 2012-2013 won’t 
be the same. First, the new season will have a new vaccine. In 
February, the Food and Drug Administration’s Vaccines and Related 
Biological Products Advisory Committee selected the flu strain 
recommendations from the World Health Organization (WHO). 
Two of the three strains selected are new and will be changed 
to match the viruses experts believe will be circulating in the  
2012-2013 season. Without a shot, people will not have the  
protection they need to prevent getting sick from these strains. 
Here are this year’s strains and what they replace from the  
previous season.

A/California/7/2009 (H1N1) pdm09 
(same strain used in 2011-2012)

A/Victoria/361/2011 (H3N2) 
(replaces A/Perth/16/2009 in previous vaccine)

B/Wisconsin/1/2010, Yamagata lineage 
(replaces B/Brisbane/60/2008, Victoria lineage)

Southern Disclosure
Another fact that may indicate increases in flu activity for 
the 2012-2013 season comes from Down Under. Just read the 
headlines: “One of the worst flu seasons has hit the nation,”  
from the www.heraldsun.com.au. “Massive jump in flu cases this 
year,” stated by www.canberratimes.com.au. “Dangerous flu 
season upon us,” says www.theage.com.au. 

These Australian headlines provide important clues since 
flu activity in the Southern Hemisphere can give the Northern 
Hemisphere a preview of what may be headed our way. You can find 
such articles on the Internet or go to http://who.int/influenza/ 
surveillance_monitoring/en/ to read about international influ-
enza outbreaks. It’s a good way to get a picture and get prepared 
for the season. 

InsideOut magazine’s flu feature gives you the important 

messages you need to overcome the complacency and to 

motivate people who have been lulled into “flu-apathy” 

by the previous mild seasons. While it can’t take the  

uncertainties out of flu season, Arm Yourselves does give 

you the facts, tips and resources to help you make your 

2012-2013 flu program a little more predictable.



 ASD Healthcare 23

timing
activity

length
the strains

accuracy

Unpredictable Flu 
Why is the flu season unpredictable? Many variables make the activity  

of any flu season uncertain – from viruses that continually mutate 

(see Drift & Shift) to peoples’ shifting attitudes about getting their flu 

shots. Here are variables the CDC deals with each year:

Timing–  
When will the season begin?

Activity–  
How mild or severe will it be?

Length–  
How long will the season last?

The strains–  
Which viruses will be circulating?

Accuracy–  
Was the vaccine created a good match to the virus?

Drift & Shift 
Healthcare professionals know that viruses  
mutate and evolve. But how and when the 
flu virus will evolve is one of the most  
unpredictable factors that shapes each 
season. One of these mechanisms is anti-
genic drift. These small evolutions account 
for most of the changes seen in type A and 
B flu viruses from season to season. The new 
strains selected for 2012-2013 are a result 
of drift, and why people will need to get the 
new shot to protect themselves.

Antigenic shift, however, represents a  
major and abrupt change in the influenza A  
virus. These evolutions create more dra-
matic changes and become new influenza A  
subtypes different from the subtypes in 
humans. As a result, people don’t have an 
immunity to protect themselves (think the 
H1N1 outbreak in 2009). Fortunately for our 
communities, antigenic shifts happen infre-
quently and only type A viruses, not type B, 
shift in this way. 

What’s in a Name? 
The Italians used the Medieval Latin word 

influentia, meaning influence – specifically 

an unfavorable astrological influence – for a 

disease that swept the country in 1743. The 

epidemic, and the name, spread through 

Europe and to England, where influenza was 

adopted as the English name for the disease. 
Source: http://oxforddictionaries.com 

1 week 
Length of peak in 2011-2012 

flu season, making it the latest,  

shortest, mildest since surveil-

lance began in the 1997-1998 

season. Thirteen weeks is the  

average peak.
Source: http://www.cdc.gov

674 thousand 
Estimated number of Americans 

killed by the Spanish Flu in 1918. 

Considered by experts to be the 

deadliest flu season. 
Source: http://www.microbeworld.org
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Viral Super Sleuths 
Thanks to the WHO’s Global Influenza 
Surveillance and Response System (GISRS), 
there’s continuous worldwide monitoring of 
the influenza virus strains circulating in the 
environment.

The WHO has been conducting flu 
surveillance for more than 60 years. In 
1952, they founded the Global Influenza 
Surveillance Network, now the GISRS, to 
monitor the influenza strains around the 
globe, identify the strains that are making 
people sick and recommend the strains that 
may provide the best protection in each  
season’s vaccine. Today, the GISRS tracking 
network includes:
•	 Six WHO Collaborating Centers in 

Atlanta, Beijing, London, Melbourne, 
Memphis and Tokyo 

•	  Four WHO Essential Regulatory 
Laboratories in Australia, Japan,  
United Kingdom and USA

•	  139 institutions in 109 WHO  
Member States

Global Warning
One of the somewhat more predictable  
features of the flu is the way it travels  
around the world. For this, flu experts look 
at the world in three regions – the Northern 
Hemisphere, Southern Hemisphere and the 
tropics. Globally, there are two distinct flu 
seasons each year. Both of them occur during 
the winter in temperate regions – one in the 
Northern Hemisphere from October through 
March, and one in the Southern Hemisphere 
during their winter from April to September. 

In the tropics, the flu virus is more con-
tinuous with no distinct season. However, 
some experts are beginning to think that  
seasons in the tropics may align with a coun-
try’s rainy season. More surveillance is being 
done in these developing countries to better 
understand the role they play in the move-
ment and evolution of influenza viruses.

 Based on global, year-round influenza 
surveillance, the WHO can track when and 
where the new flu strains are developing. 
Many of the new strains evolve in temper-
ate locations that have denser human popu-
lations, and a pig and poultry presence in 
the region. Much of Asia fits this profile. 
That’s why epidemiologists watch flu activ-
ity in Southeast Asia closely, and why Asia is  
frequently in the news as ground-zero for 
new virus outbreaks. 

When the cold, drier air of winter comes 
to the Southern Hemisphere, the new evo-

lutions of the flu virus are likely to be the 
strains that infect people during the influ-
enza season.

Twice a year, the WHO identifies the  
new strains that are circulating and which 
ones are making people sick. From that 
they make flu-strain recommendations to 
countries in the Southern Hemisphere in 
September each year. 

After tracking the influenza-like ill-
nesses (ILI), if the vaccine proved to be 
a good match for the strains selected and 
if the virus has evolved in the Southern 
Hemisphere, the WHO prepares recommen-
dations for the Northern Hemisphere, which 
are presented each February. 

Foreign Exchange
The millions of people traveling interna-
tionally each year give influenza viruses a 
faster way to circle the globe. With more 
international business being done in Asia, 

and more people vacationing abroad, viruses 
can now be contracted and transported to 
other continents in a matter of hours. This 
viral transportation has the potential to 
catch unprotected communities off guard 
and unprepared.

Travel Insurance
Make sure your community and staff know 
the risk of getting the flu when they travel 
to the Southern Hemisphere from April to 
September or to the tropics year round. To 
keep themselves protected, they need to get 
a flu shot (for the area they plan to visit, if 
available) two weeks before their trip to give 
the body time to build up its immunity.

Sources:
1. Centers for Disease Control and Prevention at http://www.cdc.gov/flu
2. World Health Organization at http://www.who.int/topics/influenza/en/
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This season’s new flu strains mean a new vaccine. And 

that means new challenges for healthcare professionals 

to motivate individuals to get their flu shots. InsideOut 

brings you some of the new changes and tools that can 

help you meet this challenge for a the 2012-2013 season.

New Kid’s Deal 
With new vaccine strains and the possible 
presence of the antigenic novelty of 2009 
H1N1 circulating in the environment this 
season, the CDC has issued new recommen-
dations for children 6 months to 8 years of 
age. Depending on a child’s vaccination his-
tory, they may require two doses of this sea-
son’s vaccine given at least four weeks apart. 

The new dose considerations for this 
age group are based on whether a child  
has ever received a flu vaccine or has an un-
known flu vaccination history. For children 
with this history, two 2012-2013 flu vaccines 
are recommended. If the child has received 
a previous flu shot, but it was prior to July 
2010, two shots are also recommended. 

You can review the details and  
algorithm for these recommendations 
by the CDC’s Advisory Committee on 
Immunization Practices at www.cdc.gov/ 
mmwr/preview/mmwrhtml/mm6132a3.htm. 

FluView on iTunes
Want to track flu activity when you’re on the 
go? There’s an app for that – and it’s FREE. 

Developed by the CDC and available on 
iTunes, FluView lets you track ILIs through-
out the United States, plus, view ILI trends 
over specific-time periods. And FluView 
also gives you on-demand access to state 
health department websites, so you can 
access surveillance information. Go to  
http://itunes.apple.com/gb/app/fluview/

id507807044 to put the 
power of FluView to work 
for you.

New Flu-Fighting 
Campaign
The CDC wants to help 
you get the people in 
your community to roll 
up their sleeves and join 
in the fight against the 
flu. The messages in this 
year’s campaign material 
target minority popula-
tions who historically 
have lower vaccination 
rates. There’s also a focus 
on the high-risk groups 
who are more likely to 
develop complications if 
they get the flu. 

Every year, the CDC 
provides free material to 
help professionals get 
important messages out 
while promoting their flu 

programs. Go to www.cdc.gov/flu/freeresourc-
es/print.htm to download the new flyers, 
posters and customizable material you can use 
this season. And see the following story in 
InsideOut for more resources you can use to 
help you promote your flu clinic.

Success Stories
You know the saying, “Nothing succeeds like 
success.” The CDC hopes this saying rings 
true when it comes to the flu. The Partner 
Success Stories page at www.cdc.gov/flu/
partners/success_stories.htm features sto-
ries about new approaches to fighting the 
flu from state and local health departments, 
and healthcare providers. Organizations can 
submit stories about flu events they’ve held 
and providers everywhere can learn from the 
success of those programs.

New for 
2012-2013!
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Planning for  
Next Year’s Success
A little pre-planning can make all the differ-
ence in the success of your flu program any 
season. That’s why the time to start planning 
for the 2013-2014 season is now. 

Set a Goal. People love to achieve them. 
Plus, they can keep a program fresh from 
year to year, which helps motivate and ener-
gize people. It’s a formula where everybody 
wins. So challenge your company depart-
ments to compete for the highest vaccina-
tion rate. Or challenge your community to 
help boost your state’s rate (see map). Start 
brainstorming ideas now for the challenge 
that best fits your flu clinic’s purpose and 
launch the challenge when you start adver-
tising your clinic. 

Pre-Order Your Vaccines. The CDC recom-
mends people get their flu shots early in the 
season, which last from October to March 

and typically peaks in January or February. 
While many facilities offer flu shots  
throughout the season, if you’re planning 
specific events, you’ll want to plan them  
from October to December for optimal timing. 

It’s best to pre-order flu vaccines early to 
ensure earlier deliveries. For example, place 
orders eight months before the 2013-2014  
flu season, in February 2013. If you had a flu 
program last year, you’ll want to consider in-
creasing your order by five percent, plus any 
additional increase to meet the new goals 
you’ve set for your program. 

Start at the Top. Holding a flu clinic for  
employees, the city or a church? Then you’ll 
want to enlist the support of the leaders.  
Get the CEOs, managers, mayors and minis-
ters to be first in line for their shot. It’s sup-
port you can advertise and support that can 
help you increase your vaccination rate.

Family Matters. Flu impacts every one – and 
children are often the first to become sick.  
So, to help ensure everyone’s protection, 
make sure all the family is invited to com-
pany and community flu clinics. 

Location. Location. Location. Early in the 
year, you’ll want to think about where to 
hold your flu clinic. As with most customer 
events, convenience rules. Choose the loca-
tion well. You’ll want your clinic to be easy to 
find, easy to access and have flexible hours 
that serve a broad range of peoples’ sched-
ules. Plus, ensure that the space is large 
enough for tables, chairs, an immunization 
area and a refrigerator for vaccines.

The message we get from flu experts is clear – this is 

not last year’s flu season. This season, there are new 

virus strains to protect against – and that means a new 

need to motivate people to get a flu shot. So to help you 

plan, prepare for and hold a successful flu program, the 

healthcare and marketing pros at ASD Healthcare put to-

gether these top flu clinic tips. 

Take Your 
Best Shot
Tips for flu clinic success 
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Advertising works best when served with a 
big dose of repetition. That’s why an effec-
tive marketing strategy should reach your 
audience many times and in many different 
ways. Start using these tips and free resourc-
es now to promote your program.

Spread  
the Word

0.0–9.9

10.0–19.9

20.0–29.9

30.0–39.9

40.0–49.9

50.0–59.9

60.0–69.9

70.0–79.9

80.0–89.9

90.0–100.0

Countdown to Clinic Time
One Week Before Your Flu Clinic
•	 Double-check your vaccines and sup-
plies – needles, syringes, disposable gloves,  
alcohol pads and sharps containers. Call 
ASD Healthcare if additional vaccines or 
supplies are required. 
•	 Confirm your space. Make sure the space 
you have reserved is adequate for the 
number of participants you expect. Make 
sure you’ll have the registration and vacci-
nation space you need, plus, tables, chairs, 
wastebaskets, pens and clipboards. 
•	 Confirm volunteers who will assist the 
staff and attendees, as well as help with 
traffic flow.

•	 Send out reminders, including the event’s 
dates, times and locations.

Two Days Before 
•	 Confirm scheduled appointments when 
possible and consider inviting family mem-
bers and friends of all your enrollees. Send 
out reminders to others with the event’s 
dates, times and locations.
•	 Confirm receipt of vaccinations. Ensure 
your order has been received and is appro-
priately refrigerated. 

On Clinic Day
•	 Set up early to make sure all supplies are 
in place and ready to go. 

•	 Don’t forget, healthcare professionals 
will be changing gloves after each vacci-
nation and discarding needles in a safety 
container. Plan to check and empty these 
receptacles frequently.

Set a Goal. Challenge those who live in your community 
to help raise your state’s flu vaccination rate. This map 
gives you last season’s rates. Where does your state rank?
Source: FluVaxView available at http://www.cdc.gov/flu/fluvaxview/index.htm.

Print Media: The CDC offers free, downloadable and customizable 
print material, including articles for publications. They feature mate-
rial for different audiences – from general to American Indian – with 
a wide range of messages. Go to www.cdc.gov/flu/freeresources/ 
print.htm to start planning the pieces you want to use for posters, 
flyers, brochure, bag stuffers, handouts and more.
 
Web Tools: Create a flu campaign on you website with public ser-
vice announcements, banner ads, even e-cards you can download at  
www.cdc.gov/flu/freeresources/web_tools.htm.

Social Media: Thanks to social networking, you 
have an easy and free way to tell your community 
about your flu clinic. Consider posting free CDC 
banners and messages on your Facebook page. Use 
Twitter to update participants on timing and on-
going flu challenge results. And consider offering 
incentives such as coupons or gift certificates. Go to www.cdc.gov/flu/
freeresources/web_tools.htm to view more resources.



28 I n s i d e O u t

With a microneedle that’s 90% 
smaller, Fluzone Intradermal  
vaccine is a smart choice that’s 
big for influenza.1,2

References: 1. Laurent PE, Bonnet S, Alchas P, et al. Evaluation of the clinical performance of a new intradermal vaccine administration 
technique and associated delivery system. Vaccine. 2007;25:8833-8842. 2. Immunization Action Coalition. Administering vaccines: dose, 
route, site, and needle size. http://www.immunize.org/catg.d/p3085.pdf. Accessed November 8, 2011. 

CPT®a Code: 90654
a CPT = Current Procedural Terminology is a registered trademark of the American Medical Association. 

Fluzone Intradermal vaccine is manufactured and distributed by Sanofi Pasteur Inc.

Reserve your doses of Fluzone Intradermal vaccine today.

IMPORTANT SAFETY INFORMATION

INDICATION

Fluzone Intradermal vaccine is an inactivated influenza virus vaccine indicated for active 

immunization of persons 18 through 64 years of age against influenza disease caused  

by influenza virus subtypes A and type B contained in the vaccine.

SAFETY INFORMATION 

The most common local and systemic adverse reactions to Fluzone Intradermal vaccine 

include erythema, induration, swelling, pain, and pruritus at the vaccination site; headache, 

myalgia, and malaise. Other adverse reactions may occur. Fluzone Intradermal vaccine 

should not be administered to anyone with a severe allergic reaction (eg, anaphylaxis) to 

any vaccine component, including egg protein, or to a previous dose of any influenza 

vaccine. The decision to give Fluzone Intradermal vaccine should be based on the 

potential benefits and risks, especially if Guillain-Barré syndrome has occurred within 6 

weeks of receipt of a prior influenza vaccine. Vaccination with Fluzone Intradermal vaccine 

may not protect all individuals.

Before administering Fluzone Intradermal vaccine, please see brief summary of full  

Prescribing Information on next page.
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Fluzone® Intradermal
(In� uenza Virus Vaccine)
2011-2012 Formula

BRIEF SUMMARY: Please consult package insert for full prescribing information.

INDICATION AND USAGE
Fluzone Intradermal vaccine is an inactivated in� uenza virus vaccine indicated for active immunization against  
in� uenza disease caused by in� uenza virus subtypes A and type B contained in the vaccine. Fluzone Intradermal 
is approved for use in persons 18 through 64 years of age. 

DOSAGE AND ADMINISTRATION
Dosage and Schedule
The dose, schedule, and route of administration for Fluzone Intradermal is presented in Table 1.

Table 1: Fluzone Intradermal

18 through 64 years of age, 
any vaccination status

Dose/Route Schedule

0.1 mL/Intradermal 1 dose

Administration
Inspect Fluzone Intradermal microinjection system visually for particulate matter and/or discoloration prior to 
administration. If either of these conditions exist, the vaccine should not be administered. 

Gently shake the microinjection system before administering the vaccine. 
1. Remove Needle Cap: Remove the needle cap from the micro-injection system.
2. Hold Microinjection System Between Thumb and Middle Finger: Hold the system by placing the thumb 
and middle � nger only on the � nger pads, the index � nger remains free. Do not place � ngers on the windows.
3. Insert Needle Rapidly and Perpendicular to the Skin: Insert the needle perpendicular to the skin, in the 
region of the deltoid, in a short, quick movement.
4. Inject Using the Index Finger: Once the needle has been inserted, maintain light pressure on the surface 
of the skin and inject using the index � nger to push on the plunger. Do not aspirate.
5. Remove Needle from Skin and Activate Needle Shield by Pushing Firmly on Plunger: Remove the 
needle from the skin. Direct the needle away from you and others. With the same hand, push very � rmly 
with the thumb on the plunger to activate the needle shield. You will hear a click when the shield extends 
to cover the needle.

DOSAGE FORMS AND STRENGTHS 
Suspension for injection is supplied in a single-dose pre� lled microinjection system, 0.1 mL, for adults 18 
through 64 years of age.

CONTRAINDICATIONS
A severe allergic reaction (e.g., anaphylaxis) to any component of the vaccine, including egg protein, or 
to a previous dose of any in� uenza vaccine is a contraindication to administration of Fluzone Intradermal.

WARNINGS AND PRECAUTIONS
Guillain-Barré Syndrome
The 1976 swine in� uenza vaccine was associated with an elevated risk of Guillain-Barré syndrome (GBS). 
Evidence for a causal relation of GBS with other in� uenza vaccines is inconclusive; if an excess risk exists, 
it is probably slightly more than 1 additional case per 1 million persons vaccinated.1 If GBS has occurred 
within 6 weeks of previous in� uenza vaccination, the decision to give Fluzone Intradermal should be based 
on careful consideration of the potential bene� ts and risks.

Preventing and Managing Allergic Reactions
Appropriate medical treatment and supervision must be available to manage possible anaphylactic reactions 
following administration of the vaccine.

Altered Immunocompetence
If Fluzone Intradermal is administered to immunocompromised persons, including those receiving 
immunosuppressive therapy, the expected immune response may not be obtained.

Limitations of Vaccine Effectiveness
Vaccination with Fluzone Intradermal may not protect all recipients. 

ADVERSE REACTIONS
Clinical Trial Experience
Adults 18 through 64 years of age were randomized to receive Fluzone Intradermal or Fluzone (year 2008-2009 
formulation) in a multi-center trial conducted in the US. The trial was open-label for administration route. The 
safety analysis set included 2855 Fluzone Intradermal recipients and 1421 Fluzone recipients. Table 2 summarizes 
solicited injection-site reactions and systemic adverse events reported within 7 days post-vaccination via diary 
cards. With the exception of pain, solicited injection-site reactions were more frequent after vaccination with 
Fluzone Intradermal compared to Fluzone. Nine percent of Fluzone recipients and 49% of Fluzone Intradermal 
recipients had an injection-site reaction present beyond Day 3 post-vaccination. Approximately 20% of subjects in 
both groups had a solicited systemic adverse event present beyond Day 3 post-vaccination.

Table 2: Frequency of Solicited Injection-Site Reactions and Systemic Adverse Events Within 7 Days 
After Vaccine Injection, Adults 18 Through 64 Years of Age 

Fluzone Intradermal
(Na=2798-2802)

Percentage

Fluzone 
(Na=1392-1394)

Percentage
Any Grade 2b Grade 3c Any Grade 2b Grade 3c

Injection-site reactions
Erythema  76.4  28.8  13.0  13.2  2.1  0.9
Induration  58.4  13.0  3.4  10.0  2.3  0.5
Swelling  56.8  13.4  5.4  8.4  2.1  0.9
Pain  51.0  4.4  0.6  53.7  5.8  0.8
Pruritus  46.9  4.1  1.1  9.3  0.4  0.0
Ecchymosis  9.3  1.4  0.4  6.2  1.1  0.4

Systemic adverse events
Headache  31.2  6.4  1.5  30.3  6.5  1.6
Myalgia  26.5  4.6  1.5  30.8  5.5  1.4
Malaise  23.3  5.5  2.2  22.2  5.5  1.8
Shivering  7.3  1.5  0.7  6.2  1.1  0.6
Feverd  3.9  0.6  0.1  2.6  0.4  0.2

a  N is the number of vaccinated subjects with available data for the events listed.
b  Grade 2 - Injection-site erythema, Injection-site induration, Injection-site swelling, and Injection-site ecchymosis: 
≥2.5 cm to <5 cm; Injection-site pain and Injection-site pruritus: suf� ciently discomforting to interfere with 
normal behavior or activities; Fever: >100.4°F to ≤102.2°F; Headache, Myalgia, Malaise, and shivering: 
interferes with daily activities.

c  Grade 3 - Injection-site erythema, Injection-site induration, Injection-site swelling, and Injection-site ecchymosis: 
≥5 cm; Injection-site pain: incapacitating, unable to perform usual activities; Injection-site pruritus: incapacitating, 
unable to perform usual activities, may have/or required medical care or absenteeism; Fever: >102.2°F; 
Headache, Myalgia, Malaise, and Shivering: prevents daily activities.

d  Fever - Any Fever indicates ≥99.5°F. The percentage of temperature measurements that were taken by oral or 
axillary routes, or not recorded were 99.9%, <0.1%, and 0.1%, respectively for Fluzone Intradermal; and 99.6%, 
0.0%, and 0.4%, respectively for Fluzone. 

Within 28 days post-vaccination, a serious adverse event was reported by 10 (0.4%) Fluzone Intradermal recipients 
and 5 (0.4%) Fluzone recipients. Within 6 months post-vaccination, a serious adverse event was reported by 47 
(1.6%) Fluzone Intradermal recipients and 20 (1.4%) Fluzone recipients. No deaths were reported during the 6 
months post-vaccination. Throughout the study, one reported serious adverse event was considered to be caused 
by vaccination: a pruritic rash on the extremities and torso that began 48 hours after receipt of Fluzone Intradermal 
and resulted in hospitalization and treatment with an antihistamine and steroids.

USE IN SPECIFIC POPULATIONS
Pregnancy: Pregnancy Category B. Fluzone Intradermal should be used during pregnancy only if clearly needed.

Pediatric Use: Safety and effectiveness of Fluzone Intradermal in persons <18 years of age have not 
been established.

Geriatric Use: Safety and effectiveness of Fluzone Intradermal in persons 65 years of age and older have 
not been established.

CLINICAL STUDIES
Immunogenicity of Fluzone Intradermal in Adults
Adults 18 through 64 years of age were randomized to receive Fluzone Intradermal or Fluzone (year 2008-
2009 formulation) in a multi-center trial conducted in the US. The trial was open-label for administration 
route. For immunogenicity analyses, there were 2581 participants who received Fluzone Intradermal and 
1287 participants who received Fluzone in the per protocol analysis set. Hemagglutination inhibition (HI) 
antibody geometric mean titers (GMTs) following Fluzone Intradermal were non-inferior to those following 
Fluzone for all three strains. (See Table 3) Seroconversion rates following Fluzone Intradermal were 
non-inferior to those following Fluzone for strains A (H1N1) and A (H3N2), but not for strain B. (See Table 4) 
At 28 days following vaccination with either Fluzone or Fluzone Intradermal, the percentages of subjects 
with a serum HI antibody titer of at least 1:40 ranged from 87% to 92%, depending on the in� uenza strain.

Table 3: Non-inferiority of Fluzone Intradermal Relative to Fluzone by HI Antibody GMTs at 28 Days 
Post Vaccination, Adults 18 through 64 Years of Age

GMT GMT Ratio
(95% CI)

Non-inferiora

In� uenza Strain Fluzone 
Intradermal

N=2573-2579

Fluzone
N=1283-1285

Fluzone GMT 
divided by Fluzone 
Intradermal GMT

A (H1N1) 193.2 178.3 0.92
(0.85; 1.01)

Yes

A (H3N2) 246.7 230.7 0.94
(0.85; 1.03)

Yes

B 102.5 126.9 1.24
(1.15; 1.33)

Yes

a  Pre-de� ned criterion for non-inferiority: The upper bound of the two sided 95% CI of the ratio of GMTs 
(Fluzone divided by Fluzone Intradermal) is <1.5.

Table 4: Non-inferiority of Fluzone Intradermal Relative to Fluzone by HI Antibody Seroconversion at 
28 Days Post Vaccination, Adults 18 through 64 Years of Age

Seroconversiona % Difference
(95% CI)

Non-inferiorb

In� uenza Strain Fluzone 
Intradermal

N=2573-2578

Fluzone
N=1283-1285

Fluzone minus 
Fluzone Intradermal 

A (H1N1) 61.2 60.5 -0.69
(-3.97; 2.56)

Yes

A (H3N2) 75.3 74.8 -0.55
(-3.49; 2.31)

Yes

B 46.2 54.2 7.99
(4.64; 11.31)

No

Note: As de� ned in the study protocol:
a  Seroconversion: Paired samples with pre-vaccination HI titer <1:10 and post-vaccination (day 28) titer 
≥1:40 or a minimum 4-fold increase for participants with pre-vaccination titer ≥1:10.

b  Pre-de� ned criterion for non-inferiority: The upper bound of the two sided 95% CI of the difference in 
seroconversion rates (Fluzone minus Fluzone Intradermal) is <10%.

REFERENCE
1. Lasky T, Terracciano GJ, Magder L, et al. The Guillain-Barré syndrome and the 1992-1993 and 1993-1994 
in� uenza vaccines. N Engl J Med. 1998;339(25):1797-1802.

HOW SUPPLIED/STORAGE AND HANDLING 
How Supplied
Fluzone Intradermal microinjection system does not contain latex.

Single-dose pre� lled microinjection system, 0.1 mL, package of 10 (does not contain latex) – NDC 49281-703-55.

Storage and Handling
Store Fluzone Intradermal refrigerated at 2° to 8°C (35° to 46°F). DO NOT FREEZE. Discard if vaccine has 
been frozen. Do not use after the expiration date shown on the label.

PATIENT COUNSELING INFORMATION 
Inform the patient or guardian that Fluzone Intradermal contains killed viruses and cannot cause 
in� uenza. Fluzone Intradermal stimulates the immune system to produce antibodies that help protect against 
in� uenza, but does not prevent other respiratory infections. Annual in� uenza vaccination is recommended. 
Instruct vaccine recipients and guardians to report adverse reactions to their healthcare provider and 
contact Sano�  Pasteur Inc. at 1-800-822-2463 (1-800-VACCINE) and/or VAERS at 1-800-822-7967.
Inform the patient about the Sano�  Pasteur Inc. pregnancy registry, for Fluzone Intradermal as appropriate. 

Fluzone is a registered trademark of Sano�  Pasteur Inc.

Manufactured by:
Sano�  Pasteur Inc.
Swiftwater PA 18370 USA

MKT24534 

Product information
as of May 2011.

Printed in USA

6044-6045-6046-6109
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It’s just the combination to help take the sting out of getting the flu vaccine. Order some of 
these colorful, complimentary “Stop the Flu” stickers for your next vaccine program. Just call 
ASD Healthcare at 866.281.4FLU or order online at www.asdhealthcare.com and ask for Item 
#10953 (30 stickers per sheet).

protect yourself this flu season.

let’s face it. Flu season is risky – 
especially for pharmacy professionals, 
like you. That’s why ASD Healthcare is 
helping you protect your community 
while protecting your facility’s 
bottom line. Order from the largest 
range of vaccine options, plus get the  

ASD Healthcare advantage on price, 
returns and deliveries. It’s going the  
extra mile to keep your vaccine programs  
on-time and on-budget, so everyone  
gets the protection they need – including  
you. That’s an example of our True Blue  
customer support.

Protection’s just a call away. 
Start reducing your flu season 
risks by calling ASD Healthcare at 
866.281.4FLU (4358) today and 
visit www.asdhealthcare.com.

reduce your risks with the ASD Healthcare advantage:
Price protection Best return policyMost favorable delivery schedules 

Fun and Free! 
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Faster. stronger. smarter.
“We are living in the most exciting  

time in the history of the treatment 

of hemophilia.” This opinion  was 

shared by many of the 100 physi-

cians and researchers attending the 

National Hemophilia Foundation’s 

(NHF) 11th biennial workshop, Novel 
Technologies and Gene Transfer 
for Hemophilia, held this March in 

Philadelphia.

Why the optimism? World-renowned 

pioneer in hemophilia treatment  

Dr. Edward Tuddenham says we are  

in the midst of a “renaissance of 

product development.” With more 

than 30 products in development, 

we’re seeing new innovations that 

deliver advanced benefits, like ex-

tended half-lives, enhanced-activity 

and even a reduced need for factor. 

Here are some of the innovations to 

look for in the near future that will  

give hemophilia patients better choic-

es for healthier lives.

the renaissance in  
Developing innovative  
treatments For hemophilia 
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extenDing the halF-liFe
Extending the half-life of factor concen-
trates is by far the most intensive area of 
research – probably because it’s the most 
easily obtainable goal with the highest po-
tential to quickly generate new products.

The half-life of a drug refers to the amount 
of time it takes one half of the drug to be 
removed from the blood. The half-life of 
factor varies with each product and from 
person to person. For patients with inhibi-
tors, the half-life of factor is short – some-
times measured in minutes instead of hours. 
For Factor VIII deficiency without inhibi-
tors, the half-life is about eight to 12 hours. 
For Factor IX, it’s about 18 to 24 hours. 

Factor with a longer half-life would offer 
obvious benefits to hemophilia patients –  
fewer infusions, fewer bleeds, lower life-
time cost and a better quality of life. 
Researchers are making factors with 
longer half-lives a reality using a variety 
of technologies from chemical compounds 
that delay the molecule’s removal from the 
blood to several fusion technologies. 

Faster-acting Factor
Several faster-acting factor products 
are now in development. Novo Nordisk® 
has bioengineered Factor VIIa to make 
it faster acting when compared with the 
company’s own NovoSeven® RT recombi-
nant Factor VIIa. The new product would 
also deliver stronger clot formation. This 
means a person with inhibitors could con-
trol bleeds faster and with fewer infusions. 
In fact, Novo Nordisk hopes the product 
will initiate clotting as effectively as an 
infusion of Factor VIII or IX in someone 

without inhibitors. And because the clots 
are stronger, there may be less re-bleeding 
in the days that follow. 

Novo Nordisk initiated the Phase III clinical 
trial of this fast-acting recombinant Factor 
VIIa in summer 2011. Bayer is developing 
a bioengineered recombinant Factor VIIa 
that is faster acting and longer lasting, 
and has recently finished an early clinical 
study on the product.

hyperFunctional Factor
In 2009, the New England Journal of 
Medicine reported on a 23-year-old man 
in Padua, Italy, who was diagnosed with 
thrombophilia (the tendency to form 
clots) as a result of a mutated Factor IX 
gene. Although the man had normal levels 
of Factor IX, his factor activity was eight 
times greater than normal.

This mutation, dubbed Factor IX Padua, 
has since been cloned and, through bio-
engineering, several variants of Factor IX 
have been developed with high-activity. 
These “hyperfunctional” Factor IX vari-
ants will be useful, not only in gene therapy 
and in treating Factor IX deficiency, but 
also in treating Factor VIII deficiency with 
inhibitors. 

When researchers tested different hyper-
functional Factor IX variants, they found 
that high-activity could initiate clotting 
even in the absence of Factor VIII. These 
products are not yet in clinical testing 
but, as they enter trials, scientists will be 
watching carefully for signs of too much 
clotting, as happens with the natural 
Padua mutation.

tweaking the clotting cascaDe
Research on hemophilia treatment isn’t 
limited to developing better clotting factors. 
It also includes modifying how the body’s 
coagulation process works to eliminate 
the need for factor infusions.
 
The body has several natural checks on 
coagulation. They work like this: any injury 
to a blood vessel instantly activates the clot-
ting cascade to stop the blood loss. At 
the same time, the body kicks into gear 
to limit coagulation, which prevents the 
process from spiraling out of control into  
excessive clotting (thrombosis). 

One of these coagulation checks is called 
tissue factor pathway inhibitor, or TFPI. 
TFPI is a protein that slows or stops 
Factor VII from combining with tissue 
factor. When Factor VII and tissue factor 
combine, they activate Factors IX and X,  
making them ready to participate in the 
clotting cascade. When the action of TFPI 
is blocked, more Factor IX and X are  
activated, increasing clotting. Researchers 
have found that if TFPI is blocked, then 
coagulation can proceed – even if the 
person is missing Factor VIII, Factor IX or 
has inhibitors!

Two anti-TFPI products are now in devel-
opment. Novo Nordisk has developed a 
monoclonal antibody that blocks the action 
of TFPI. This product can be infused subcu-
taneously. It’s currently in Phase I clinical 
trial, however, the specific target popula-
tion (hemophilia A or B, with or without 
inhibitors) has yet to be determined. 

Baxter is studying another anti-TFPI com-
pound derived from brown algae, which can 
be injected subcutaneously or taken orally.

human cell-culture lines
Octapharma currently has a rFVIII product 
created from a human cell line in Phase 
III clinical trial. This development could 
deliver significant benefits. Here’s how it 
works. Recombinant clotting factors are 
produced from genetically engineered 
animal cell lines containing the human 
gene for Factor VIII or IX. These animal 
cells produce, or express, human factor, 
which is collected, purified, freeze-dried 
and bottled. 
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But human Factor VIII is a very large and 
complex molecule that is hard for non-
human cells to produce. Although the 
animal cell lines do a good job of express-
ing factor, it’s hard for nonhuman cells to 
properly fold the factor into its final three-
dimensional shape. Plus, they may not do 
a good job of attaching other molecules 
to the factor’s surface, as human cells do. 
As a result, the improperly finished pro-
teins may have increased immunogenicity 
and, for several reasons, may not work as 
efficiently. 

By using human cells to express and finish 
factor proteins, the cells may deliver im-
proved benefits, like more factor produc-
tion, lower immunogenicity and greater 
factor efficiency. We’ll have to wait for the 
clinical trial results to verify this thinking. 

custom-DesigneD clotting Factors
Not all Factor VIII or IX molecules are 
identical. They differ slightly among dif-
ferent races. This may be why African 
Americans have a significantly higher rate 
of inhibitors: commercial factor may differ 
slightly from their own factor, making 
the product more immunogenic to them. 
Bioengineering of the factor molecule may 
allow for more custom-designed factor for 
specific populations, reducing the incidence 
of inhibitors.

recombinant porcine Factor viii
Inspiration Biopharmaceuticals is currently  
in Phase III clinical trial for its OBI-1, a new  
recombinant porcine (pig) Factor VIII 
to treat acquired hemophilia A (an auto-
immune disease) and hemophilia A with  
inhibitors. Porcine Factor VIII is differ-
ent enough from human Factor VIII that it 
usually escapes detection by the immune 
system (so inhibitors aren’t alerted), but 
similar enough that it functions to produce 
a clot. For those with acquired hemophilia A 
and hemophilia A with inhibitors, this prod-
uct could target their specific factor needs.

biosimilars
Biosimilar factor products will offer pa-
tients less expensive “generic” versions 
of name brand products after those pat-
ents, patent extensions and periods-
of-exclusivity have expired. Almost all 
major U.S. and international manufac-
turers of factor products have one or 
more biosimilar products in Phase II or III 
clinical trials. 

These biosimilar products will definitely 
be less expensive than the branded coun-
terparts, but perhaps not by as much as 
many of us would like. Unlike chemical  
generic drugs (such as ibuprofen) that 
may sell for a fraction of the cost of the 
brand-name drug, biosimilars are ex-
pected to sell at only 10-to-30 percent 
less than current factor concentrates. 
That’s because biosimilars, unlike generic  
forms of chemical compounds that are 
easily reproduced, can’t be made identi-
cal to their original forms. The proteins in 
every brand of factor are slightly different. 
Plus, there are dozens of variables in the 
manufacturing process that can alter the 
proteins, making them more immunogenic 
or less effective. That’s very important for 
hemophilia patients, since a more immu-
nogenic product means it’s more likely to 
produce an immune response and cause 
inhibitors to form.

Because of these requirements, manufac-
turers of biosimilars must invest exten-
sively in research, development, facility 
construction and full clinical trials in order 
to bring a biosimilar factor to market. But 
the good news is the process has begun. 
Biosimilars are in the works as a new 
option for hemophilia patients.

innovating a healthier Future
Just as the Renaissance ushered in a new 
era of rapid scientific exploration and in-
novation following the Middle Ages, the 
hemophilia Renaissance is bringing a wave 
of innovations to the hemophilia commu-
nity. Because of this swell in new prod-
ucts and treatments, hemophilia patients 
can look forward to a brighter future and a 
higher quality of life.

About the Author
Paul Clement writes extensively for the hemo-
philia community and is a frequent contributing 
editor for the Parent Empowerment Newsletter 
from LA Kelley Communications. Mr. Clements 
is a high school science teacher and father of 
a son with severe hemophilia A. He is known for 
his ability to translate complex topics into more 
easily understood language for parents who 
must master the complexities of their child’s 
hemophilia.



 ASD Healthcare 35

Why stock coagulation factor product and specialty pharmaceutical inventory? 
Cubixx gives you a better way.

877.4CUBIXX

877.428.2499

www.asdhealthcare.com

Now you can transform your coagulation product inventory into a consignment 
system that helps you save lives while saving your facility’s bottom line.

Save Money while Saving Lives. 
With secure, on-site storage, the exclusive Cubixx consignment system gives your healthcare 
facility critical access to life-saving coagulation factor product and specialty pharmaceutical 
products – without the cost of stocking inventory. Expenses from lost, stolen or expired factor  
are eliminated. 

Streamline Management with Real-Time Data. 
Cubixx also revolutionizes inventory tracking and accountability. Its radio-frequency technology 
provides Web access to real-time product tracking that meets your business needs and improves 
your supply-chain efficiencies.

Learn more about the cost and healthcare benefits of Cubixx, plus 340B pricing for 
qualifying facilities. Call ASD Healthcare and talk to a Cubixx innovator at 877.4CUBIXX.



Failure is  
 never an option.

“My name is Keisha Smith-Moore, and this is what it 
means to me to deliver True Blue service. 

At ASD Healthcare, we know patients’ lives 
depend on the life-saving products we deliver. That’s 
why failure is never an option. 

One weekend, I was covering our 24-hour 
hotline. I received an emergency call from a hospital 
across the nation. One of their patients, a pregnant 
woman who was a domestic violence victim, needed 
a specific coagulation factor. The hospital had placed 
an emergency order on Friday for a Saturday evening 
delivery. The carrier missed the delivery. 

The hospital needed to expedite another 
shipment. I quickly put a plan in place and called 
our Kentucky distribution center. We arranged the 
shipment. The schedule was tight. And the flight 
connections were critical. When one of the flights 
was missed, the carrier called to tell us the medication 
couldn’t be delivered until late Sunday.

This was unacceptable. Our team quickly 
developed a new plan. We located a specialty carrier 
at the destination point, expedited another shipment, 
tracked it and kept the hospital updated. When the 
hospital called to say the medication arrived early 
Sunday morning, we all cheered. And 
I know we cheered a little louder 
this time, because wasn’t just 
one life that needed medication –  
there were two!”

www.asdhealthcare.com
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What a Ride!
ASD Healthcare supports the 6th Annual Tour DaVita to benefit Bridge of Life.

1

2

3

4

5

6

Why would so many of the non-athletic,  
not-exactly outdoorsy among us volunteer  
to travel to Iowa, sleep in tents for five 
days and bike 200-plus miles in three 
days? The challenge? The camaraderie?  
The cause? For ASD Healthcare riders, the  
answer is all of the above – and then some.

In September, eight volunteers joined  
forces, donned cycling gear and headed 

to the 6th Annual 
Tour DaVita in Iowa 
for the ride of a life-
time. For many, this 
was their first tour. 
For ASD Healthcare, 
it marked the fourth 
straight year of par-

ticipation as the Tour’s Diamond Sponsor. 
ASD Healthcare celebrates and con-

gratulates our riders for going the extra 
mile to raise awareness and funds for the  
kidney-disease community. They answered 
the call to make a difference in other 

peoples lives and started a journey that 
made a difference in their own.

Bridge of Life
This year’s tour raised more than $900,000 
for Bridge of Life – DaVita Medical Missions.  
This nonprofit organization brings kidney- 
care treatment to patients in under-served 
nations. Thanks to tour proceeds, Bridge 
of Life will be able to bring 600 people 
access to the life-saving care they need. 
To learn more about Bridge of Life, visit 
www.bridgeoflifemm.org.

Field of Teams
The 2012 Tour DaVita hosted 472 riders 
from healthcare companies, hospitals and  
dialysis centers across the nation. 
Supporting them took teamwork from 
DaVita and Backroads, the event’s outfit-
ter. Together they delivered a home run 
by feeding, sheltering and moving riders 
through the Iowa countryside. 

The Good Shepherd 
For fledgling cyclists who take on Tour 
DaVita, veterans like Scott Fritzley (aka, 
the good shepherd) are a blessing. With 
four tours under his belt, Scott looks 
out for those who fall behind. He knows 
how to keep riders motivated with an 
extra push of encouragement to get up 
any hill. Many times he’d say, “Get on my 
back wheel,” cycling speak for “drafting,” 
which blocks the wind to make it easier 
for the rider on his wheel to get to the next 
rest stop. Like 
Scott, many good 
shepherds ride in 
the Tour DaVita 
every year to help 
their teammates 
go the distance for 
kidney disease.
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What a Ride!

 “ Even though I broke my hand, I wasn’t going  
to miss the Tour, so I volunteered to work as a  
Team DaVita Volunteer. I enjoyed being “behind  
the scenes” helping out. I met some great people!  
And I was blown away by all the riders’ dedication  
through miles, upon miles of cornfields. You guys 
really rocked it!!!”
6  Kristen Festa, 1st Time Team DaVita Volunteer  

ASD Healthcare, Account Manager

“ I’m grateful, thankful and honored that I got 
to be a part of such an awesome event for such 
an important cause. As a non-camper and non-
biker, I’ve never been on a trip anything like this 
before. People thanked me for participating – but 
I’m the one who’s thankful to be a part of Tour 
DaVita!!!”
1  Chuck Garza, 1st Tour DaVita 

ASD Healthcare, Buyer
“ There’s a lot to love about Tour 
DaVita. But hearing patients discuss their 
struggles with kidney disease gives me a 
greater understanding of the patients ASD 
Healthcare serves. They go through so much 
every day. Yet, they stay positive and upbeat. 
Each year, I walk away from the Tour better 
for the experience.”
2  Carol Wood, 2ndTour DaVita  

AmerisourceBergen Specialty Group, 
Director of Enterprise Systems

“ We’ve all learned something new on this 
Tour – IOWA is NOT FLAT, and sleeping in 
tents may be harder than the ride. (Good thing 
we were all exhausted and could have slept 
through anything.) Everyone’s determination 
was fantastic. Some riders logged more miles 
in one day then ever before. What a great 
experience, and I always feel honored to ride 
for such a great cause.”
8  Scott Fritzley (aka, the good shepherd),  

4th Tour DaVita, Chapin Specialty Healthcare, 
Director, Sales and Operations

7

8

Also on the ASD Healthcare team:

5  Steve Hendrickson, 3rd Tour DaVita 
Bellco, General Manager and 
Community Specialty Pharmacy  
New York, Segment Vice President

“ I felt very proud to be riding in  
Tour DaVita. I got so much support and  
encouragement. I know I couldn’t have  

done it without each and every team member’s 
inspiring spirit. I’m especially thankful for Michelle 

for being my riding buddy and waiting for me at the 
tops of the hills. Now, I’m ready to do it again.  

Till next year….”
Jackie Ragimierski, 2nd Tour DaVita 

ASD Healthcare, 
National Account Manager

“ ASD Healthcare is always honored to 
be a part of Tour DaVita. Our Team and our 
associates love it. And this year was a great 
ride – hills and all. We feel privileged to help 
support the Bridge of Life – DaVita Medical 
Missions. What a great opportunity for us 

to share our resources with kidney patients 
around the world.”

Will venus, 4th Tour davita 
asd healthcare,  

vice President, nephrology

“ What an amazing, awesome experience!!! 
Everyone’s encouragement and support along the 
way was a huge help. It wasn’t easy – especially 
on Ride Day-2, waking up to the freezing cold 
air – but I’d do it all over again, so I’m already 
looking forward to next year!!! ”
4  Michelle Hendrickson, 1st Tour DaVita 

Integrated Nephrology Network, Manager, 
Vendor Relations & Business Development

3

7
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Every day, nonprofit organizations work to improve patients’ lives. ASD Healthcare 
supports a range of these advocacy groups, including the ones featured here. 
We hope this list helps you discover and connect with the ones that can make  
a difference to you and the patients you serve.

The Alpha-1 Foundation is dedicated to providing the 
leadership and resources that will result in increased 
research, improved health, worldwide detection and a  
cure for Alpha-1.

2937 SW 27th Ave, Suite 302 
Miami, FL  33133 
877.228.7321

The Evan’s Victory Against Neuroblastoma (EVAN) 
Foundation supports research that will foster new 
therapeutic options for kids currently in treatment for this 
underfunded cancer.

19308 Penrod Terrace 
Germantown, MD  20874

The Jeffery Model Foundation dedicates its efforts to  
the early diagnosis, treatments and, ultimately, cures  
for primary immunodeficiency diseases.

780 Third Avenue 
New York, NY  10017 
 212.819.0200

The Neuropathy Action Foundation helps neuropathy 
patients obtain the resources, information and tools 
needed to access individualized treatment that can 
improve their quality of life. 

1304 S. Roxbury Drive, #303 
Los Angeles, CA  90035 
877.512.7262

The Neuropathy Association provides patient support and 
education, advocates for patients, and supports critical  
research. It has a nationwide network of 135 support groups  
and 15 neuropathy centers at prominent medical institutions. 

60 E 42nd Street, Suite 942 
New York, NY  10165 
212.692.0662

Save One Life offers a bridge of hope for hemophilia 
patients in developing countries by providing people  
in developed countries sponsorship opportunities for  
as little as $20 a month.

68 East Main Street, Suite 204 
Georgetown, MA  01833 
978.352.7652

alpha-1foundation.org

jmfworld.com

neuropathy.org 

theevanfoundation.org

neuropathyaction.org

saveonelife.net

Advocacy 
Connection 

Th
e
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 Important Safety Information 
Rhophylac is indicated for suppression of rhesus (Rh) isoimmunization in:
•  Pregnancy and obstetric conditions in non-sensitized, Rho(D)-negative 

women with an Rh-incompatible pregnancy, including routine antepartum 
and postpartum Rh prophylaxis and Rh prophylaxis in cases of obstetric 
complications, invasive procedures during pregnancy, or obstetric 
manipulative procedures.

•  Incompatible transfusions in Rho(D)-negative individuals transfused 
with blood components containing Rho(D)-positive red blood cells.

For suppression of Rh isoimmunization, Rhophylac can be administered 
IM or IV.
WARNING: INTRAVASCULAR HEMOLYSIS IN ITP
This warning does not apply to Rho(D)-negative patients treated 
for the suppression of Rh isoimmunization. 
Intravascular hemolysis leading to death has been reported in Rho(D)-
positive patients treated for immune thrombocytopenic purpura 
(ITP) with Rho(D) Immune Globulin Intravenous (Human) products. 
Intravascular hemolysis can lead to clinically compromising anemia 
and multi-system organ failure, including acute respiratory distress 
syndrome (ARDS). Serious complications, including severe anemia, 
acute renal insuffi ciency, renal failure, and disseminated intravascular 
coagulation (DIC), have also been reported. Closely monitor patients 
treated for ITP with Rhophylac in a healthcare setting for at least 
8 hours after administration. See full prescribing information for 
complete boxed warning. 

Rhophylac is contraindicated in individuals with known anaphylactic or 
severe systemic reaction to human immune globulin products. Rhophylac is 
contraindicated in IgA-defi cient patients with antibodies to IgA and a history 
of hypersensitivity.
Allergic or hypersensitivity reactions may occur with Rhophylac; early signs 
of hypersensitivity include generalized urticaria, chest tightness, wheezing, 
hypotension, and anaphylaxis.
Rhophylac is derived from human plasma. The risk of transmission of infectious 
agents, including viruses and, theoretically, the Creutzfeldt-Jakob disease (CJD) 
agent, cannot be completely eliminated.
Suppression of Rh Isoimmunization: For postpartum use following an Rh-
incompatible pregnancy, Rhophylac should not be given to the newborn infant.
The most common adverse reactions in the suppression of Rh isoimmunization 
with Rhophylac are nausea, dizziness, headache, injection-site pain, and malaise.
Immunoglobulin administration may transiently interfere with the immune 
response to live virus vaccines, such as measles, mumps and rubella.
Please see brief summary of full prescribing information 
for Rhophylac on adjacent page.

Rhophylac is manufactured by CSL Behring AG and distributed by CSL Behring LLC.
Rhophylac is a registered trademark of CSL Behring AG.

©2011 CSL Behring LLC
1020 First Avenue, PO Box 61501, King of Prussia, PA 19406-0901 USA

www.CSLBehring-us.com    www.Rhophylac.com    RHO11-11-0012    12/2011Reference: 1. Data on fi le. CSL Plasma. 

The high purity you expect
• >95% IgG

•  ≤3% nonspecifi c protein aggregates, allowing for
intravenous (IV) administration1

•  IgA content (below 5 mcg/mL)
 –   Rhophylac is contraindicated in IgA-defi cient patients with

antibodies against IgA and a history of hypersensitivity

The rapid performance you want, with
fl exible administration for her

• Choice of IV or IM administration
•  Higher peak serum levels with IV administration
•  Clearance of 99% of 15 mL Rh-positive RBCs in as little as 12 hours

with IV administration

The safety she deserves
•  ChromaPlus™ manufacturing process uses 3 complementary virus

safety steps: solvent detergent, ion-exchange chromatography,
and nanofi ltration

 – The risk of virus transmission cannot be completely eliminated

Rhophylac delivers

PROTECTION 
   with her in mind
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CSL Behring

BRIEF SUMMARY OF PRESCRIBING INFORMATION

Rhophylac®

Rh0(D) Immune Globulin 
Intravenous (Human)
Before prescribing, please consult full prescribing information, a brief 
summary of which follows. Some text and references refer to full prescribing 
information.

WARNING: INTRAVASCULAR HEMOLYSIS IN ITP
This warning does not apply to Rh

0
(D)-negative patients treated for the 

suppression of Rh isoimmunization.
•	Intravascular hemolysis leading to death has been reported in Rh0(D)-

positive patients treated for immune thrombocytopenic purpura (ITP) 
with Rh0(D) Immune Globulin Intravenous (Human) products.1

•	Intravascular hemolysis can lead to clinically compromising anemia and 
multi-system organ failure including acute respiratory distress syndrome 
(ARDS).

•	Serious complications, including severe anemia, acute renal insufficiency, 
renal failure, and disseminated intravascular coagulation (DIC), have also 
been reported.

•	Closely monitor patients treated for ITP with Rhophylac in a healthcare 
setting for at least 8 hours after administration.  Perform a dipstick 
urinalysis at baseline, 2 hours and 4 hours after administration, and prior 
to the end of the monitoring period.  Alert patients to, and monitor them 
for, the signs and symptoms of intravascular hemolysis, including back 
pain, shaking chills, fever, and discolored urine or hematuria.  Absence of 
these signs and/or symptoms within 8 hours does not indicate IVH cannot 
occur subsequently.  If signs and/or symptoms of intravascular hemolysis 
are present or suspected after Rhophylac administration, perform post-
treatment laboratory tests, including plasma hemoglobin, haptoglobin, 
LDH, and plasma bilirubin (direct and indirect).

1 INDICATIONS AND USAGE
Rhophylac is an Rh0(D) Immune Globulin Intravenous (Human) (anti-D) product that is 
indicated for the suppression of Rh isoimmunization in non-sensitized Rh0(D)-negative 
patients and for the treatment of immune thrombocytopenic purpura (ITP) in Rh0(D)-
positive patients.

1.1 Suppression of Rh Isoimmunization
Pregnancy and Obstetric Conditions
Rhophylac is indicated for suppression of rhesus (Rh) isoimmunization in non-sensitized 
Rh0(D)-negative women with an Rh-incompatible pregnancy, including:
•	 Routine antepartum and postpartum Rh prophylaxis
•	 Rh prophylaxis in cases of:

– Obstetric complications (e.g., miscarriage, abortion, threatened abortion, ectopic 
pregnancy or hydatidiform mole, transplacental hemorrhage resulting from 
antepartum hemorrhage)

– Invasive procedures during pregnancy (e.g., amniocentesis, chorionic biopsy) or 
obstetric manipulative procedures (e.g., external version, abdominal trauma)

An Rh-incompatible pregnancy is assumed if the fetus/baby is either Rh0(D)-positive or 
Rh0(D)-unknown or if the father is either Rh0(D)-positive or Rh0(D)-unknown.
Incompatible Transfusions
Rhophylac is indicated for the suppression of Rh isoimmunization in Rh0(D)-negative 
individuals transfused with Rh0(D)-positive red blood cells (RBCs) or blood components 
containing Rh0(D)-positive RBCs.
Treatment can be given without a preceding exchange transfusion when the transfused 
blood represents less than 20% of the total circulating RBCs.  If the volume exceeds 
20%, an exchange transfusion should be considered prior to administering Rhophylac.

1.2 ITP
Rhophylac is indicated in Rh0(D)-positive, non-splenectomized adult patients with chronic 
ITP to raise platelet counts.

4 CONTRAINDICATIONS
•	 Rhophylac is contraindicated in patients who have had an anaphylactic or severe 

systemic reaction to the administration of human immune globulin.
•	 Rhophylac is contraindicated in IgA-deficient patients with antibodies to IgA and a 

history of hypersensitivity.

5 WARNINGS AND PRECAUTIONS

5.1 Both Indications

5.1.1 Hypersensitivity
Severe hypersensitivity reactions may occur.  If symptoms of allergic or early signs of 
hypersensitivity reactions (including generalized urticaria, tightness of the chest, 

wheezing, hypotension, and anaphylaxis) occur, discontinue Rhophylac administration 
immediately and institute appropriate treatment.  Medications such as epinephrine 
should be available for immediate treatment of acute hypersensitivity reactions.
Rhophylac contains trace amounts of IgA (less than 5 mcg/mL) (see Description [11]).  
Patients with known antibodies to IgA have a greater risk of developing potentially 
severe hypersensitivity and anaphylactic reactions.  Rhophylac is contraindicated in 
patients with antibodies against IgA and a history of hypersensitivity reactions (see 
Contraindications [4]).

5.1.2 Interference with Laboratory Tests
The administration of Rh0(D) immune globulin may affect the results of blood typing, 
the antibody screening test, and the direct antiglobulin (Coombs’) test.  Antepartum 
administration of Rh0(D) immune globulin to the mother can also affect these tests in 
the newborn infant.
Rhophylac can contain antibodies to other Rh antigens (e.g., anti-C antibodies), which 
might be detected by sensitive serological tests following administration.

5.1.3 Transmissible Infectious Agents
Because Rhophylac is made from human blood, it may carry a risk of transmitting 
infectious agents, e.g., viruses and, theoretically, the Creutzfeldt-Jakob disease (CJD) 
agent.  The risk of infectious agent transmission has been reduced by screening plasma 
donors for prior exposure to certain viruses, testing for the presence of certain current 
virus infections, and including virus inactivation/removal steps in the manufacturing 
process for Rhophylac.
Report any infections thought to be possibly transmitted by Rhophylac to CSL Behring 
Pharmacovigilance at 1-866-915-6958.

5.2 Suppression of Rh Isoimmunization

5.2.1 Postpartum Use Following an Rh-incompatible Pregnancy
Administer Rhophylac to the mother only.  Do not administer to the newborn infant (see 
Pediatric Use [8.4]).

5.3 ITP

5.3.1 Intravascular Hemolysis
Intravascular hemolysis has occurred in a clinical study with Rhophylac.  All cases 
resolved completely.  However, as reported in the literature, some Rh0(D)-positive 
patients treated with Rh0(D) Immune Globulin Intravenous (Human)  for ITP developed 
clinically compromising anemia, acute renal insufficiency, and, very rarely, disseminated 
intravascular coagulation (DIC) and death.1  Note: This warning does not apply to 
Rh0(D)-negative patients treated for the suppression of Rh isoimmunization.
Closely monitor patients in a healthcare setting for at least 8 hours after administration 
of Rhophylac.  Perform a dipstick urinalysis at baseline, 2 hours and 4 hours after 
administration, and prior to the end of the monitoring period.
Alert patients to, and monitor them for, the signs and symptoms of intravascular 
hemolysis, including back pain, shaking chills, fever, and discolored urine or hematuria.  
Absence of these signs and/or symptoms of intravascular hemolysis within 8 hours do not 
indicate intravascular hemolysis cannot occur subsequently. 
If signs and/or symptoms of intravascular hemolysis are present or suspected after 
Rhophylac administration, perform post-treatment laboratory tests, including plasma 
hemoglobin, haptoglobin, LDH, and plasma bilirubin (direct and indirect).  DIC may be 
difficult to detect in the ITP population; the diagnosis is dependent mainly on laboratory 
testing.
If patients who develop hemolysis with clinically compromising anemia after receiving 
Rhophylac are to be transfused, Rh0(D)-negative packed RBCs should be used to avoid 
exacerbating ongoing hemolysis.

5.3.2     Pre-existing Anemia
The safety of Rhophylac in the treatment of ITP has not been established in patients with 
pre-existing anemia.  The physician must weigh the benefits of Rhophylac against the 
potential risk of increasing the severity of the anemia.

6 ADVERSE REACTIONS
The most serious adverse reactions in patients receiving Rh0(D) Immune Globulin 
Intravenous (Human) have been observed in the treatment of ITP and include intravascular 
hemolysis, clinically compromising anemia, acute renal insufficiency, and, very rarely, DIC 
and death (see Boxed Warning, Warnings and Precautions [5.3.1]).1

The most common adverse reactions observed in the use of Rhophylac for suppression of 
Rh isoimmunization (≥0.5% of subjects) are nausea, dizziness, headache, injection-site 
pain, and malaise.
The most common adverse reactions observed in the treatment of ITP (>14% of subjects) 
are chills, pyrexia/increased body temperature, and headache.  Mild hemolysis (manifested 
by an increase in bilirubin, a decrease in hemoglobin, or a decrease in haptoglobin) was 
also observed.

6.1 Clinical Studies Experience
Because clinical studies are conducted under different protocols and widely 
varying conditions, adverse reaction rates observed cannot be directly 
compared to rates in other clinical trials and may not reflect the rates 
observed in practice.
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Suppression of Rh Isoimmunization
In two clinical studies, 447 Rh0(D)-negative pregnant women received either an 
intravenous or intramuscular injection of Rhophylac 1500 IU (300 mcg) at Week 28 of 
gestation.  A second 1500 IU (300 mcg) dose was administered to 267 (9 in Study 1 and 
258 in Study 2) of these women within 72 hours of the birth of an Rh0(D)-positive baby.  
In addition, 30 women in Study 2 received at least one extra antepartum 1500 IU (300 
mcg) dose due to obstetric complications (see Clinical Studies [14.1]).
The most common adverse reactions in study subjects were nausea (0.7%), dizziness 
(0.5%), headache (0.5%), injection-site pain (0.5%), and malaise (0.5%).  A laboratory 
finding of a transient positive anti-C antibody test was observed in 0.9% of subjects.
ITP
In a clinical study, 98 Rh0(D)-positive adult subjects with chronic ITP received an 
intravenous dose of Rhophylac 250 IU (50 mcg) per kg body weight (see Clinical 
Studies [14.2]).  Premedication to alleviate infusion-related side effects was not used 
except in a single subject who received acetaminophen and diphenhydramine.
Eighty-four (85.7%) subjects experienced 392 treatment-emergent adverse events 
(TEAEs).  Sixty-nine (70.4%) subjects had 186 drug-related TEAEs (defined as TEAEs 
with a probable, possible, definite, or unknown relationship to the study drug).  Within 
24 hours of dosing, 73 (74.5%) subjects experienced 183 TEAEs, and 66 (67%) subjects 
experienced 156 drug-related TEAEs.
Mild hemolysis (manifested as an increase in bilirubin, a decrease in hemoglobin, or a 
decrease in haptoglobin) was observed.  An increase in blood bilirubin was seen in 21% 
of subjects.  The median decrease in hemoglobin was greatest (0.8 g/dL) at Day 6 and 
Day 8 following administration of Rhophylac.
Table 2 shows the most common TEAEs observed in the clinical study.
Table 2: Most Common Treatment-Emergent Adverse Events (TEAEs) in 

Subjects with ITP

TEAE Number of Subjects (%) With a 
TEAE 
n=98

Number of Subjects 
(%) With a Drug-
Related TEAE* 

n=98
Chills 34 (34.7%) 34 (34.7%)
Pyrexia/ Increased 
body temperature

32 (32.6%) 30 (30.6%)

Increased blood 
bilirubin

21 (21.4%) 21 (21.4%)

Headache 14 (14.3%) 11 (11.2%)
* Defined as TEAEs with a possible, probable, definite, or unknown relationship to the study drug.

Serious adverse events (SAEs) were reported in 10 (10.2%) subjects.  SAEs considered 
to be drug-related were intravascular hemolytic reaction (hypotension, nausea, chills and 
headache, and a decrease in haptoglobin and hemoglobin) in two subjects; headache, 
dizziness, nausea, pallor, shivering, and weakness requiring hospitalization in one subject; 
and an increase in blood pressure and severe headache in one subject.  All four subjects 
recovered completely.

6.2 Postmarketing Experience
Because postmarketing adverse 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 product exposure.  The 
following adverse reactions have been identified during post-approval use 
of Rhophylac:
Suppression of Rh Isoimmunization
Hypersensitivity reactions, including rare cases of anaphylactic shock or anaphylactoid 
reactions, headache, dizziness, vertigo, hypotension, tachycardia, dyspnea, nausea, 
vomiting, rash, erythema, pruritus, chills, pyrexia, malaise, diarrhea and back pain have 
been reported.  Transient injection-site irritation and pain have been observed following 
intramuscular administration.
ITP
Transient hemoglobinuria has been reported in a patient being treated with Rhophylac 
for ITP.

Manufactured by:                      
CSL Behring AG                     Distributed by:
Bern, Switzerland                CSL Behring LLC 
US License No. 1766       Based on September 2010 revision.     Kankakee, IL 60901 USA
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CLINICAL
ATTRACTION
Internet Matchmakers Connect Patients and Clinical Trials

Breakthrough Drug Seeks Eligible Patient
Like any relationship, it takes two. For 
a clinical trial to be successful, it needs  
patients – in the form of volunteers. 
But researchers have struggled to find 
enough patients to participate in trials. 
Tufts University’s Center for the Study 
of Drug Development reports that less 
than half of Phase II and Phase III studies 
complete enrollment within their origi-
nal timelines and, for 39 percent of those 
studies, the process takes twice as long 
as planned. Many clinical trials employ 
research sites to assist with recruit-
ment, but according to the Center’s data,  
11 percent of research sites involved fail 
to enroll a single patient in active trials. 

Eligible Patient Seeks Promising Trial
There are plenty of eligible patients 
out there. So why aren’t patients and  
researchers clicking? Despite the lack of  
volunteers, studies show that many 

patients want to participate in clini-
cal trials. They just need to be better  
informed about when and where to find 
trials they are eligible for. According to 
a survey conducted by Harris Interactive,  
85 percent of cancer patients were either 
unaware or unsure at the time of their 
diagnosis that participation in clinical 
trials was an option. Out of that group of 
patients, 75 percent said they would have 
been willing to enroll if they had known 
it was possible.

Together at Last 
Enter the matchmakers. A number of 
groups are stepping up their efforts to 
connect these patients and the research-
ers who need them. Nonprofit organi-
zations, for-profit groups and even the 
U.S. government have developed web-
sites that work in harmony with clinical 
trial organizers to inform and recruit  
trial patients. 

Government Resources 
Since 2000, the National Institutes 
of Health have provided clinical trial 
information through the free site, 
ClinicalTrials.gov. The public can search 
for trials for a specific medical condi-
tion or other criteria in the registry, 
which lists more than 130,000 trials in  

179 countries. People can also find addi-
tional disease-specific resources by click-
ing “Background Information” on the 
home page, and then “More Resources.” 

Nonprofit Matchmakers 
Patients can also find a match through 
nonprofit organizations serving specific 
disease populations. The Michael J. Fox 
Foundation for Parkinson’s Research 
launched their Fox Trial Finder web-
site in 2011 to advance research bene-
fitting patients with the disease. The 
National Multiple Sclerosis Society, JDRF, 
The Alzheimer’s Association and the 
American Cancer Society also have clini-
cal trial matching sites.

Since part of the struggle in devel- 
oping promising patient-researcher rela- 
tionships has been a lack of informa-
tion, some nonprofit groups are devoting  
resources to increasing awareness about 
clinical trials in general. The Center 
for Information and Study on Clinical 
Research Participation (CISCRP) is 
a nonprofit organization dedicated to  
educating and informing the public,  
patients, medical and research commu-
nities, the media, and policy makers about 
clinical research. CISCRP refers to clini-
cal trial volunteers as “Medical Heroes,” 
for their role in advancing research.  

Dating sites have helped countless  

individuals find their perfect match.  

Now, a new kind of matchmaking site 

is helping patients find clinical trials 

that not only advance research, but  

also give patients hope for a brighter  

future. And it’s all about making the 

right connections.
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CLINICAL
ATTRACTION
Internet Matchmakers Connect Patients and Clinical Trials

Its website provides a free clinical trial 
search service, searchclinicaltrials.org.

For Patients – and Profits 
Of course, patients aren’t the only ones 
who stand to benefit from clinical trial 
participation. Pharmaceutical compa-
nies, research organizations, hospitals 
and other for-profit groups depend on 
the success of clinical trials. That’s why 
they’re more than willing to invest in suc-
cessful patient recruitment techniques. 
It’s a good thing, because they offer trial 
matching as a free service to patients, 
who in many cases may get personalized 
assistance not provided by nonprofit sites. 

One such company is CenterWatch, 
a privately owned publishing-and-infor-
mation-services provider of clinical trial  
information for a range of pharmaceuti-
cal, biotechnology and healthcare con-
cerns. Each year, one million unique 
visitors access its Clinical Trial Listing 
Service, which provides patients with 
listings in more than 20 therapeutic areas 
representing more than 650 medical  
conditions in 58 countries. CenterWatch 
offers a wide range of services to clini-
cal trial sponsors that aid in patient and  
investigator recruitment.

Another successful for-profit service,  
EmergingMed, connects patients to 

cancer cl inical trials. Unlike most 
nonprofit services, which conduct 
broad searches for trials and locations, 
EmergingMed helps narrow searches 
by disease stage and prior treatments. 
Patients can also work directly with its 
Clinical Trial Specialists by phone, to 
help identify cancer trials that match 
their specific diagnosis, stage and treat-
ment history. The service is free for  
patients and physicians. The company 
makes money through the monthly sub-
scription fees it receives for providing 
services to organizations like patient  
advocacy groups, pharmaceutical and 
biotechnology companies, medical cen-
ters, and groups of healthcare providers.

A Beautiful Future
For patients who want to participate in 
clinical trials, these matchmaking sites 
provide customized search results and 
a chance to play an active role in the  
development of new, more effective 
treatments. 

For researchers, this new breed 
of matchmakers improves enrollment, 
which supports the success of conducting 
any clinical trial. It’s a connection that 
could mean more promise for patients 
seeking better treatments and cures.

Make the Connection.  
Want more information on clinical trials to share 
with your patients? These resources can help.

General Clinical Trials:
 » www.clinicaltrials.gov
 » www.searchclinicaltrials.org
 » www.centerwatch.com

Disease-Specific Clinical Trials:
Parkinson’s Disease:
 » www.foxtrialfinder.michaeljfox.org

Multiple Sclerosis:
 » www.nationalmssociety.org/ 

research/clinical-trials/participate- 
in-clinical-trials/index.aspx

Juvenile Diabetes:
 » https://trials.jdrf.org/patient

Type 2 Diabetes:
 » www.corengi.com

Cancer:
 » www.emergingmed.com

 » www.cancer.org/treatment/ 
treatmentsandsideeffects/clinicaltrials/ 
app/clinical-trials-matching-service
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Need help accessing Pfizer medicines? Pfizer’s RSVP  
program may be able to help. Call 1-888-327-RSVP  
(7787) or visit www.HemophiliaVillage.com/RSVP. RUS473303-01  © 2012 Pfizer Inc.   All rights reserved.  Printed in the USA/July 2012

Save on XYNTHA*

* Terms and conditions can be found  
at XynThA.com.

Albumin-free1 
Demonstrated bleed control2 
Zero transfer step2 

When your patients turn to you, consider XYNTHA.

It’s the factor VIII with state-of-the-art purification.1,3

It comes with all-in-one reconstitution.2

FREE TRIAL  Help your eligible patients get a 
1-month supply up to 20,000 IU*  One-time offer. 

FreeTrialPfizerFactor.com
See your local hemophilia representative today to request a form.  

If you are unable to reach your representative, please try 888-999-2349.  
*Offer applies to patients covered by a private commercial insurance plan only.  

*Terms and conditions apply.

XynThA® Antihemophilic Factor (Recombinant),  
Plasma/Albumin-Free is indicated for the control 
and prevention of bleeding episodes in patients with 
hemophilia A (congenital factor VIII deficiency or classic 
hemophilia) and for surgical prophylaxis in patients with 
hemophilia A.

XynThA does not contain von Willebrand factor and, 
therefore, is not indicated in von Willebrand’s disease.

Important Safety Information for XYNTHA
•	 Do	not	use	in	patients	who	have	manifested	life-

threatening immediate hypersensitivity reactions, 
including anaphylaxis, to the product or its components, 
including hamster proteins.

•	 Clinical	response	to	XYNTHA	may	vary.	If	bleeding	is	
not controlled with the recommended dose of factor, 
determine the plasma level and administer a dose of 
XynThA sufficient to achieve clinical response. If the 
factor level does not increase or there is no response, 
suspect an inhibitor and perform appropriate testing.

•	 The	most	common	adverse	reaction	in	the	safety	and	
efficacy study is headache (24% of subjects) and in the 
surgery study is fever (43% of subjects). Overall, the 
most common adverse reactions (≥5% of subjects) in 
clinical studies were headache, fever, nausea, vomiting, 
diarrhea, and weakness.

•	Allergic	type	hypersensitivity	reactions	are	
possible. Inform patients of the early signs or 
symptoms (including hives, generalized urticaria, 
chest tight-ness, wheezing, and hypotension) and 
anaphylaxis. If these symptoms occur, advise 
patients to discontinue use of the product and 
contact their physician. XynThA contains trace 
amounts of hamster proteins. Patients may develop 
hypersensitivity to these proteins.

•	 Patients	using	coagulation	factor	VIII	products	
should be monitored for inhibitors, which have been 
reported in patients receiving XynThA. 

•	 XYNTHA	is	an	injectable	medicine	administered	by	
intravenous (IV) infusion. Patients should be advised 
that local irritation may occur when infusing XynThA 
after reconstitution in XynThA® SOlOFUSe®. 

Please see accompanying full Prescribing Information on next page.
1. Kelley B, Jankowski M, Booth J. An improved manufacturing process for XynthA/
ReFacto AF. Haemophilia. 2009;1-9.doi:10.1111/j.1365-2516.2009.02160.x. 2. XynthA® 
SOLOFUSE® Antihemophilic Factor (Recombinant), Plasma/Albumin-Free Prescribing 
Information, Wyeth Pharmaceuticals Inc. 3. XynthA® Antihemophilic Factor (Recombinant), 
Plasma/Albumin-Free Prescribing Information, Wyeth Pharmaceuticals Inc.

*terms and conditions apply. your patients must be currently covered by a private 
[commercial] insurance plan. For questions about the XynthA trial Prescription Program, 
please call 1.800.710.1379 or write us at XynthA trial Prescription Program Administrator, 
MedVantx, PO Box 5736, Sioux Falls, SD 57117-5736 If your patients are not eligible for 
the trial prescription program, they may find help accessing Pfizer medicines by contacting 
Pfizer’s RSVP program at 1-888-327-RSVP (7787).

Manufactured by Wyeth Pharmaceuticals Inc.  Marketed by Pfizer Inc.
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Save on XYNTHA*

* Terms and conditions can be found  
at XynThA.com.

Albumin-free1 
Demonstrated bleed control2 
Zero transfer step2 

When your patients turn to you, consider XYNTHA.

It’s the factor VIII with state-of-the-art purification.1,3

It comes with all-in-one reconstitution.2

FREE TRIAL  Help your eligible patients get a 
1-month supply up to 20,000 IU*  One-time offer. 

FreeTrialPfizerFactor.com
See your local hemophilia representative today to request a form.  

If you are unable to reach your representative, please try 888-999-2349.  
*Offer applies to patients covered by a private commercial insurance plan only.  

*Terms and conditions apply.

XynThA® Antihemophilic Factor (Recombinant),  
Plasma/Albumin-Free is indicated for the control 
and prevention of bleeding episodes in patients with 
hemophilia A (congenital factor VIII deficiency or classic 
hemophilia) and for surgical prophylaxis in patients with 
hemophilia A.

XynThA does not contain von Willebrand factor and, 
therefore, is not indicated in von Willebrand’s disease.

Important Safety Information for XYNTHA
•	 Do	not	use	in	patients	who	have	manifested	life-

threatening immediate hypersensitivity reactions, 
including anaphylaxis, to the product or its components, 
including hamster proteins.

•	 Clinical	response	to	XYNTHA	may	vary.	If	bleeding	is	
not controlled with the recommended dose of factor, 
determine the plasma level and administer a dose of 
XynThA sufficient to achieve clinical response. If the 
factor level does not increase or there is no response, 
suspect an inhibitor and perform appropriate testing.

•	 The	most	common	adverse	reaction	in	the	safety	and	
efficacy study is headache (24% of subjects) and in the 
surgery study is fever (43% of subjects). Overall, the 
most common adverse reactions (≥5% of subjects) in 
clinical studies were headache, fever, nausea, vomiting, 
diarrhea, and weakness.

•	Allergic	type	hypersensitivity	reactions	are	
possible. Inform patients of the early signs or 
symptoms (including hives, generalized urticaria, 
chest tight-ness, wheezing, and hypotension) and 
anaphylaxis. If these symptoms occur, advise 
patients to discontinue use of the product and 
contact their physician. XynThA contains trace 
amounts of hamster proteins. Patients may develop 
hypersensitivity to these proteins.

•	 Patients	using	coagulation	factor	VIII	products	
should be monitored for inhibitors, which have been 
reported in patients receiving XynThA. 

•	 XYNTHA	is	an	injectable	medicine	administered	by	
intravenous (IV) infusion. Patients should be advised 
that local irritation may occur when infusing XynThA 
after reconstitution in XynThA® SOlOFUSe®. 

Please see accompanying full Prescribing Information on next page.
1. Kelley B, Jankowski M, Booth J. An improved manufacturing process for XynthA/
ReFacto AF. Haemophilia. 2009;1-9.doi:10.1111/j.1365-2516.2009.02160.x. 2. XynthA® 
SOLOFUSE® Antihemophilic Factor (Recombinant), Plasma/Albumin-Free Prescribing 
Information, Wyeth Pharmaceuticals Inc. 3. XynthA® Antihemophilic Factor (Recombinant), 
Plasma/Albumin-Free Prescribing Information, Wyeth Pharmaceuticals Inc.

*terms and conditions apply. your patients must be currently covered by a private 
[commercial] insurance plan. For questions about the XynthA trial Prescription Program, 
please call 1.800.710.1379 or write us at XynthA trial Prescription Program Administrator, 
MedVantx, PO Box 5736, Sioux Falls, SD 57117-5736 If your patients are not eligible for 
the trial prescription program, they may find help accessing Pfizer medicines by contacting 
Pfizer’s RSVP program at 1-888-327-RSVP (7787).

Manufactured by Wyeth Pharmaceuticals Inc.  Marketed by Pfizer Inc.
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Manufactured by Wyeth Pharmaceuticals Inc. Marketed by Pfizer Inc.
RUS483904-01 © 2012 Pfizer Inc. All rights reserved. Printed in USA/September 2012

Brief Summary
See package insert for full Prescribing Information. For further product information and current  
package insert, please visit XYNTHA.com or call Wyeth Pharmaceuticals toll-free at 1-800-438-1985.
INDICATIONS AND USAGE
Control and Prevention of Bleeding Episodes in Patients with Hemophilia A
XYNTHA is indicated for the control and prevention of bleeding episodes in patients with  
hemophilia A (congenital factor VIII deficiency or classic hemophilia).
Surgical Prophylaxis in Patients with Hemophilia A
XYNTHA is indicated for surgical prophylaxis in patients with hemophilia A.
XYNTHA does not contain von Willebrand factor, and therefore is not indicated in patients with  
von Willebrand’s disease.
DOSAGE FORMS AND STRENGTHS
XYNTHA is available as a white to off-white lyophilized powder in the following nominal dosages:

- 250 International Units

- 500 International Units

- 1000 International Units

- 2000 International Units

- 3000 International Units

Each XYNTHA vial has the actual recombinant factor VIII (rFVIII) potency in International Units 
stated on the label.
CONTRAINDICATIONS
Do not use in patients who have manifested life-threatening immediate hypersensitivity  
reactions, including anaphylaxis, to the product or its components, including hamster proteins.
WARNINGS AND PRECAUTIONS
Anaphylaxis and Hypersensitivity Reactions—Allergic type hypersensitivity reactions are 
possible. Inform patients of the early signs or symptoms of hypersensitivity reactions (including 
hives [rash with itching], generalized urticaria, chest tightness, wheezing, and hypotension) and 
anaphylaxis. Advise patients to discontinue use of the product and to contact their physician if 
these symptoms occur.
XYNTHA contains trace amounts of hamster proteins. Patients treated with this product may 
develop hypersensitivity to these non-human mammalian proteins.
Neutralizing Antibodies—Patients using coagulation factor VIII products, including XYNTHA, 
should be monitored for the development of factor VIII inhibitors by appropriate clinical observations  
and laboratory tests. Inhibitors have been reported following administration of XYNTHA. If 
expected factor VIII activity plasma levels are not attained, or if bleeding is not controlled with an 
appropriate dose, an assay should be performed to determine if a factor VIII inhibitor is present.
Monitoring: Laboratory Tests—The clinical response to XYNTHA may vary. If bleeding is not 
controlled with the recommended dose, determine the plasma level of factor VIII and administer  
a sufficient dose of XYNTHA to achieve a satisfactory clinical response. If the patient’s plasma 
factor VIII level fails to increase as expected or if bleeding is not controlled after the expected dose, 
suspect the presence of an inhibitor (neutralizing antibodies) and perform appropriate testing  
as follows:
•	 	Use	individual	factor	VIII	values	for	recovery	and,	if	clinically	indicated,	other	 

pharmacokinetic characteristics to guide dosing and administration.
•	 	Monitor	plasma	factor	VIII	activity	levels	by	the	one-stage	clotting	assay	to	confirm	that	 

adequate factor VIII levels have been achieved and are maintained, when clinically indicated.
•	 	Monitor	for	development	of	factor	VIII	inhibitors.	Perform	assay	to	determine	if	factor	VIII	

inhibitor is present when expected factor VIII activity plasma levels are not attained, or when 
bleeding is not controlled with the expected dose of XYNTHA. Use Bethesda Units (BU) to  
titer inhibitors.

ADVERSE REACTIONS
Overall, the most common adverse reactions (≥ 5%) with XYNTHA were headache, pyrexia, 
nausea, vomiting, diarrhea, and asthenia.
Clinical Trials 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 the clinical trials of another drug and may not reflect the rates observed  
in clinical practice.
XYNTHA was evaluated in two clinical studies (N=124). In the first study (n=94), safety and  
efficacy were examined in previously treated patients (PTPs) with hemophilia A (factor VIII activity 
in plasma [FVIII:C] ≤ 2%] who received XYNTHA for routine prophylaxis and on-demand treatment. 
Ninety-four patients received at least one dose of XYNTHA, resulting in a total of 6,775 infusions. 
The second study (n=30) examined the use of XYNTHA for surgical prophylaxis in previously 
treated patients with severe or moderately severe hemophilia A ( [FVIII:C] ≤ 2%) who required  
elective major surgery and were expected to receive XYNTHA replacement therapy for at least  
6 days post-surgery. All patients received at least one dose of XYNTHA, resulting in 1161 infusions. 
One patient received XYNTHA for a pre-surgery pharmacokinetic assessment only and did not 
undergo surgery.
The most frequently reported adverse reaction in PTP patients was headache (24% of subjects). 
Other adverse reactions reported in ≥ 5% of patients were: nausea (6%), diarrhea (5%), asthenia 
(5%), and pyrexia (5%).
The most frequently reported adverse reaction in surgical patients was pyrexia (43%). Other 
adverse reactions reported in ≥ 5% of patients were: headache (13%), nausea (13%), and  
vomiting (7%).
Immunogenicity Information—There is a potential for immunogenicity with therapeutic proteins. 
The clinical studies for XYNTHA examined 94 patients who had previously been treated with  
factor VIII (PTPs) and 30 surgical patients. In the safety and efficacy study, two subjects with inhibitors 
were observed in 89 subjects (2.2%) who completed ≥ 50 exposure days. In a Bayesian statistical 
analysis, results from this study were used to update PTP results from a prior supporting study  
using XYNTHA manufactured at the initial facility (with one de novo and two recurrent inhibitors  
observed in 110 patients) and the experience with predecessor product (with one inhibitor 
observed in 113 subjects). The Bayesian analysis indicated that the population inhibitor rate for 

XYNTHA, an estimate of the 95% upper limit of the true inhibitor rate, was 4.17%.
None of the PTPs developed anti-CHO (Chinese hamster ovary) or anti-TN8.2 antibodies. One PTP 
developed anti-FVIII antibodies; but, this patient did not develop an inhibitor.
In the surgery study, one low titer persistent inhibitor and one transient false-positive inhibitor 
were reported. In this study, one surgical patient developed anti-CHO cell antibodies with no 
associated allergic reaction. One patient developed anti-FVIII antibodies; but, this patient did not 
develop an inhibitor.
Overall, no allergic manifestation to any immune response was observed during the study.
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, 
comparisons of the incidence of antibodies to XYNTHA with the incidence of antibodies to other 
products may be misleading.
Postmarketing Experience—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.
The following postmarketing adverse reactions have been reported for XYNTHA:
Hypersensitivity Reactions
Anaphylaxis
Inhibitor Development
Inadequate Therapeutic Response
DRUG INTERACTIONS
None known.
USE IN SPECIFIC POPULATIONS
Pregnancy
Pregnancy Category C - Animal reproduction studies have not been conducted with XYNTHA.  
It is not known whether XYNTHA can cause fetal harm when administered to a pregnant  
woman or can affect reproduction capacity. XYNTHA should be given to a pregnant woman only  
if clinically indicated.
Labor and Delivery—There is no information available on the effect of factor VIII replacement 
therapy on labor and delivery. XYNTHA should be used only if clinically indicated.
Nursing Mothers—It is not known whether this drug is excreted into human milk. Because many 
drugs are excreted into human milk, caution should be exercised if XYNTHA is administered to 
nursing mothers. XYNTHA should be given to nursing mothers only if clinically indicated.
Pediatric Use—Pharmacokinetics of XYNTHA was studied in 7 previously treated patients 12-16 
years of age. Pharmacokinetic parameters in these patients were similar to those obtained for 
adults after a dose of 50 IU/kg. For these 7 patients, the mean (± SD) Cmax and AUC∞ were 1.09 ± 
0.21 IU/mL and 11.5 ± 5.2 IU·h/mL, respectively. The mean clearance and plasma half-life values 
were 5.23 ± 2.36 mL/h/kg and 8.03 ± 2.44 hours (range 3.52 – 10.6 hours), respectively. The mean 
K-value and in vivo recoveries were 2.18 ± 0.41 IU/dL per IU/kg and 112 ± 23%, respectively.
Geriatric Use—Clinical studies of XYNTHA did not include subjects aged 65 and over. In general, 
dose selection for an elderly patient should be individualized.
STORAGE AND HANDLING
XYNTHA Vials
Product as Packaged for Sale:
•	 	Store	XYNTHA	under	refrigeration	at	a	temperature	of	2°	to	8°C	(36°	to	46°F)	for	up	to 

36 months from the date of manufacture until the expiration date stated on the label. Within 
the	expiration	date,	XYNTHA	also	may	be	stored	at	room	temperature	not	to	exceed	25°C	
(77°F)	for	up	to	3	months.	After room temperature storage, XYNTHA can be returned to the 
refrigerator until the expiration date. Do not store XYNTHA at room temperature and return it 
to the refrigerator more than once.

•	 	Clearly	record	the	starting	date	at	room	temperature	storage	in	the	space	provided	on	the	outer	
carton. At the end of the 3-month period, immediately use, discard, or return the product to 
refrigerated	storage.	The	diluent	syringe	may	be	stored	at	2°	to	25°C	(36°	to	77°F).

•	 Do	not	use	XYNTHA	after	the	expiration	date.
•	 Do	not	freeze.	(Freezing	may	damage	the	prefilled	diluent	syringe.)
•	 During	storage,	avoid	prolonged	exposure	of	XYNTHA	vial	to	light.	
Product After Reconstitution:
•	 	Store	the	reconstituted	solution	at	room	temperature	prior	to	administration.	Remember	to	

administer XYNTHA within 3 hours after reconstitution.
XYNTHA SOLOFUSE
Product as Packaged for Sale:
•	 	Store	XYNTHA	SOLOFUSE	under	refrigeration	at	a	temperature	of	2°	to	8°C	(36°	to	46°F)	for	

up to 36 months from the date of manufacture until the expiration date stated on the label. 
Within the expiration date, XYNTHA SOLOFUSE also may be stored at room temperature not 
to	exceed	25°C	(77°F)	for	up	to	3	months.

•	 	Clearly	record	the	starting	date	at	room	temperature	storage	in	the	space	provided	on	the	outer	
carton. At the end of the 3-month period, immediately use or discard the product. Do not put 
the product back into the refrigerator.

•	 	Do	not	use	XYNTHA	SOLOFUSE	after	the	expiration	date	stated	on	the	label	or	after	3	months	
when stored at room temperature, whichever is earlier.

•	 Do	not	freeze.	(Freezing	may	damage	the	XYNTHA	SOLOFUSE.)
•	 During	storage,	avoid	prolonged	exposure	of	XYNTHA	SOLOFUSE	to	light.
Product After Reconstitution:
•	 	Store	the	reconstituted	solution	at	room	temperature	prior	to	administration.	Remember	to	

administer XYNTHA SOLOFUSE within 3 hours after reconstitution or after removal of the grey 
rubber tip cap from the product.

This brief summary is based on the Xyntha® [Antihemophilic Factor (Recombinant), Plasma/Albumin-
Free] Prescribing Information LAB-0516-3.0, revised 01/12, and LAB-0500-7.0, revised 01/12.
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Lowering costs while improving healthcare results  
takes innovative solutions with the human touch.
Introducing myCubixx.

With myCubixx technology, you can put life-saving, life-changing medications at your patient’s fingertips. 

For hemophilia patients, these in-home units make it easier for them to follow the most beneficial infusion 

schedules for their needs. Plus, the real-time data reporting capabilities of myCubixx 

provide visibility and transparency to partner stakeholders – payers, healthcare 

providers and more. Preventable events, like high-cost emergency visits, are 

reduced or eliminated. Patient compliance improves, leading to better healthcare 

outcomes for a higher quality of life.

Learn more about the cost and healthcare benefits of myCubixx. Call ASD Healthcare and talk 

to a myCubixx innovator at 877.4CUBIXX.

877.4CUBIXX

877.428.2499

www.asdhealthcare.com

Coming Fall 2012!  
myCubixx – available, nationwide.

myCubixx-ASD Healthcare (2012,08-15).indd   1 8/16/12   9:41 AM
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Brown Bag Tip
Use meat from last-night’s dinner or cook 
meat specifically for lunch sandwiches and 
freeze in two-to-three-ounce portions, so 
you’ll always be prepared to bag and go.

HealTHy reHeaTs
Want a great way to save money, reduce 
food waste and enjoy healthy, home-
cooked meals that fit your diet? Try pack-
ing leftovers from a healthy dinner. Make 
extra portions of meals, and freeze or  
refrigerate individual servings in micro-
wave-friendly containers.

Frozen Fare 
Once known as high-sodium no-nos, 
frozen dinners are now catering to more 
health-conscious consumers. That makes 
them a good choice when you select the 
frozen meals that fit your dialysis diet. 
Follow these freezer-friendly tips:
• Choose meals with less than  

700 milligrams of sodium.
• Avoid high-phosphorus ingredients 

like beans and cheese.
• Avoid tomato and potato products  

to keep potassium down.
• The best vegetable choices are  

broccoli, carrots, cauliflower, green 
beans, peppers and small amounts  
of corn and peas.

sandwicH  
specials 
When you brown bag it, you’re in control 

of what goes in – and stays out – of your lunch. 
The number one rule? Limit deli meats and choose fresh, low-sodium  
ingredients, like these, to make your lunch a healthy treat. 

Lunchtime is more than a mid-day 
meal. It’s a chance to take a break from 
your busy day, get out to enjoy a meal 
with friends or hit the break room and 
dish with co-workers. While it can be a 
challenge to find healthy meal options 
away from home for CKD patients,  
it is possible. So we consulted the 
dialysis experts at DaVita® and 
whipped up this à la carte menu. It 
gives you healthy options to help 
you enjoy meals on the go and keep 
your diet in control.

Breads Spreads Meats Toppings Seasonings Sides
Bagels
Dinner rolls (white)
Flour tortillas
French or Italian bread
Hamburger buns
Light rye
Pita bread
Rice cakes
Sourdough 
White bread

Cranberry sauce
Cream cheese
Mustard
Horseradish
Hot sauce
Jam or jelly
Ketchup (1 tbs)
Mayonnaise
Salad dressing  

(low-sodium)
Sour cream

Chicken
Turkey breast
Roast beef
Pork
Fish
Egg salad
Fried egg 
No-salt canned tuna
No-salt canned chicken

Sprouts
Basil leaves
Bell peppers
Cilantro
Cucumber
Lettuce
Onions
Roasted red peppers
Water chestnuts
Tomato slice (1)

Black pepper
Curry powder
Flavored oil
Herb seasoning
Olive oil
Red pepper flakes
Sweet pickle relish
Vinegar
Worcestershire sauce

Fresh fruit
Applesauce
Unsalted pretzels
Popcorn
Tortilla chips
Animal crackers
Melba toast
Low-sodium crackers
Vanilla, lemon or  

spice cookies

A Menu of Healthy Eats for CKD Patients

let’s do 

lunch
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one-course  
wonders 
When it comes to grab-and-go nutrition, 
nothing beats a protein bar or nutrition 
drink. You can use these tips to help you 
make better choices:
• Choose a higher-calorie bar (around 

300 calories) if you’re using it as a 
meal replacement.

• Most bars have 10 to 24 grams of  
protein, which is the same amount  
in about 1-1/2 to 3 ounces of meat.

• Fifteen grams of carbohydrate equals 
one carbohydrate serving.

• Phosphorus ranges from 100 to 350 
milligrams per bar. Aim for the lower 
amounts.

• Calcium ranges from 100 to 500  
milligrams per bar. Choose bars  
with lower amounts of calcium.

• Look for nutrition drinks especially 
formulated with reduced amounts of 
sodium, potassium and phosphorus 
for kidney patients.

Sodas *
Club soda

Cream soda
Strawberry soda 

Orange soda
Grape soda
Ginger ale
Root beer

7-Up®

Sprite®

Juices
Apple juice

Cranberry juice
Grape juice

Pineapple juice
Peach nectar

Raspberry nectar
Strawberry nectar

Other Beverages *
Coffee

Tea
Water

Sparkling water 
Fruit-flavored water 

Homemade lemonade
Punch

Kool-Aid®

Capri-Sun®

mexican chineseORDER UPBeef, chicken, pork or shrimp fajitaBeef, chicken or fish taco on flour tortillaChicken or beef burritoRice
Sour cream1 tablespoon salsa1 tablespoon hot sauceChicken or beef taquitos

HOLD THE
Cheese
Beans

Guacamole

ORDER UPStir-fried: shrimp, chicken
pork, beef,  bell peppers

cabbage, carrots, eggplant
green beans, mushrooms
onions, water chestnutsEgg rolls or fried wontonsSauces on the sideSteamed rice

HOLD THESalty soupsMSG Full-sodium soy sauceFried rice

Source: Colman, Sara, RD, CSR, CDE. “Lunches On-The-Go for the Dialysis 
Diet.” DaVita. Web. <http://www.davita.com/kidney-disease/diet-and-nutrition 
/lifestyle/lunches-on-the-go-for-the-dialysis-diet/e/5342>. 27 Aug. 2012.*Check ingredients and avoid any with phosphate additives.

Whether you’re headed to lunch with a friend, or grabbing 
a quick meal on the go, you can still enjoy many of the fast 
foods you love – and stay in control of your diet. Clip out this  
ordering guide to help you make selections anywhere.

burgers & more

chicken or fish
ORDER UP
Hamburger

Grilled or broiled chicken

(fresh unprocessed)
Bun

Lettuce
Onion

Mustard
Mayonnaise
Side salad

Limited salad dressing

1 packet ketchup

Onion rings (if you must)

HOLD THE
Cheese

Special sauce
Excessive dressing

Breading (on chicken or fish)

French fries 

ORDER UP
Grilled or roasted items

Coleslaw
Pasta salad
White roll

Green beans

½ ear corn on the cob

HOLD THE
Breading
Potatoes
Biscuits 

MEN
U

ordering guide

smarT sips
CKD patients may be advised to limit fluids, so select the smallest 
drink containers, or choose a screw-top lid to reduce the amount 
you drink. Select beverages that are low in sodium, potassium 
and phosphorus and avoid calcium additives. Here are some  
kidney-friendly drink options:

Kidney-Friendly 
FasT Food
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I will wear my new white sundress

I will take my kids to the beach today

I will expect more from my von Willebrand factor treatment

I will take control of my VWD

The Power to Control VWD

www.wilateusa.com

For the treatment of von Willebrand DiseaseFor the treatment of von Willebrand Disease

von Willebrand 
Factor/Coagulation 
Factor VIII Complex 
(Human)

wilate® is a von Willebrand Factor/Coagulation Factor VIII Complex (Human) indicated for 
the treatment of spontaneous and trauma-induced bleeding episodes in patients with 
severe von Willebrand disease (VWD), as well as patients with mild or moderate VWD in 
whom the use of desmopressin is known or suspected to be ineffective or contraindicated.

Important safety information:
wilate® is contraindicated for individuals with a history of anaphylactic or severe systemic 
reaction to human plasma-derived products, any ingredient in the formulation, or components 
of the container. Thromboembolic events have been reported in VWD patients receiving 
coagulation factor replacement therapies. FVlll activity should be monitored to avoid 
sustained excessive FVlll levels. wilate® is made from human plasma. The risk of infectious 
agents, including viruses and, theoretically, the Creutzfeldt-Jakob disease agent, cannot be 
completely eliminated. The most common adverse reactions to treatment with wilate® in 
patients with VWD have been urticaria and dizziness. The most serious adverse reactions to 
treatment with wilate® in patients with VWD have been hypersensitivity reactions.

To report suspected 
adverse reactions,contact:

Octapharma USA, Inc. 
866-766-4860 or 
FDA at 1-800-FDA-1088 or 
www.fda.gov/medwatch

wilateHemaware_2011.indd   1 12/8/11   8:49 AM
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HIGHLIGHTS OF PRESCRIBING INFORMATION

These highlights do not include all the information 
needed to use Wilate safely and effectively. See full 
prescribing information for Wilate.

Wilate, von Willebrand Factor/Coagulation Factor VIII 
Complex (Human), Powder for Solution, for Intravenous 
Use Only. Initial U.S. Approval: 2009

INDICATIONS AND USAGE

 • Wilate is a von Willebrand Factor/Coagulation Factor 
VIII Complex (Human) indicated for the treatment of 
spontaneous and trauma-induced bleeding episodes in 
patients with severe von Willebrand disease (VWD) as 
well as patients with mild or moderate VWD in whom 
the use of desmopressin is known or suspected to be 
ineffective or contraindicated.

 • Wilate is not indicated for the prophylaxis of 
spontaneous bleeding episodes, or the prevention of 
excessive bleeding during and after surgery in VWD 
patients.

 • Wilate is also not indicated for Hemophilia A

DOSAGE FORMS AND STRENGTHS

 • Wilate is a sterile, lyophilized powder for reconstitution 
for intravenous injection, provided in the following 
nominal strengths per vial:

 º 500 IU VWF:RCo and 500 IU FVIII activities in 5 mL

 º 1000 IU VWF:RCo and 1000 IU FVIII activities in 
10 mL

CONTRAINDICATIONS

 • Hypersensitivity with known anaphylactic or severe 
systemic reaction to human plasma-derived products, 
any ingredient in the formulation, or components of the 
container.

WARNINGS AND PRECAUTIONS

 • Hypersensitivity reaction

 • Thromboembolic events associated with von 
Willebrand factor/Coagulation Factor FVIII (VWF/FVIII) 
products: plasma levels of FVIII activity should be 
monitored to avoid sustained excessive FVIII levels, 
which may increase the risk of thrombotic events

 • Potential for inducing antibodies to Factor VIII 
(inhibitors) and antibodies to VWF, especially in VWD 
type 3 patients

 • Theoretical risk of infectious agents transmission as 
the product is made from human plasma

ADVERSE REACTIONS

The most common adverse reactions in clinical studies 
on VWD were urticaria and dizziness (each 2.2%) (6.1).

To report SUSPECTED ADVERSE REACTIONS, contact 
Octapharma USA Inc. at phone # 866-766-4860 or FDA 
at 1-800-FDA-1088 or www.fda.gov/medwatch.

DRUG INTERACTIONS

 • None known.

USE IN SPECIFIC POPULATIONS

 • Pregnancy: No human or animal data. Use only if 
clearly needed.

DOSAGE AND ADMINISTRATION

For Intravenous Use after Reconstitution

 • Treatment should be initiated under the supervision of 
a physician experienced in the treatment of coagulation 
disorders.

 • Each vial of Wilate contains the labeled amount in 
International Units (IU) of von Willebrand factor (VWF) 
activity as measured with the Ristocetin cofactor assay 
(VWF:RCo), and coagulation factor VIII (FVIII) activity 

measured with the chromogenic substrate assay.

 • The number of units of VWF:RCo and FVIII activities 
administered is expressed in IU, which are related 
to the current WHO standards for VWF and FVIII 
products. VWF:RCo and FVIII activities in plasma are 
expressed either as a percentage (relative to normal 
human plasma) or in IU (relative to the International 
Standards for VWF:RCo and FVIII activities in plasma).

Dosage in von Willebrand Disease

The ratio between VWF:RCo and FVIII activities in Wilate 
is approximately 1:1.

The dosage should be adjusted according to the extent 
and location of the bleeding. In VWD type 3 patients, 
especially in those with gastro-intestinal (GI) bleedings, 
higher doses may be required.

Dosing Schedule

Physician supervision of the treatment regimen is 
required. A guide for dosing in the treatment of major and 
minor hemorrhages is provided in Table 1.

The careful control of replacement therapy is especially 
important in life-threatening hemorrhages. When using a 
FVIII-containing VWF product, the treating physician 
should be aware that continued treatment may cause 
an excessive rise in FVIII activity.

Repeat doses are administered for as long as needed 
based upon repeat monitoring of appropriate clinical and 
laboratory measures.

Although dose can be estimated by the guidelines 
above, it is highly recommended that whenever possible, 
appropriate laboratory tests should be performed on 
the patient’s plasma at suitable intervals to assure that 
adequate VWF:RCo and FVIII activity levels have been 
reached and are maintained.

In the unlikely event that a patient who is actively 
bleeding should miss a dose, it may be appropriate to 
adopt a dosage depending on the level of coagulation 
factors measured, extent of the bleeding, and patient’s 
clinical condition.

HOW SUPPLIED/STORAGE AND HANDLING

 • Wilate is supplied in a package with a single-dose vial 
of powder and a vial of diluent (Water for Injection 
with 0.1% Polysorbate 80), together with a Mix2Vial™ 
transfer device, a 10-mL syringe, an infusion set and 
two alcohol swabs.

 • Each vial of Wilate contains the labeled amount of 
IU of VWF:RCo activity as measured using a manual 
agglutination method, and IU of FVIII activity measured 
with a chromogenic substrate assay.

 • Components used in the packaging of Wilate contain 
no latex.

Shelf life

 • Store Wilate for up to 36 months at +2°C to +8°C 
(36°F to 46°F) protected from light from the date of 
manufacture. Within this period, Wilate may be stored 
for a period of up to 6 months at room temperature 
(maximum of +25°C or 77°F). The starting date 
of room temperature storage should be clearly 
recorded on the product carton. Once stored at room 
temperature, the product must not be returned to the 
refrigerator. The shelf-life then expires after the storage 
at room temperature, or the expiration date on the 
product vial, whichever is earliest. Do not freeze.

 • Do not use after the expiration date.

 • Store in the original container to protect from light.

 • Reconstitute the Wilate powder only directly 
before injection. Use the solution immediately after 
reconstitution. Use the reconstituted solution on one 
occasion only, and discard any remaining solution.

PATIENT COUNSELING INFORMATION

 • Inform patients of the early signs of hypersensitivity 
reactions including hives, generalized urticaria, 
tightness of the chest, wheezing, hypotension, and 
anaphylaxis. If allergic symptoms occur, patients 
should discontinue the administration immediately and 
contact their physician.

 • Inform patients that undergoing multiple treatments 
with Wilate may increase the risk of thrombotic events 
thereby requiring frequent monitoring of plasma 
VWF:RCo and FVIII activities.

 • Inform patients that there is a potential of developing 
inhibitors to VWF, leading to an inadequate clinical 
response. Thus, if the expected VWF activity plasma 
levels are not attained, or if bleeding is not controlled 
with an adequate dose or repeated dosing, contact the 
treating physician.

 • Inform patients that despite procedures for screening 
donors and plasma as well as those for inactivation 
or removal of infectious agents, the possibility of 
transmitting infective agents with plasma-derived 
products cannot be totally excluded.

Manufactured by:

Octapharma Pharmazeutika Produktionsges.m.b.H. 
Oberlaaer Strasse 235 
A-1100 Vienna, Austria  
U.S. License No. 1646

Distributed by:

Octapharma USA Inc. 
121 River Street, 12th floor 
Hoboken, NJ 07030

NDC Number Size Protein Amount

67467-182-01 500 IU VWF:RCo 
and 500 IU FVIII 
activities in 5 mL

≤ 7.5 mg

67467-182-02 1000 IU VWF:RCo 
and 1000 IU FVIII 
activities in 10 mL

≤ 15.0 mg

Type of 
Hemorrhages

Loading Dosage 
(IU VWF:RCo/kg BW)

Maintenance Dosage  
(IU VWF:RCo/kg BW)

Therapeutic Goal

Minor 
Hemorrhages

20-40 IU/kg 20-30 IU/kg every 12 – 24 hours* VWF:RCo and FVIII activity 
through levels of >30%

Major  
Hemorrhages

40-60 IU/kg 20-40 IU/kg every 12 – 24 hours* VWF: RCo and FVIII activity 
through levels of >50%

Table 1 Guide to Wilate Dosing for Treatment of Minor and Major Hemorrhages

Treatment guidelines apply to all VWD types

*This may need to be continued for up to 3 days for minor hemorrhages and 5-7 days for major hemorrhages

wilateHemaware_2011.indd   2 12/8/11   8:49 AM
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CliniCal 

Trials
Sanofi Aventis is currently recruiting participants for a  
Phase IV study they are sponsoring. The purpose of the  
study is to further characterize the safety and immunogenicity 
of Menactra®, when administered alone and when admin-
istered with the fourth dose of Pentacel® in children that 
are less than two years of age. Primary objectives include 
evaluating the antibody responses to meningococcal 
serogroups A, C, Y and W-135; pertussis antigens; and 
polyribosylribitol phosphate (PRP), tetanus and diphtheria 
antigens. 

The University of Pittsburgh, in collaboration with Sanofi 
Pasteur MSD, is sponsoring a study that compares two 
currently available influenza vaccines that have been 
approved by the FDA for use in older adults. The study is 
designed to determine if a high-dose flu vaccine provides 
protection that is equal to or better than that of a regular-
dose flu vaccine. Males and females, 65 years of age 
or older, are eligible to participate in this study which is 
currently recruiting participants in Pennsylvania. The study 
is estimated to end in June 2013. 

Recruitment, for a study sponsored by Hemispherx 
Biopharma, is currently underway. This Phase I and II 
study will evaluate the safety and tolerability of FluMist®, 
administered with and without Ampligen® in a long term 
care setting.  Males and females between the ages of  
19 and 49 are eligible to participate in this study. An 
estimated completion date of February 2014 has been set. 

An ongoing epidemiological study indicates that patients 
on IVIG have an overall lower prevalence of stroke than 
the general population. Inova Health Care Services, in 
collaboration with CSL Behring, is sponsoring a pilot 
study to evaluate the ability of IVIG to affect the rate of 
progression of brain ischemia. Privigen will be used as the 
experimental and biological drug. Recruiting has not yet 
begun, however a completion date of November 2013 has 
been estimated.  

Patients in ICU’s have a higher than normal risk of getting  
blood clots in their arms or legs. The standard treatment to  
prevent this is to give a low dose of Heparin subcutaneously,  
three times a day. The University of Colorado in Denver 
is currently recruiting participants for a study they are 
sponsoring. It will examine the use of intravenous Heparin 
versus subcutaneous Heparin as a better treatment to 
prevent blood clots in ICU patients. Males and females  
18-to-80 years old are eligible to participate. 

Amgen is sponsoring a Phase III study to determine the 
benefits and potential risks of a new treatment strategy 
using a fixed dose of darbepoetin alfa in patients with 
chronic kidney disease and who are not on dialysis. It is 
currently recruiting in 71 locations across the United States 
and Puerto Rico. The study began in June 2012 with an 
estimated completion in June 2017. Males and females  
18 years of age and older are eligible to participate in  
this study.
Source: ClinicalTrials.gov, 20 October 2012
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Call ASD Healthcare today to experience our superior service, 
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enjoying the benefits of working with ASD Healthcare.

For more information, please visit www.asdhealthcare.com  

or call us at 800.746.6273.

our Customer Service  
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Our InsideOut product catalog includes,  

not only our most popular plasma products,  

but also products for contrast media, 

nephrology and more!

This catalog section is color-coded for 

easy identification and quick reference.  

Flip through and see what ASD Healthcare  

has to offer, and remember that the product  

you are looking for may be found in a 

different section of the catalog, depending 

on its use.  

Is there a product you need, but don’t 

see in this catalog? An item you’ve been 

ordering that you can’t find here? Don’t 

worry – our product offerings expand well 

beyond what is listed here. Call us today for  

more information and personalized service.

Customer Service 800.746.6273 or 

www.asdhealthcare.com
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Albumin
CODe PrODUCT SIZe eQ. UNIT MFr. NDC # PK/CS

P9047 Albuked™ 25% 50 ml 1 KED 76125-0784-25 vial

P9047 Albuked™ 25% 100 ml 1 KED 76125-0784-10 vial

P9045 Albuked™ 5% 250 ml 1 KED 76125-0785-25 vial

P9045 Albumin 5% 250 ml 1 OCT 67467-0623-02 vial

P9045 Albumin 5% 500 ml 1 OCT 68209-0623-03 vial

P9047 Albumin 25% 50 ml 1 OCT 67467-0643-01 vial

P9047 Albumin 25% 100 ml 1 OCT 67467-0643-02 vial

P9047 Albuminar® 5% 250 ml 1 CSL 00053-7670-31 vial

P9047 Albuminar® 5% 500 ml 1 CSL 00053-7670-32 vial

P9047 Albuminar® 25% 50 ml 1 CSL 00053-7680-32 vial

P9047 Albuminar® 25% 100 ml 2 CSL 00053-7680-33 vial

P9045 Albutein® 5% (Albumin) 250 ml 1 GFS 68516-5211-01 vial

P9045 Albutein® 5% (Albumin) 500 ml 2 GFS 68516-5271-02 vial

P9047 Albutein® 25% (Albumin) 50 ml 1 GFS 68516-5213-02 vial

P9047 Albutein® 25% (Albumin) 100 ml 2 GFS 61953-0002-02 vial

P9047 AlbuRx® 25% 50 ml 1 CSL 44206-0251-05 vial

P9047 AlbuRx® 25% 100 ml 2 CSL 44206-0251-10 vial

P9045 AlbuRx® 5% 250 ml 1 CSL 44206-0310-25 vial

P9045 AlbuRx® 5% 500 ml 2 CSL 44206-0310-50 vial

J3490 Buminate 5% (Albumin) 6 x 250 ml 1 BAX 00944-0491-01 case

J3490 Buminate 5% (Albumin) 6 x 500 ml 2 BAX 00944-0491-02 case

J3490 Buminate 25% (Albumin) 10 x 20 ml 0.4 BAX 00944-0490-01 case

J3490 Flexbumin 25% 24 x 50 ml 1 BAX 00944-0493-01 case

J3490 Flexbumin 25% 12 x 100 ml 2 BAX 00944-0493-02 case

P9041 Plasbumin® 5% (Albumin) 50 ml 0.2 GFS 13533-0685-20 vial

P9045 Plasbumin® 5% (Albumin) 250 ml 1 GFS 13533-0685-25 vial

P9046 Plasbumin® 25% (Albumin) 20 ml 0.4 GFS 13533-0684-16 vial

P9047 Plasbumin® 25% (Albumin) 50 ml 1 GFS 13533-0684-20 vial

P9047 Plasbumin® 25% (Albumin) 100 ml 2 GFS 13533-0684-71 vial

P9043 Plasmanate® 5% (PPF) 50 ml 0.2 GFS 13533-0613-20 vial

P9048 Plasmanate® 5% (PPF) 250 ml 1 GFS 13533-0613-25 vial

Antihemophilic
CODe PrODUCT SIZe MFr. NDC # PK/CS

Factor VIIa (Recombinant)

J7189 NovoSeven® RT 1000 mcg NOVO 00169-7010-01 vial

J7189 NovoSeven® RT 2000 mcg NOVO 00169-7020-01 vial

J7189 NovoSeven® RT 5000 mcg NOVO 00169-7040-01 vial

J7189 NovoSeven® RT 8000 mcg NOVO 00169-7050-01 vial

Factor VIII (Recombinant)

J7192 Advate® w/Baxject II 250 iu BAX 00944-2941-10 vial

J7192 Advate® w/Baxject II 500 iu BAX 00944-2942-10 vial

J7192 Advate® w/Baxject II 1000 iu BAX 00944-2943-10 vial
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CODe PrODUCT SIZe MFr. NDC # PK/CS

J7192 Advate® w/Baxject II 1500 iu BAX 00944-2944-10 vial

J7192 Advate® w/Baxject II 2000 iu BAX 00944-2945-10 vial

J7192 Advate® w/Baxject II 3000 iu BAX 00944-2946-10 vial

J7192 Advate® w/Baxject II 4000 iu BAX 00944-2948-10 vial

J7192 Helixate® FS 250 iu CSL 00053-8131-02 vial

J7192 Helixate® FS 500 iu CSL 00053-8132-02 vial

J7192 Helixate® FS 1000 iu CSL 00053-8133-02 vial

J7192 Helixate® FS 2000 iu CSL 00053-8134-02 vial

J7192 Helixate® FS 3000 iu CSL 00053-8135-02 vial

J7192 Kogenate® FS 250 iu BYR 00026-3782-20 vial

J7192 Kogenate® FS 500 iu BYR 00026-3783-30 vial

J7192 Kogenate® FS 1000 iu BYR 00026-3785-50 vial

J7192 Kogenate® FS 2000 iu BYR 00026-3786-60 vial

J7192 Kogenate® FS 3000 iu BYR 00026-3787-70 vial

J7192 Kogenate® FS w/BIO-SET® 250 iu BYR 00026-3792-20 vial

J7192 Kogenate® FS w/BIO-SET® 500 iu BYR 00026-3793-30 vial

J7192 Kogenate® FS w/BIO-SET® 1000 iu BYR 00026-3795-50 vial

J7192 Kogenate® FS w/BIO-SET® 2000 iu BYR 00026-3796-60 vial

J7192 Kogenate® FS w/BIO-SET® 3000 iu BYR 00026-3797-70 vial

J7192 Recombinate® 250 iu  BAX 00944-2831-10 vial

J7192 Recombinate® 500 iu  BAX 00944-2832-10 vial

J7192 Recombinate® 1000 iu BAX 00944-2833-10 vial

J7185 Xyntha® Solofuse™ 250 iu PFZ 58394-022-03 PFS

J7185 Xyntha® Solofuse™ 500 iu PFZ 58394-023-03 PFS

J7185 Xyntha® Solofuse™ 1000 iu PFZ 58394-024-03 PFS

J7185 Xyntha® Solofuse™ 2000 iu PFZ 58394-025-03 PFS

J7185 Xyntha® Solofuse™ 3000 iu PFZ 58394-016-03 PFS

J7185 Xyntha® 250 iu PFZ 58394-0012-01 vial

J7185 Xyntha® 500 iu PFZ 58394-0013-01 vial

J7185 Xyntha® 1000 iu PFZ 58394-0014-01 vial

J7185 Xyntha® 2000 iu PFZ 58394-0015-01 vial

Factor VIII (Immunoaffinity Purified. Derived from Human Plasma.)

J7190 Hemofil® M 250 iu BAX 00944-2930-01 vial

J7190 Hemofil® M 500 iu BAX 00944-2931-01 vial

J7190 Hemofil® M 1000 iu BAX 00944-2932-01 vial

J7190 Hemofil® M 1700 iu BAX 00944-2933-01 vial

J7190 Monoclate-P® 250 iu CSL 00053-7656-01 vial

J7190 Monoclate-P® 500 iu CSL 00053-7656-02 vial

J7190 Monoclate-P® 1000 iu CSL 00053-7656-04 vial

J7190 Monoclate-P® 1500 iu CSL 00053-7656-05 vial

Factor VIII (Derived from Human Plasma. Contains von Willebrand Factor.)

J7186 Alphanate® 250 iu GFS 68516-4601-01 vial

J7186 Alphanate® 500 iu GFS 68516-4602-01 vial

J7186 Alphanate® 1000 iu GFS 68516-4603-02 vial

J7186 Alphanate® 1500 iu GFS 68516-4604-02 vial
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CODe PrODUCT SIZe MFr. NDC # PK/CS

J7187 Humate-P® 250 RCoF CSL 00053-7615-05 vial

J7187 Humate-P® 500 RCoF CSL 00053-7615-10 vial

J7187 Humate-P® 1000 RCoF CSL 00053-7615-20 vial

J7190 Koate®-DVI PDS 250 iu KED 13533-0665-20 vial

J7190 Koate®-DVI PDS 500 iu KED 13533-0665-30 vial

J7190 Koate®-DVI PDS 1000 iu KED 13533-0665-50 vial

J3590 Wilate® 450 iu RCo/5ml OCT 67467-181-01 vial

J3590 Wilate® 900 iu RCo/10ml OCT 67467-181-02 vial

Factor IX (Recombinant)

J7195 BeneFIX® -RT 250 iu PFZ 58394-633-03 vial

J7195 BeneFIX® -RT 500 iu PFZ 58394-634-03 vial

J7195 BeneFIX® -RT 1000 iu PFZ 58394-635-03 vial

J7195 BeneFIX® -RT 2000 iu PFZ 58394-636-03 vial

Factor IX (Prothrombin Concentrates. Derived from Human Plasma. Contains Factor II, VII, IX and X.)

J7194 Bebulin® VH 500 iu BAX 64193-0244-02 vial

J7194 Bebulin® VH 700 iu BAX 64193-0445-02 vial

J7194 Profilnine® SD 500 iu GFS 68516-3201-01 vial

J7194 Profilnine® SD 1000 iu GFS 68516-3202-02 vial

J7194 Profilnine® SD 1500 iu GFS 68516-3203-02 vial

Factor IX (Derived from Human Plasma)

J7193 AlphaNine® SD 500 iu GFS 68516-3601-02 vial

J7193 AlphaNine® SD 1000 iu GFS 68516-3602-02 vial

J7193 AlphaNine® SD 1500 iu GFS 68516-3603-02 vial

J7193 Mononine® 500 iu CSL 00053-7668-02 vial

J7193 Mononine® 1000 iu CSL 00053-7668-04 vial

Factor XIII (Derived from Human Plasma)

J7199 Corifact PDS 1380 iu CSL 63833-518-02 vial

Fibrinogen Concentrate

J1680 RiaSTAP™ 900-1300 gm CSL 63833-8915-01 vial

Anti-Inhibitor Coagulation Complexes (Derived from Human Plasma)

J7198 Feiba® NF 500 iu BAX 64193-0223-02 vial

J7198 Feiba® NF 1000 iu BAX 64193-0224-02 vial

J7198 Feiba® NF 2500 iu BAX 64193-0225-02 vial

Antithrombin III (Derived from Human Plasma)

J7197 Thrombate III® 500 iu GFS 13533-0603-20 vial

Antithrombin (Recombinant)

J3590 ATryn® 1750 iu GTC 67386-521-51 vial

Desmopressin Acetate (Useful in Disorders of Hemostasis)

J2597 Stimate® (Nasal Spray) 2.5 ml CSL 00053-2453-00 vial
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Immunologic
CODe PrODUCT SIZe MFr. NDC # PK/CS

Immune Globulin Intravenous (Human) Lyophilized

J1566 Carimune® NF 3 gm CSL 44206-0416-03 vial

J1566 Carimune® NF 6 gm CSL 44206-0417-06 vial

J1566 Carimune® NF 12 gm CSL 44206-0418-12 vial

Immune Globulin Intravenous (Human) Liquid

J1572 Flebogamma® DIF 5% 2.5 gm GFS 61953-0004-02 vial

J1572 Flebogamma® DIF 5% 5 gm GFS 61953-0004-03 vial

J1572 Flebogamma® DIF 5% 10 gm GFS 61953-0004-04 vial

J1572 Flebogamma® DIF 5% 20 gm GFS 61953-0004-05 vial

J1572 Flebogamma® DIF 10% 5 gm GFS 61953-0005-01 vial

J1572 Flebogamma® DIF 10% 10 gm GFS 61953-0005-02 vial

J1572 Flebogamma® DIF 10% 20 gm GFS 61953-0005-03 vial

J1569 Gammagard Liquid 1 gm BAX 00944-2700-02 vial

J1569 Gammagard Liquid 2.5 gm BAX 00944-2700-03 vial

J1569 Gammagard Liquid 5 gm BAX 00944-2700-04 vial

J1569 Gammagard Liquid 10 gm BAX 00944-2700-05 vial

J1569 Gammagard Liquid 20 gm BAX 00944-2700-06 vial

J1566 Gammagard Low IgA 5 gm BAX 00944-26200-03 vial

J1566 Gammagard Low IgA 10 gm BAX 00944-26200-04 vial

J1561 Gammaked™ 10% 1 gm KED 76125-0900-01 vial

J1561 Gammaked™ 10% 2.5 gm KED 76125-0900-25 vial

J1561 Gammaked™ 10% 5 gm KED 76125-0900-50 vial

J1561 Gammaked™ 10% 10 gm KED 76125-0900-10 vial

J1561 Gammaked™ 10% 20 gm KED 76125-0900-20 vial

J1557 Gammaplex® 5% 2.5 gm BPL 64208-8234-01 vial

J1557 Gammaplex® 5% 5 gm BPL 64208-8234-02 vial

J1557 Gammaplex® 5% 10 gm BPL 64208-8234-03 vial

J1561 Gamunex® -C 1 gm GFS 13533-0800-12 vial

J1561 Gamunex® -C 2.5 gm GFS 13533-0800-15 vial

J1561 Gamunex® -C 5 gm GFS 13533-0800-20 vial

J1561 Gamunex® -C 10 gm GFS 13533-0800-71 vial

J1561 Gamunex® -C 20 gm GFS 13533-0800-24 vial

J1568 Octagam® 5% 100 mL 5 gm OCT 67467-0843-03 vial

J1568 Octagam® 5% 200 mL 10 gm OCT 67467-0843-04 vial

J1459 Privigen® 5 gm CSL 44206-0436-05 vial

J1459 Privigen® 10 gm CSL 44206-0437-10 vial

J1459 Privigen® 20 gm CSL 44206-0438-20 vial

Immune Globulin Subcutaneous (Human) Liquid

J3490 Hizentra™ 1 gm CSL 44206-451-01 vial

J3490 Hizentra™ 2 gm CSL 44206-452-02 vial

J3490 Hizentra™ 4 gm CSL 44206-454-04 vial
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Hyper-Immune Globulin 
Hepatitis B Immune Globulin

CODe PrODUCT SIZe MFr. NDC # PK/CS

Intramuscular Immune Globulins (Human)

J1470 GamaSTAN® S/D 2 ml GFS 13533-0635-04 vial

J1550 GamaSTAN® S/D 10 ml GFS 13533-0635-12 vial

Rho(D) Immune Globulin

J2788 HyperRHO® S/D mini-dose 50 mcg GFS 13533-0631-06 10/pk

J2790 HyperRHO® S/D 300 mcg GFS 13533-0631-02 syringe

J2790 RhoGAM® UF Plus* 300 mcg OCD 0562-7805-01 syringe

J2788 MICRhoGAM® UF Plus* 50 mcg OCD 0562-7806-01 syringe

J2791 Rhophylac® 300 mcg CSL 44206-0300-01 syringe

J2791 Rhophylac® 300 mcg CSL 44206-0300-10 10/pk

J2792 WinRho® SDF Liguid 1500 iu 300 mcg CAN 53270-3300-01 vial

J2792 WinRho® SDF Liguid 2500 iu 500 mcg CAN 53270-3500-01 vial

J2792 WinRho® SDF Liguid 5000 iu 1000 mcg CAN 53270-3100-01 vial

J2792 WinRho® SDF Liguid 15000 iu 3000 mcg CAN 53270-3000-01 vial

*Not sold in state of Florida.

Hepatitis B Immune Globulin

J1573 HepaGam B® 1 ml APO 60505-6071-00 vial

J1573 HepaGam B® 5 ml APO 60505-6072-00 vial

CPT-90371 HyperHEP B® S/D 0.5 ml GFS 13533-0636-03 syringe

CPT-90371 HyperHEP B® S/D 1 ml GFS 13533-0636-02 syringe

CPT-90371 HyperHEP B® S/D 1 ml GFS 13533-0636-01 vial

CPT-90371 HyperHEP B® S/D 5 ml GFS 13533-0636-05 vial

C9105 Nabi-HB® 1 ml BIOTEST 59730-4202-01 vial

C9105 Nabi-HB® 5 ml BIOTEST 59730-4203-01 vial

Rabies Immune Globulin

CPT-90375 HyperRAB® S/D 2 ml GFS 13533-0618-02 vial

CPT-90375 HyperRAB® S/D 10 ml GFS 13533-0618-10 vial

CPT-90376 IMOGAM® Rabies-HT 300 iu/2 ml SAN 49281-0190-20 vial

CPT-90376 IMOGAM® Rabies-HT 1500 iu/10 ml SAN 49281-0190-10 vial

Tetanus Immune Globulin

J1670 HyperTET® S/D 1 ml GFS 13533-0634-02 syringe

Cytomegalovirus Immune Globulin Intravenous (Human)

J0850 CytoGam® 2.5 gm/50 ml CSL 44206-3101-01 vial

pl
as
m
a 

d
er

iv
a

ti
ve

s



 ASD Healthcare 63

Get your flu program 
headed for success 
with FluFirstAID.

AID

This free and easy-to-use online calculator helps you lower 
your facility’s risks this �u season. Make FluFirstAID your �rst 
step in planning a vaccine inventory that minimizes your 
product returns to maximize your success.

Visit FluFirstAID now to get started. 
Just scan this code, or go to www.�u�rst.com. 

Want the personal touch? You’ve got it. 
Just call an ASD Healthcare representative 
at 866.281.4FLU.

www.�u�rst.com
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Vaccines
CODe PrODUCT SIZe MFr. NDC # PK/CS

Flu

Q2035 Afluria® 10 x 0.5 ml MER 33332-011-01 syringe

Q2035 Afluria® 5 ml MER 33332-111-10 vial

CPT 90656 Fluarix® 10 x 0.5 ml GSK 58160-878-52 syringe

Q2036 Flulaval® 5 ml GSK 19515-888-07 vial

CPT 90660 FluMist® 10 x 0.2 ml MEDI 66019-0109-10 sprayer

Q2037 Fluvirin® 5 ml NOV 66521-114-10 vial

Q2037 Fluvirin® 10 x 0.5 ml NOV 66521-114-02 syringe

Q2038 Fluzone® 5 ml SAN 49281-011-50 vial

CPT 90656 Fluzone® PF 10 x 0.5 ml SAN 49281-111-25 syringe

CPT 90656 Fluzone® SDV PF 10 x 0.5 ml SAN 49281-011-10 pk

CPT 90654
Fluzone® Intradermal  
Microinjection PF

10 x 0.1 ml SAN 49281-387-65 pk

CPT 90655 Fluzone® Pediatric PF 10 x 0.25 ml SAN 49281-010-25 syringe

CPT 90662 Fluzone® HD PF 10 x 0.5 ml SAN 49281-389-65 syringe

G9035 Relenza® 5 mg Diskhaler GSK 00173-681-01

G9035 Tamiflu® 12 mg/ml 25 ml GEN 00004-810-95 suspension

G9035 Tamiflu® 75 mg 10/box GEN 00004-800-85 capsules

Haemophilus Inflenzae B

CPT-90648 ActHIB® SAN 49281-0545-05 vial

Meningitis

CPT-90734 Menactra® S/D SAN 49281-0589-05 5/pk

Polio

CPT-90713 IPOL® 10 x 1 MDV SAN 49281-0860-10 vial

Rabies

CPT-90675 RabAvert® 1 ml NOV 00078-0566-51 pk

Tetanus

CPT-90715 Adacel® 10 x 0.5 ml SAN 49281-0400-10 vial

CPT-90700 DAPTACEL® 10 x 1 MDV SAN 49281-0286-10 vial

CPT-90714 DECAVAC™ 10 x 0.5 ml SAN 49281-0291-10 syringe

CPT-90702 Tet Dip Toxoid Adsorbed 10 x 0.5 ml AKN 17478-0131-01 vial

CPT-90702 Dip Tet Tox™ Adsorbed 10 x 1 MDV SAN 49281-0278-10 vial

CPT-90703 Tet Tox™ Adsorbed 10 x 1 MDV SAN 49281-0800-83 vial

CPT-90749 Tet Tox™ Plain 7.5 ml SAN 49281-0812-84 vial

CPT-86700 Tripedia® 0.5 ml SAN 49281-0298-10 vial

Tuberculosis

J3490 Aplisol® 5TU 1 ml KING 42023-0104-01 vial

J3490 Aplisol® 5TU 5 ml KING 42023-0104-05 vial

CPT-86580 Tubersol® 5TU 1 ml SAN 49281-0752-21 pk

CPT-86580 Tubersol® 5TU 5 ml SAN 49281-0752-22 pk

Typhoid

CPT-90691 Typhim Vi® 0.05 ml SAN 49281-0790-51 syringe

CPT-90691 Typhim Vi® 20 dose vial SAN 49281-0790-20 vial
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Specialty
CODe PrODUCT SIZe MFr. NDC # PK/CS

J2997 Activase® Cathflo 2 mg GNT 50242-0041-64 vial

J8999 Afinitor® 2.5/28 tabs mg NOV 00078-0594-51 pk

J8999 Afinitor® 5 mg/28 tabs NOV 00078-0566-51 pk

J8999 Afinitor® 7.5 mg/28 tabs NOV 00078-0620-51 pk

J8999 Afinitor® 10 mg/28 tabs NOV 00078-0567-51 pk

J1931 Aldurazyme® 2.9 mg/5 ml GNZ 58468-0070-01 vial

J9215 Alferon N® 5 mm iu (1 ml) HEMI 54746-0001-01 vial

J3490 Aloprim® 500 mg/30 ml NABI 59730-0560-11 vial

Ammonul® 50 ml MEDI 62592-0720-50 vial

J0583 Angiomax® 250 mg MEDCO 65293-0001-01 10/pk

J3490 Berinert® 500 unit vial CSL 63833-825-02 kit

Buphenyl® 500 mg tabs MEDI 62592-0496-03 btl

Buphenyl® 250 g MEDI 62592-0188-64 btl

J9010 Campath® 30 mg/ml BYR 50419-0357-03 3/pk

J1785 Cerezyme® 200 u GNZ 58468-1983-01 vial

J1785 Cerezyme® 400 u GNZ 58468-4663-01 vial

C9274 CroFab® 2 x 2 ml BTG 00281-0330-10 pk

C9274 CroFab® 2 x 2 ml BTG 50633-0110-12 vial

J9878 Cubicin® 500 mg CUB 67919-0011-01 10/pk

J0894 Dacogen® 50 mg MGI 62856-0600-01 vial

J1162 DigiFab 40 mg BTG 50633-0120-11 vial

J7323 Euflexxa® 2.25 ml FERR 55566-4100-01 3 syr/pk

J8499 Exjade® 125 mg/30 tabs NOV 00078-0468-15 btl

J8499 Exjade® 250 mg/30 tabs NOV 00078-0469-15 btl

J8499 Exjade® 500 mg/30 tabs NOV 00078-0470-15 btl

J0180 Fabrazyme® 35 mg GNZ 58468-0040-01 vial

J0180 Fabrazyme® 5 mg GNZ 58468-0041-01 vial

J9395 Faslodex® 125 mg/2 x 2.5 ml AZ 00310-0720-25 pk

J9395 Faslodex® 250 mg/1 x 5 ml AZ 00310-0720-50 pk

J9155 Firmagon 240 mg injection FERR 55566-840-01 vial

J9155 Firmagon 5 mg diskhaler FERR 55566-8301-01 vial

J9999 Folotyn™ 20 mg ALLOS 48818-0001-01 vial

J9999 Folotyn™ 40 mg ALLOS 48818-0001-02 vial

Q0166 Granisol™ Oral 2 mg/10 ml  30 ml PediatRx 52547-0801-30 btl

J9999 Halaven 1 mg/2 ml SDV EISAI 62856-0389-01 vial

J9315 Istodax® 10 mg CEL 46026-983-01 1 kit

J0598 Kalbitor® 10 mg DYAX 47783-0101-01 vial

Kyprolis® 60 mg Powder SDV ONXX 76075-0101-01

J3590 Krystexxa™ 8 mg SDV 2 ml SAVIENT 54396-0801-01 vial

J9300 Mylotarg® 5 mg/20 ml HEM GRP 00008-4510-01 vial

J0220 Myozyme® 50 mg GNZ 58468-0150-01 vial

J8999 Nexavar® 200 mg/120 tabs BYR 00026-8488-58 btl

ostene bone hemostasis Material 1 gm BAX 94922814418 cs

ostene bone hemostasis Material 2.5 gm BAX 94922814418 cs

ostene bone hemostasis Material 3.5 gm BAX 94922814418 cs
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CODe PrODUCT SIZe MFr. NDC # PK/CS

J1640 Panhematin® 100 ml OVA 67386-0701-54 vial

Panretin® 0.1% Gel 60 g EISAI 64365-501-01 tube

Q2043 Provenge® 250 ml DEND 30237-8900-6 vial

J7335 Qutenza® 1 patch/50 g gel NEURO 49685-928-01 kit

J7335 Qutenza® 2 patch/50 g gel NEURO 49685-928-02 kit

J1300 Soliris® 300 mg/30 ml ALX 25682-0001-01 vial

Stivarga® 40 mg tabs BYR 50419-0171-03 btl

J7321 Supartz® 10 mg/ml S&N 08363-7765-01 pk

J8999 Targretin® 75 mg SGC/100 tabs EISAI 64365-502-01 btl

J8999 Targretin® 1% Gel 60 g EISAI 64365-504-01 tube

J8999 Tasigna® 150 mg/28 caps NOV 00078-0592-51 pk

CPT-90586 TheraCys® w/diluent SAN 49281-0880-01 vial

J8999 Tasigna® 200 mg/28 caps NOV 00078-0526-51 pk

J1190 Totect® Non-Returnable 5000 mg TOPO 38423-0110-01 1 kit

J2323 Tysabri® 300 mg (15 ml) ELAN 59075-0730-15 vial

J9025 Vidaza® 100 mg PhM 59572-0102-01 vial

Voraxaze® 1000 units/vial BTG 50633-210-11 1 vial/carton

J2357 Xolair® 150 mg GNT 50242-0040-62 vial

J3490 VPRIV 400 units/vial SDV SHIRE 54092-0701-04 vial

Zaltrap® 100 mg/ml SAN 0024-5840-01 vial

Zaltrap® 200 mg/ml SAN 0024-5841-01 vial

NeW

NeW

NeW



 ASD Healthcare 67

contrast m
ed

ia

Product availability subject to change.

Biosurgery Products
CODe PrODUCT SIZe MFr. NDC # PK/CS

921028 Tisseel VH 2 ml BAX 00944-4201-04 vial

921029 Tisseel VH 4 ml BAX 00944-4201-08 vial

921030 Tisseel VH 10 ml BAX 00944-4201-12 vial

921051VP ValuPak 2 ml  
(1 cs TIsseel biologic-only and 1 cs duPloJeCT easY PreP)

6 x 1 ml BAX 00944-4201-03 cs

921052VP ValuPak 4 ml  
(1 cs TIsseel biologic-only and 1 cs duPloJeCT easY PreP)

6 x 2 ml BAX 00944-4201-07 cs

921053VP ValuPak 10 ml  
(1 cs TIsseel biologic-only and 1 cs duPloJeCT easY PreP)

6 x 5 ml BAX 00944-4201-11 cs

921063 Easy Prep 6 x 1 ml BAX cs

921064 Easy Prep 6 x 2 ml BAX cs

921065 Easy Prep 6 x 5 ml BAX cs

921020 Duplocath 35 M.I.S.  BAX ea

921021 Duplocath 180  BAX ea

921022 Duplocath 25 BAX ea

921023 DuoFlo Dispenser Kit BAX ea

921031 Spray Set for the Tissomat Spray Device BAX 10/cs

600012 EasySpray Pressure Regulator BAX ea

600013 EasySpray Set BAX 10/cs

921042 FibriJet 57 Duplotip BAX ea

921043 FibriJet 83 Duplotip BAX ea

921044 FibriJet 51 Duplotip BAX ea

921045 FibriJet 102 Duplotip BAX ea

921046 FibriJet 267 Duplotip BAX ea

921047 FibriJet 318 Duplotip BAX ea

921050 Duploreach 35 Extended Spray Applicator BAX 6/cs

921134 DuploGrip Accessory Grip 6 x 2 ml BAX cs

921135 DuploGrip Accessory Grip 6 x 5 ml BAX cs

600029 DuploSpray MIS Applicators 30 cm BAX 5/cs

600030 DuploSpray MIS Applicators 40 cm BAX 5/cs

600033 DuploSpray MIS Applicators 20 cm BAX 5/cs

600031 DuploSpray MIS Replacement Tips BAX 10/cs

600036 Cannula DuploTip 20 g x 10 cm BAX 10/cs

600037 Cannula DuploTip 20 g x 26 cm BAX 10/cs

600038 Cannula DuploTip 20 g x 32 cm BAX 10/cs

934057 FloSeal Matrix Hemostatic Sealant 6 x 5 ml BAX cs

934050 FloSeal NT Matrix Hemostatic Sealant 6 x 5 ml BAX cs

934055 FloSeal Reusable Endoscopic Applicator BAX ea

1500181 FloSeal Endoscopic Applicator BAX 6/cs

934208 FloSeal Curved Applicator Tip 8 cm BAX ea

934210 FloSeal Curved Applicator Tip 10 cm BAX ea

934070 CoSeal™ 2 ml BAX vial

934071 CoSeal™ 4 ml BAX vial

934072 CoSeal™ 8 ml BAX vial

934033 CoSeal™ Applicator tips BAX 5/cs

934034 CoSeal™ Extended Applicator BAX 10/cs

934500 CoSeal™ Spray Accessory Kit  BAX  5/cs

600021 CoSeal™ Spray Set BAX 10/cs

600041 Adept ADH Reduction Sol BAX 5/cs

pharm
aceuticals
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Bayer*

ASD # MFr # DeSCrIPTION SIZe NDC # PK/CS

MR

36563 3278959 Eovist Vial 181.43 mg/ml 10 ml 5041932005 5 vl/cs

37941 1658772 Gadavist 7.5 ml vial 7.5 ml 50419032511 20 vl/cs

37942 1641851 Gadavist 10 ml vial 10 ml 50419032512 20 vl/cs

37943 1665637 Gadavist 15 ml vial 15 ml 50419032513 20 vl/cs

37944 1684950 Gadavist 65 ml vial 65 ml 50419032515 10 vl/cs

38411 1650787 Gadavist 7.5 ml SD PFS 7.5 ml 50419032527 5 syr/cs

38412 1655026 Gadavist 10 ml SD PFS 10 ml 50419032528 5 syr/cs

38413 1656826 Gadavist 15 ml SD PFS 15 ml 50419032529 5 syr/cs

31349 1213321 Magnevist Inj syr 10 ml 5041918836 5 syr/cs

30512 1213347 Magnevist Inj syr 15 ml 5041918837 5 syr/cs

30513 1213727 Magnevist Inj syr 20 ml 5041918838 5 syr/cs

31350 1973676 Magnevist Vial 5 ml 5041918805 20 vl/cs

31351 1311935 Magnevist Vial 10 ml 5041918801 20 vl/cs

35324 1311745 Magnevist Vial 15 ml 5041918815 20 vl/cs

35323 3218450 Magnevist Vial 20 ml 5041918802 20 vl/cs

31352 1242668 Magnevist Vial pbp 50 ml 5041918858 10 vl/cs

31353 1240340 Magnevist Vial pbp 100 ml 5041918811 10 vl/cs

CT

36896 1712603 Ultravist Vial 240 mg/ml  100 ml 5041934210 10 vl/cs

36897 1333343 Ultravist Vial 240 mg/ml pbp 200 ml 5041934221 10 vl/cs

36553 1731355 Ultravist Vial 300 mg/ml 50 ml 5041934405 10 vl/cs

32054 1732957 Ultravist Vial 300 mg/ml 100 ml 5041934410 10 vl/cs

36554 1288075 Ultravist Vial 300 mg/ml 125 ml 5041934412 10 vl/cs

36555 1737550 Ultravist Vial 300 mg/ml 150 ml 5041934415 10 vl/cs

36556 1288802 Ultravist Vial 300 mg/ml pbp 200 ml 5041934421 10 vl/cs

36898 1289578 Ultravist Vial 300 mg/ml pbp 500 ml 5041934458 8 vl/cs

36557 1761378 Ultravist Vial 370 mg/ml  50 ml 5041934605 10 vl/cs

36558 1761600 Ultravist Vial 370 mg/ml 100 ml 5041934610 10 vl/cs

36559 1761808 Ultravist Vial 370 mg/ml 150 ml 5041934615 10 vl/cs

36560 1762293 Ultravist Vial 370 mg/ml 200 ml 5041934620 10 vl/cs

36561 1292630 Ultravist Vial 370 mg/ml pbp 250 ml 5041934625 10 vl/cs

36562 1332535 Ultravist Vial 370 mg/ml pbp 500 ml 5041934658 8 vl/cs

Astellas Pharma US
ASD # MFr # DeSCrIPTION SIZe NDC # PK/CS

MR

33195 6501-89 Lexiscan 0.4 mg/ 5 ml syr 5 ml 00469-6501-89 1 each

* No Bayer products shipped to Florida, Arizona or Nevada. 
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Bracco
ASD # MFr # DeSCrIPTION SIZe NDC # PK/CS

CT /  X-Ray

21146 1411-11 Isovue M 200 41% vl 10 x 10 ml 10 ml 00270-1411-11 10/cs

26183 1411-25 Isovue M 200 41% 10 x 20 ml 20 ml 00270-1411-25 10/cs

21961 1412-15 Isovue M 300 61% 10 x 15 ml 15 ml 00270-1412-15 10/cs

17752 1314-30 Isovue 200 vl 10 x 50 ml 50 ml 00270-1314-30 10/cs

36668 1314-15 Isovue 200 vl 10 x 200 ml 200 ml 00270-1314-15 10/cs

36669 1317-05 Isovue 250 vl 10 x 50 ml 50 ml 00270-1317-05 10/cs

36670 1317-02 Isovue 250 btl 10 x 100 ml 100 ml 00270-1317-02 10/cs

36671 1317-09 Isovue 250 btl 10 x 150 ml 150 ml 00270-1317-09 10/cs

36672 1317-41 Isovue multi 250 10 x 200 ml 200 ml 00270-1317-41 10/cs

36673 1315-25 Isovue 300 61% 10 x 30 ml 30 ml 00270-1315-25 10/cs

21881 1315-30 Isovue 300 61% 10 x 50 ml 50 ml 00270-1315-30 10/cs

36614 1315-47 Isovue 300 61% btl 10 x 75 ml 75 ml 00270-1315-47 10/cs

32427 1315-35 Isovue 300 61% btl 10 x 100 ml 100 ml 00270-1315-35 10/cs

36615 1315-50 Isovue 300 61% btl 10 x 150 ml 150 ml 00270-1315-50 10/cs

36677 1315-41 Isovue multi 300 btl 10 x 200 ml 200 ml 00270-1315-41 10/cs

36678 1315-98 Isovue multi 300 btl 6 x 500 ml 500 ml 00270-1315-98 6/cs

36679 1316-01 Isovue 370 btl 10 x 50 ml 50 ml 00270-1316-01 10/cs

36680 1316-52 Isovue 370 btl 10 x 75 ml 75 ml 00270-1316-52 10/cs

36681 1316-35 Isovue 370 btl 10 x 100 ml 100 ml 00270-1316-35 10/cs

36682 1316-04 Isovue 370 btl 10 x 125 ml 125 ml 00270-1316-04 10/cs

36683 1316-37 Isovue 370 btl 10 x 150 ml 150 ml 00270-1316-37 10/cs

36688 1316-41 Isovue multi 370 10 x 200 ml 200 ml 00270-1316-41 10/cs

36689 1316-98 Isovue multi 370 6 x 500 ml 500 ml 00270-1316-98 6/cs

CT / X-Ray

36690 0265-20 Cholografin 52% vl 1 x 20 ml 20 ml 00270-0265-20 1/cs

31844 1410-30 Cystografin 18% btl 10 x 300 ml 300 ml 00270-1410-30 10/cs

36691 0149-60 Cystografin 30% 10 x 100 ml 100 ml 30270-0149-60 10/cs

36692 0523-30 Sinografin 10 ml 10/pk 10 ml 30270-0523-30 10/cs

Administration Sets and Transfer Devices

36693 0004-75 Fluid Admin Set - Large Bore 00270-0004-75 10/cs

36694 0051-10 Solution Transfer Device 00270-0051-10 10/cs

Contrast Media Products - MR

32442 5164-13 Multihance 529 mg 5 x 10 ml 10 ml 00270-5164-13 5/cs

32441 5164-14 Multihance 529 mg 5 x 15 ml 15 ml 00270-5164-14 5/cs

36622 5164-15 Multihance 529 mg/ml vl 5 x 20 ml 20 ml 00270-5164-15 5/cs

36621 5164-12 Multihance 529 mg/ml vl 5 x 5 ml 5 ml 00270-5164-12 5/cs

36623 5264-16 Multihance MP 529 mg/ml btl 5 x 50 ml 50 ml 00270-5264-16 5/cs

36624 5264-17 Multihance MP 529 mg/ml btl 5 x 100 ml 100 ml 00270-5264-17 5/cs

37119 516448 Multihance PFS 5 x 10 ml 10 ml 00270-5164-18 5/cs

37120 516419 Multihance PFS 5 x 15 ml 15 ml 00270-5164-19 5/cs

37121 516420 Multihance PFS 5 x 20 ml 20 ml 00270-5164-20 5/cs
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ASD # MFr # DeSCrIPTION SIZe NDC # PK/CS

36618 1111-16 Prohance 279.3 mg/ml PFS 5 x 10 ml 10 ml 00270-1111-16 5/cs

36619 1111-45 Prohance 279.3 mg/ml PFS 5 x 17 ml 17 ml 00270-1111-45 5/cs

36617 1111-01 Prohance 279.3 mg/ml vl 5 x 10 ml 10 ml 00270-1111-01 5/cs

36616 1111-04 Prohance 279.3 mg/ml vl 5 x 5 ml 5 ml 00270-1111-04 5/cs

36276 1111-03 Prohance 279.3 mg/ml 5 x 20 ml 20 ml 00270-1111-03 5/cs

22820 1111-02 Prohance 279.3 mg/ml vl 5 x 15 ml 15 ml 00270-1111-02 5/cs

36620 1111-70 Prohance MP 279.3 mg/ml btl 5 x 50 ml 50 ml 00270-1111-70 5/cs

Oral Contrast Agents

22242 0455-40 Gastrografin 37% sol 120 ml 12/cs 120 ml 00270-0445-40 12/cs

35353 44535 Gastrografin Lemon sol 24 x 30 ml 30 ml 00270-0445-35 24/cs

Oral Contrast Agents - CT Barium

35356 7350 Readi-Cat Apple 24 x 450 ml 450 ml 32909-0735-03 24/cs

35355 7250 Readi-Cat Banana 24 x 250 ml 250 ml 32909-0725-07 24/cs

35357 7450 Readi-Cat Banana 24 x 450 ml 450 ml 32909-0725-03 24/cs

35366 721 Readi-Cat Barium1.3% 12 x 900 ml 900 ml 32909-4501-03 12/cs

35364 728 Readi-Cat Barium1.3% 24 x 450 ml 450 ml 32909-0728-01 24/cs

35365 724 Readi-Cat Barium1.3% 4 x 1900 ml 1900 ml 32909-4501-05 4/cs

35354 7150 Readi-Cat Berry 24 x 450 ml 450 ml 32909-0715-03 24/cs

35359 7650 Readi-Cat Creamy Van 24 x 250 ml 250 ml 32909-0755-07 24/cs

35358 7550 Readi-Cat Creamy Van 24 x 450 ml 450 ml 32909-0755-03 24/cs

35360 4503-07 Readi-Cat Mochaccino 24 x 450 ml 450 ml 32909-0775-03 24/cs

35363 729 Readi-Cat2 Barium 2.1% 12 x 900 ml 900 ml 32909-0723-03 12/cs

35361 723 Readi-Cat2 Barium 2.1% 24 x 450 ml 450 ml 32909-0723-01 24/cs

35362 726 Readi-Cat2 Barium 2.1% 4 x 1900 ml 1900 ml 32909-0723-02 4/cs

35370 4501-01 E-Z Cat Barium Conc 24 x 225 ml 225 ml 32909-0720-01 24/cs

35371 4501-07 E-Z Cat Barium Dry 50 x 23 gm 23 gm 00270-4501-07 50/cs

35372 4501-11 Esopho-Cat Barium 24 x 30 gm 30 gm 32909-0738-01 24/cs

35369 4507-01 Volumen 0.1% 24 x 450 ml 450 ml 32909-0945-03 24/cs

35373 4500-02 CT Enema Kit 00270-4500-02 12/cs

Fluoroscopy - Routine Filled Colon Examination  

36270 AP14 Polibar ACB Barium lq 14 oz 14 oz 00270-9005-04 24/cs

36271 AP16 Polibar ACB Barium lq 16 oz 16 oz 00270-9005-06 24/cs

36701 920 Empty Enema Bag 00270-9003-02 48/cs

36702 935 Empty Enema Exacta Bag 00270-9002-03 4/cs

Double Contrast Colon Examination

36513 9012-03 Super XL Empty Enema Kit 00270-9012-03 24/cs

36375 9001-01 E-Z Dose Polibar Kit 650 ml 650 ml 32909-0652-02 6/cs

36269 L164 Polibar Liq 100% w/v 1900 ml 1900 ml 00270-9002-02 4/cs

36703 L168 Polibar Liq 105% w/v 1900 ml 1900 ml 00270-9002-03 4/cs
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Routine Upper GI Examination

36061 9019-01 E-Z paque 6.2 oz 6.2 oz 32909-0750-03 24/cs

36062 9028-01 E-Z Paque 12 oz 12 oz 32909-0186-02 24/cs

36716 9030-01 E-Z Paque 10 kg 10 kg 00270-9030-01 1/cs

36056 9026-01 E-Z Paque 1200 g 1200 g 32909-0750-01 8/cs

36060 9029-01 E-Z Paque 1900 ml 1900 ml 32909-0186-01 4/cs

35700 9019-02 Ultra-R UD cups 24 x 6 oz 6 oz 32909-0753-01 24/cs

36915 9031-02 Flexible plastic straws 00270-9031-02 144/cs

36717 9030-02 Sensatrast 4.2 oz 4.2 oz 00270-9030-02 24/cs

36063 9021-01 E-Z Paste 16 oz 1 lb 32909-0770-01 12/cs

Double Contrast Examination of Esophagus, Stomach and Duodenum   

35699 9017-02 E-Z HD 250% w/v susp 24 x 12 oz 12 oz 32909-0764-01 24/cs

36059 9018-01 E-Z HD Pail 25 lb 25 lb 32909-0764-02 1/cs

Fluoroscopy

36305 2700 Digibar 190 susp 232 gm 33609-0270-19 24/cs

36377 9027-01 Maxibar Suspension 120 ml 00270-9027-01 24/cs

35997 9020-01 E-Z Gas II Granules 10361-0793-01

36376 9021-02 E-Z Disc 10 Grain Tabs 00270-9021-02 100/cs

Modified Barium Swallowing Studies

36719 9000-01 Varibar Barium Thin liquid 148 g 00270-9000-01 24/cs

36720 9000-02 Varibar Barium Nectar 240 ml 00270-9000-02 24/cs

36721 9000-04 Varibar Barium Thin Honey 250 ml 00270-9000-04 12/cs

36722 9000-05 Varibar Barium Honey 250 ml 00270-9000-05 12/cs

36723 9000-06 Varibar Barium Pudding 230 ml 00270-9000-06 12/cs

Small Bowel/Enteroclysis Studies

36724 9014-01 Entero Vu 13% 100 g Packets 100 g 00270-9014-01 12/cs

36725 9014-03 Enteroclysis Admin Kit 00270-9014-03 12/cs

36374 9014-06 Liquid Entero Vu 13% 600 ml 00270-9014-06 12/cs

36734 9014-07 Entero Vu 24% 600 ml 00270-9014-07 12/cs

Virtual Colonoscopy - Patient Prepping and Laxatives

36613 3902-01 Loso Prep Cleansing Kit 10361-0306-44 24/cs

36738 3902-02 Loso Prep Bowel Cleansing System 00270-3902-02 50/cs

Ultrasound Gels and Disinfecting Towelettes

36307 6010-01 E-Z Gel 8 oz 8 oz 30270-6010-01 12/cs

36150 6010-04 E-Z Gel in 5 L Container 30270-6010-04 4/cs

36762 6010-02 E-Z Scan 0.25 L Bottle 00270-6010-02 12/cs

36763 6010-03 E-Z Scan in 5 L Container 00270-6010-03 12/cs

36764 Q89072 Sani-Coth Plus Towelettes 160 count 12/cs
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Coeur
ASD # MFr # DeSCrIPTION SIZe NDC # PK/CS

Connector Tubing and Transfer Sets 

39061 C405-0060 Tubing LP 60" Coiled 100/cs 100/cs

39244 C403-0720 Tube HP 72" Line/Fixed Leur 50/cs

39245 C403-0600 Tube HP 60" Line/Fixed Leur 50/cs

39343 C405-2604 Y-Tube 60" Coiled 1ck val 100/cs 100/cs

39344 C405-3208 Transfer set 20" val & spike 100/cs 100/cs

39365 C405-2155 Y-Tube 60" Coiled 2ck val 100/cs 100/cs

Covidien
MR (Gadolinium)

ASD # MFr # DeSCrIPTION SIZe NDC # PK/CS

Optimark Bottles

31116 117702 OptiMARK® 5 ml 00019-1177-02 10 vl/cs

31117 117704 OptiMARK® 10 ml 00019-1177-04 10 vl/cs

31118 117706 OptiMARK® 15 ml 00019-1177-06 10 vl/cs

31119 117708 OptiMARK® 20 ml 00019-1177-08 10 vl/cs

31124 117750 OptiMARK® 50 ml 00019-1177-50 5 vl/cs

Optimark Syringes

39610 117710 OptiMARK® Syringe 10 cc 00019-1177-10 10 syr/cs

39611 117715 OptiMARK® Syringe 15 cc 00019-1177-15 10 syr/cs

39612 117720 OptiMARK® Syringe 20 cc 00019-1177-20 10 syr/cs

39613 117730 OptiMARK® Syringe 30 cc 00019-1177-30 10 syr/cs

Tubing / Syringes

31485 801018 Optistar MR® Mpak 2 x 60 ml Y 60"  50/cs

31486 801019 Optistar MR® Mpak 2 x 60 ml Y 90"  50/cs

31483 801020 Optistar MR® Mpak 60 ml/25 ml Y 60"  50/cs

31484 801021 Optistar MR® Mpak 60 ml/25 ml Y 90"  50/cs

31481 801103 Optistar MR® Syringe 25 ml  100 syr/cs

31482 801104 Optistar MR® Syringe 60 ml  50 syr/cs

Disposable Tubing

31488 801106 Optistar MR® Coiled Y-Tubing 60"  100/cs

31489 801107 Optistar MR® Coiled Y-Tubing 90"  100/cs

Disposable Syringes

31487 801800 Optistar® LE Multipak 2 x 60 ml/90” Y 90"  50/cs

31497 801801 Optistar® LE Syringe 60 ml  50 syr/cs

Prefilled Sodium Chloride

31436 118875 Sodium Chloride Inj, USP 0.9% 50 ml 00019-1188-75 10 syr/cs

Miscellaneous

31266 1550CW Ready-Box Media Warmer LF MDL 1 each
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CT (Iodine)
ASD # MFr # DeSCrIPTION SIZe NDC # PK/CS

Optiray 350 (Glass)

31157 133311 Optiray™ 350 100 ml 00019-1333-11  12 btl/cs

31158 133316 Optiray™ 350 150 ml 00019-1333-16 12 btl/cs

31159 133321 Optiray™ 350 200 ml 00019-1333-21 12 btl/cs

31160 133341 Optiray™ 350 75 ml 00019-1333-41 12 btl/cs

31156 133306 Optiray™ 350 50 ml 00019-1333-06 25 vl/cs

Optiray 350 (Plastic)

31163 133375 Optiray™ 350 Hand-held Syringe 50 ml 00019-1333-75 20 syr/cs

31161 133351 Optiray™ 350 Pharmacy Bulk Pkg 250 ml 00019-1333-51 12 btl/cs

31162 133361 Optiray™ 350 Pharmacy Bulk Pkg 500 ml 00019-1333-61 6 btl/cs

31164 133377 Optiray™ 350 Power Injector Syringe 50 ml 00019-1333-77 20 syr/cs

39257 133387 Optiray™ 350 Power Injector Syringe 125 ml 00019-1333-87 20 syr/cs

39258 133390 Optiray™ 350 Power Injector Syringe 100 ml 00019-1333-90 20 syr/cs

39259 133395 Optiray™ 350 Power Injector Syringe 75 ml 00019-1333-95 20 syr/cs

Optiray 350 (RFID)

32237 133355 Optiray™ 350 Power Injector RFID 50 ml 00019-1333-55 20 syr/cs

32238 133327 Optiray™ 350 Power Injector RFID 125 ml 00019-1333-27 20 syr/cs

32239 133300 Optiray™ 350 Power Injector RFID 100 ml 00019-1333-00 20 syr/cs

32240 133385 Optiray™ 350 Power Injector RFID 75 ml 00019-1333-85 20 syr/cs 

Optiray 320 (Glass)

31131 132311 Optiray™ 320 100 ml 00019-1323-11 12 btl/cs

31132 132316 Optiray™ 320 150 ml 0019-1323-16 12 btl/cs

31133 132321 Optiray™ 320 200 ml 00019-1323-21 12 btl/cs

31134 132341 Optiray™ 320 75 ml 00019-1323-41 12 btl/cs

31128 132302 Optiray™ 320 20 ml 00019-1323-02 25 vl/cs

31129 132304 Optiray™ 320 30 ml 00019-1323-04 25 vl/cs

31130 132306 Optiray™ 320 50 ml 00019-1323-06 25 vl/cs

Optiray 320 (Plastic)

31137 132375 Optiray™ 320 Hand-held Syringe 50 ml 00019-1323-75 20 syr/cs

31135 132361 Optiray™ 320 Pharmacy Bulk Pkg 500 ml 00019-1323-61 6 syr/cs

39250 132352 Optiray™ 320 Power Injector Syr 50 ml 00019-1323-52 20 syr/cs

39251 132387 Optiray™ 320 Power Injector Syr 125 ml 00019-1323-87 20 syr/cs

39252 132390 Optiray™ 320 Power Injector Syr 100 ml 00019-1323-90 20 syr/cs

39253 132395 Optiray™ 320 Power Injector Syr 75 ml 00019-1323-95 20 syr/cs

Optiray 320 (RFID)

32231 132355 Optiray™ 320 Power Injector RFID 50 ml 00019-1323-55 20 syr/cs

32232 132327 Optiray™ 320 Power Injector RFID 125 ml 00019-1323-27 20 syr/cs

32233 132300 Optiray™ 320 Power Injector RFID 100 ml 00019-1323-00 20 syr/cs

32234 132385 Optiray™ 320 Power Injector RFID 75 ml 00019-1323-85 20 syr/cs

Optiray 300 (Glass)

31150 133211 Optiray™ 300 100 ml 00019-1332-11 12 btl/cs

31151 133216 Optiray™ 300 150 ml 00019-1332-16 12 btl/cs

31152 133221 Optiray™ 300 200 ml 00019-1332-21 12 btl/cs

31149 133206 Optiray™ 300 50 ml 00019-1332-06 25 btl/cs
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Optiray 300 (Plastic)

31153 133261 Optiray™ 300 Pharmacy Bulk Pkg 500 ml 00019-1332-61 6 btl/cs

31154 133275 Optiray™ 300 Hand-held Syringe 50 ml 00019-1332-75 20 syr/cs

39255 133290 Optiray™ 300 Pl Syringe 100 ml 00019-1332-90 20 syr/cs

Optiray 300 (RFID)

32236 133200 Optiray™ 300 Power Injector RFID 100 ml 00019-1332-00 20 syr/cs

Optiray 240 (Glass)

31143 132411 Optiray™ 240 100 ml 00019-1324-11 12 btl/cs

31144 132416 Optiray™ 240 150 ml 00019-1324-16 12 btl/cs

31145 132421 Optiray™ 240 200 ml 00019-1324-21 12 btl/cs

31142 132406 Optiray™ 240 50 ml 00019-1324-06 25 vl/cs

Optiray 240 (Plastic)

31146 132475 Optiray™ 240 Hand-held Syr 50 ml 00019-1324-75 20 syr/cs

39254 132487 Optiray™ 240 Power Injector Syr 125 ml 00019-1324-87 20 syr/cs

Optiray 240 (RFID)

32235 132427 Optiray™ 240 Power Injector RFID 125 ml 00019-1324-27 20 syr/cs

Prefilled Sodium Chloride

32290 118827 Sodium Chloride Inj, RFID 0.9% 125 ml 00019-1188-27 20 syr/cs

31435 118881 Sodium Chloride Inj, USP 0.9% 125 ml 00019-1188-81 20 syr/cs

Disposable Syringes, Single Head Procedures

31507 800099 CT MPAK FL Syr HF 200 ml 00019-8000-99 50/cs

31508 800096 Frontload Syr w/hand 200 ml 00019-8000-96 50/cs

31467 601195 Connector Tubing 00019-6011-95 100/cs

Disposable Tubing

31263 844012 Y-Tube w/Dual chk vlv OptiVantage™ 60" 50/cs

31366 844010 Y-Tube w/No chk vlv OptiVantage™ 60" 50/cs

31264 844011 Y-Tubing w/Sgl chk vlv OptiVantage™ 60" 50/cs

31467 601195 Low Pressure Coiled Connector Tube 60" 00019-6011-95 100/cs

31376 810551 Transfer Set OptiVantage™ 50/cs
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ASD # MFr # DeSCrIPTION SIZe NDC # PK/CS

Conray 30

31110 95211 Conray™ 30 150 ml  00019-0952-11 12 btl/cs

Conray 43

31169 318309 Conray™ 43 250 ml 00019-3183-09 12 btl/cs

31170 318315 Conray™ 43 50 ml 00019-3183-15 50 vl/cs

Conray 60

31111 95309 Conray™ 100 ml  00019-0953-09 12 btl/cs

31112 95311 Conray™ 150 ml  00019-0953-11 12 btl/cs

31113 95313 Conray™ 30 ml  00019-0953-13 50 vl/cs

31114 95315 Conray™ 50 ml  00019-0953-15 50 vl/cs

Cysto Conray

31108 86207 Cysto-Contray™ II 250 ml  00019-0862-07 12 btl/cs

MD Gastroview

31238 481604 MD-Gastroview™ 30 ml 00019-4816-04 25 btl/cs

MD-76R

31125 131707 MD-76R™ 100 ml 00019-1317-07 12 btl/cs

31126 131709 MD-76R™ 200 ml 00019-1317-09 12 btl/cs

31127 131715 MD-76R™ 50 ml 00019-1317-15 50 vl/cs

Hexabrix

31172 550508 Hexabrix™ 100 ml 00019-5505-08 12 btl/cs

31173 550521 Hexabrix™ 200 ml 00019-5505-21 12 btl/cs

31174 550551 Hexabrix™ 20 ml 00019-5505-51 10 vl/cs

31171 550506 Hexabrix™ 50 ml 00019-5505-06 25 vl/cs

Miscellaneous

31542 14403 Fluid Admin Set, Large Bore 12 pk

31544 265703 Sol Admin RX Burron Set 00019-2657-03 12 pk

Miscellaneous
ASD # MFr # DeSCrIPTION SIZe NDC # PK/CS

Miscellaneous Syringes

31491 302100 Syringe w/Handifil 100 ml 50 syr/cs

31492 600172 Syringe w/Handifil 130 ml 50 syr/cs

31493 600269 Syringe w/Handifil 150 ml 50 syr/cs

31494 601360 Syringe w/Handifil for Medrad Inj 150 ml 50 syr/cs

31495 601350 Syringe w/Handifil for Medrad Inj 200 ml 50 syr/cs

31496 600169 Syringe w/Handifil 260 ml 50 syr/cs

31498 900105 Illumena™ Syringe w/Handifil Disp 200 ml 50 syr/cs

31499 601590 Tripack Syringe 200 ml 50 syr/cs
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MR

36780 J068 Omniscan 287 mg/ml vl 10 x 5 ml 5 ml 00407-0690-05 10/cs

36781 J100 Omniscan 287 mg/ml vl 10 x 10 ml 10 ml 00407-0690-10 10/cs

36782 J160 Omniscan 287 mg/ml PFS 10 x 10 ml 10 ml 00407-0690-12 10/cs

30563 J120 Omniscan 287 mg/ml vl 10 x 15 ml 15 ml 00407-0690-15 10/cs

36783 J170 Omniscan 287 mg/ml PFS 10 x 15 ml 15 ml 00407-0690-17 10/cs

36784 J140 Omniscan 287 mg/ml vl 10 x 20 ml 20 ml 00407-0690-20 10/cs

36785 J180 Omniscan 287 mg/ml PFS 10 x 20 ml 20 ml 00407-0690-22 10/cs

36787 J800 Omniscan 287 mg/ml 10 x 100 ml 100 ml 00407-0690-70 10/cs

36788 J640 Omniscan 287 mg/ml PFS 10 x 15 ml 15 ml 00407-0691-62 10/cs

36789 J650 Omniscan 287 mg/ml PFS 10 x 20 ml 20 ml 00407-0691-63 10/cs

CT

36790 Y510 Omnipaque +140 mg/ml 10 x 50 ml 50 ml 00407-1401-52 10/cs

19648 Y101 Omnipaque 180 mg/ml vl 10 x 10 ml 10 ml 00407-1411-10 10/cs

21201 Y102 Omnipaque 180 mg/ml 10 x 20 ml 20 ml 00407-1411-20 10/cs

21202 Y203 Omnipaque 240 mg/vl 10 x 10 ml 10 ml 00407-1412-10 10/cs

30114 Y220 Omnipaque 240 mg/ml vl 10 x 20 ml 20 ml 00407-1412-20 10/cs

36795 Y520 Omnipaque +240 mg/ml btl 10 x 50 ml 50 ml 00407-1412-30 10/cs

36796 Y522 Omnipaque +240 mg/ml btl 10 x 100 ml 100 ml 00407-1412-33 10/cs

28889 Y524 Omnipaque +240 mg/ml btl 10 x 150 ml 150 ml 00407-1412-34 10/cs

36797 Y526 Omnipaque +240 mg/ml btl 10 x 200 ml 200 ml 00407-1412-35 10/cs

36798 Y212 Omnipaque 240 mg/ml btl 10 x 150 ml 150 ml 00407-1412-49 10/cs

28495 Y250 Omnipaque 240 mg/ml vl 10 x 50 ml 50 ml 00407-1412-50 10/cs

21799 Y213 Omnipaque 240 mg/ml btl10 x 100 ml 100 ml 00407-1412-60 10/cs

22823 Y306 Omnipaque 300 mg/ml vl 10 x 10 ml 10 ml 00407-1413-10 10/cs

20225 Y308 Omnipaque 300 mg/ml vl 10 x 50 ml 50 ml 00407-1413-50 10/cs

36800 Y352 Omnipaque 300 mg/ml btl 10 x 50 ml 50 ml 00407-1413-51 10/cs

36801 Y356 Omnipaque 300 mg/ml btl 10 x 125 ml 125 ml 00407-1413-53 10/cs

36802 Y313 Omnipaque 300 mg/ml btl 10 x 100 ml 100 ml 00407-1413-60 10/cs

36803 Y530 Omnipaque +300 mg/ml btl 10 x 50 ml 50 ml 00407-1413-61 10/cs

36804 Y531 Omnipaque +300 mg/ml btl 10 x 75 ml 75 ml 00407-1413-62 10/cs

36805 Y532 Omnipaque +300 mg/ml btl 10 x 100 ml 100 ml 00407-1413-63 10/cs

36806 Y534 Omnipaque +300 mg/ml btl 10 x 150 ml 150 ml 00407-1413-65 10/cs

36807 Y536 Omnipaque +300 mg/ml btl 10 x 200 ml 200 ml 00407-1413-66 10/cs

36808 Y538B Omnipaque +300 mg/ml btl 10 x 500 ml 500 ml 00407-1413-68 10/cs

30591 Y318 Omnipaque 300 mg/ml btl 10 x 150 ml 150 ml 00407-1413-90 10/cs

30181 Y415 Omnipaque 350 mg/ml btl 10 x 150 ml 150 ml 00407-1414-03 10/cs

36816 Y416 Omnipaque 350 mg/ml btl 10 x 200 ml 200 ml 00407-1414-04 10/cs

32961 Y410 Omnipaque 350 mg/ml vl 10 x 50 ml 50 ml 00407-1414-50 10/cs

36825 Y452 Omnipaque 350 mg/ml btl 10 x 50 ml 50 ml 00407-1414-51 10/cs

36828 Y413 Omnipaque 350 mg/ml btl 10 x 100 ml 100 ml 00407-1414-60 10/cs

36829 Y420 Omnipaque 350 mg/ml btl 10 x 125 ml 125 ml 00407-1414-76 10/cs
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32944 Y540 Omnipaque +350 mg/ml btl 10 x 50 ml 50 ml 00407-1414-89 10/cs

36831 Y541 Omnipaque 350 mg/ml btl 10 x 75 ml 75 ml 00407-1414-90 10/cs

36832 Y542 Omnipaque +350 mg/ml btl 10 x 100 ml 100 ml 00407-1414-91 10/cs

36833 Y544 Omnipaque +350 mg/ml btl 10 x 150 ml 150 ml 00407-1414-93 10/cs

36834 Y546 Omnipaque +350 mg/ml btl 10 x 200 ml 200 ml 00407-1414-94 10/cs

36835 Y548B Omnipaque +350 mg/ml btl 10 x 500 ml 500 ml 00407-1414-98 10/cs

26548 V020 Visipaque 270 mg/ml btl 10 x 50 ml 50 ml 00407-2222-01 10/cs

36836 V025 Visipaque 270 mg/ml btl 10 x 100 ml 100 ml 00407-2222-02 10/cs

36837 V026 Visipaque 270 mg/ml btl 10 x 150 ml 150 ml 00407-2222-03 10/cs

36838 V550 Visipaque +270 mg/ml btl 10 x 50 ml 50 ml 00407-2222-16 10/cs

36839 V552 Visipaque +270 mg/ml btl 10 x 100 ml 100 ml 00407-2222-17 10/cs

36840 V554 Visipaque +270 mg/ml btl 10 x 150 ml 150 ml 00407-2222-19 10/cs

36841 V556 Visipaque +270 mg/ml btl 10 x 200 ml 200 ml 00407-2222-21 10/cs

36842 V558B Visipaque +270 mg/ml btl 10 x 500 ml 500 ml 00407-2222-23 10/cs

36843 V550G Visipaque 270 mg/ml btl 10 x 50 ml 50 ml 00407-2222-52 10/cs

36844 V552G Visipaque 270 mg/ml btl 10 x 100 ml 100 ml 00407-2222-53 10/cs

36845 V554G Visipaque 270 mg/ml btl 10 x 150 ml 150 ml 00407-2222-54 10/cs

36846 V556G Visipaque 270 mg/ml btl 10 x 200 ml 200 ml 00407-2222-55 10/cs

21375 V040 Visipaque 320 mg/ml btl 10 x 50 ml 50 ml 00407-2223-01 10/cs

36847 V045 Visipaque 320 mg/ml btl 10 x 100 ml 100 ml 00407-2223-02 10/cs

30146 V046 Visipaque 320 mg/ml btl 10 x 150 ml 150 ml 00407-2223-03 10/cs

36848 V047 Visipaque 320 mg/ml btl 10 x 200 ml 200 ml 00407-2223-04 10/cs

21378 V041 Visipaque 320 mg/ml btl 10 x 50 ml 50 ml 00407-2223-06 10/cs

36849 V560 Visipaque +320 mg/ml btl 10 x 50 ml 50 ml 00407-2223-16 10/cs

36850 V562 Visipaque +320 mg/ml btl 10 x 100 ml 100 ml 00407-2223-17 10/cs

36851 V564 Visipaque +320 mg/ml btl 10 x 150 ml 150 ml 00407-2223-19 10/cs

36852 V566 Visipaque +320 mg/ml btl 10 x 200 ml 200 ml 00407-2223-21 10/cs

36853 V568B Visipaque +320 mg/ml btl 10 x 500 ml 500 ml 00407-2223-23 10/cs



78 I n s i d e O u t

co
nt
ra
st

 m
ed

ia

Product availability subject to change.

Nephrology Rx
ASD # DeSCrIPTION NDC # MANUFACTUrer

Antibiotics

24330 Amikacin Sulfate 250 mg 4 ml 00703-9040-03 Teva Pharmaceuticals

34185 Cefazolin 1 gm SDV 25/10 ml 00409-0805-01 Hospira Worldwide

37505 Ceftazidime 1 gm 20 ml 25021-0127-20 Sagent Pharmaceuticals

37506 Ceftazidime 2 gm 50 ml 25021-0128-50 Sagent Pharmaceuticals

26591 Ceftriaxone 1 gm 00409-7332-01 Hospira Worldwide

26408 Ceftriaxone 2 gm 10019-0688-04 Westward/Baxter

28516 Ciprofloxacin 400 mg SDV 40 ml each 00409-4778-86 Hospira Worldwide

32428 Cubicin Daptomycin 500 mg vl 67919-0011-01 Cubist Pharmaceutical

24631 Cubicin Daptomycin 500 mg 10/pk 67919-0011-01 Cubist Pharmaceutical

26086 Fortaz 1 gm vl pwd 10 x 25 ml 00173-0378-10 Covis Pharmaceutical

26087 Fortaz 500 mg 00173-0377-10 Covis Pharmaceutical

10117 Gentamicin 40 mg/ml FTV 25 x 2 ml 63323-0010-02 Fresenius Kabi USA, LLC

23421 Gentamicin Top 0.1% crm 15 gm 00168-0071-15 Fougera E and Co.

14181 Rocephin 1 gm vl each 00004-1964-04 Genentech USA

27620 Tazicef ® 1 gm 25 x 2 ml 00409-5082-16 Hospira Worldwide

38521 Tobramycin 80 mg 25 x 2 ml 63323-0306-02 Fresenius Kabi USA, LLC

38575 Vancomycin 500 mg FTV 10/box 00069-2587-10 Pfizer

38574 Vancomycin 1 gm FTV 10/box 00069-2589-10 Pfizer

ESAs

28198 Aranesp Plysb 25 mcg SDV 4 x 1 ml 55513-0002-04 Amgen Inc.

28199 Aranesp Plysb 40 mcg SDV 4 x 1 ml 55513-0003-04 Amgen Inc.

28200 Aranesp Plysb 60 mcg SDV 4 x 1 ml 55513-0004-04 Amgen Inc.

28201 Aranesp Plysb 100 mcg SDV 4 x 1 ml 55513-0005-04 Amgen Inc.

28202 Aranesp Plysb 150 mcg SDV 4 x 0.75 ml 55513-0053-04 Amgen Inc.

28203 Aranesp Plysb 200 mcg SDV 1 ml 55513-0006-01 Amgen Inc.

28204 Aranesp Plysb 300 mcg SDV 1 ml 55513-0110-01 Amgen Inc.

28191 Aranesp Plysb 25 mcg PFS 4 x 0.42 ml 55513-0057-04 Amgen Inc.

28192 Aranesp Plysb 40 mcg PFS 4 x 0.4 ml 55513-0021-04 Amgen Inc.

28193 Aranesp Plysb 60 mcg PFS 4 x 0.3 ml 55513-0023-04 Amgen Inc.

28194 Aranesp Plysb 100 mcg PFS 4 x 0.5 ml 55513-0025-04 Amgen Inc.

28195 Aranesp Plysb 150 mcg PFS 4 x 0.3 ml 55513-0027-04 Amgen Inc.

28196 Aranesp Plysb 200 mcg PFS 0.4 ml 55513-0028-01 Amgen Inc.

28197 Aranesp Plysb 300 mcg PFS 0.6 ml 55513-0111-01 Amgen Inc.

28140 Aranesp Plysb 500 mcg PFS 1 ml 55513-0032-01 Amgen Inc.

11230 Epogen S3 3 M un/ml vl 10 x 1 ml 55513-0267-10 Amgen Inc.

11295 Epogen S4 4 M un/ml vl 10 x 1 ml 55513-0148-10 Amgen Inc.

11294 Epogen S2 2 M un/ml vl 10 x 1 ml 55513-0126-10 Amgen Inc.

11296 Epogen S10 10 M un/ml vl 10 x 1 ml 55513-0144-10 Amgen Inc.

11177 Epogen M10 20 M un/2ml MDV 10 x 2 ml 55513-0283-10 Amgen Inc.

11508 Epogen M20 20 M un/ml MDV 10 x 1 ml 55513-0478-10 Amgen Inc.

39420 Omontys 10 mg/ml MDV 64764-610-10 Affymax

39421 Omontys 20 mg/2ml MDV 64764-620-20 Affymax
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30696 Procrit 20 M un/ml MDV 4 x 1 ml 59676-0320-04 Ortho Biotech Products

10982 Procrit 40 M un/ml vl 4 x 1 ml 59676-0340-01 Ortho Biotech Products

31310 Procrit 10 M un/ml 2 ml MDV 4/pk 59676-0312-04 Ortho Biotech Products

10510 Procrit 10 M un/ml vl 6 x 1 ml 59676-0310-01 Ortho Biotech Products

Vaccines, Hep. B

30326 Engerix B Hep/Vaccine 20 mcg (Vials) 58160-0821-11 Glaxosmithkline Vaccines

30218 Engerix B Hep/Vaccine 10 mcg (Pediatric) 58160-0820-11 Glaxosmithkline Vaccines

36945 Engerix B Hep/Vaccine 20 mcg (PFS Tiplok) 58160-0821-52 Glaxosmithkline Vaccines

22353 Recombivax HB 40 mcg 1 ml 00006-4992-00 Merck & Co.

Heparin

36901 Heparin 1000 u/ml MDV 25 x 30 ml 25021-0400-30 Sagent Pharmaceuticals

36906 Heparin sod 5 M MDV vl 25 x 10 ml 25021-0402-10 Sagent Pharmaceuticals

37216 Heparin sod 10 M un MDV 25 x 1 ml 25021-0403-01 Sagent Pharmaceuticals

37217 Heparin sod 1 M un/ml MDV 25 x 10 ml 25021-0400-10 Sagent Pharmaceuticals

37215 Heparin sod 5 ml un MDV 25 x 10 ml 25021-0400-10 Sagent Pharmaceuticals

37218 Heparin sod 10 M un MDV 25 x 4 ml 25021-0403-04 Sagent Pharmaceuticals

Iron

37769 Ferrlecit 62.5 mg/5 ml vl 10 x 5 ml 00024-2792-10 Aventis Pharmaceuticals (Hmr)

34408 Feraheme 510 mg/17 ml SDV 59338-0775-01 Amag Pharmaceuticals

34409 Feraheme 510 mg/17 ml SDV 10/pk 59338-0775-10 Amag Pharmaceuticals

22668 Infed 50 mg/ml vl 10 x 2 ml 52544-0931-02 Watson Pharm

39476 Sodium Ferric Gluconate Sucrose Injection 00591-0149-87 Watson Pharm

20686 Venofer 20 mg/ml vl 10 x 5 ml (CKD) 00517-2340-10 Amer Regent Lab

29962 Venofer 20 mg/ml SDV 2 x 5 ml (CKD) 00517-2340-25 Amer Regent Lab

37214 Venofer 50 mg SDV 10 x 2.5 ml (Dialysis) 49230-0530-10 Fresenius USA Marketing

33100 Venofer 100 mg SDV 10 x 5 ml (Dialysis) 49230-0534-10 Fresenius USA Marketing

Vitamin D

37547 Calcitriol 0.25 mcg caps 100/btl 63304-0239-01 Ranbaxy

37548 Calcitriol 0.5 mcg caps 100/btl 63304-240-01 Ranbaxy

37813 Calcitriol Oral Solution 1 mcg 15 ml 00054-3120-41 Roxanne

38711 Calcitriol 1 mcg/ml amp 10 x 1 ml 17478-0931-01 Akorn

29151 Hectorol 0.5 mcg caps 50/btl 58468-0120-01 Genzyme Renal

37234 Hectorol 1 mcg caps 50/btl 58468-0124-01 Genzyme Renal

37299 Hectorol 2 mcg SDV 50 x 1 ml 58468-0126-01 Genzyme Renal

33635 Hectorol 2.5 mcg caps 50 58468-0121-01 Genzyme Renal

33705 Hectorol 4 mcg 50 x 2 ml 58468-0123-01 Genzyme Renal

37232 Zemplar 1 mcg caps 30/btl 00074-4317-30 Abbott Labs/Onc

37233 Zemplar 2 mcg caps 30/btl 00074-4314-30 Abbott Labs/Onc

20967 Zemplar 2 mcg/ml vl 25 x 1 ml 00074-4637-01 Abbott Labs/Onc

32194 Zemplar 4 mcg caps 30/btl 00074-4315-30 Abbott Labs/Onc

10001 Zemplar 5 mcg/ml 25 x 1 ml FTV 00074-1658-01 Abbott Labs/Onc

37381 Zemplar 10 mcg/2 ml MDV 25 x 2 ml 00074-1658-05 Abbott Labs/Onc
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Other / Ancillary Rx

17674 Acetamin 325 mg tab ud 100 51079-0002-20 UDL Laboratories

20363 Activase Cathflo 2 mg SDV 50242-0041-64 Genentech USA

31842 Aplisol 5TU 10 test vl 1 ml 42023-0104-01 JHP Pharmaceuticals

32464 Atropine lfs syr 10 ml 0.1 mg/ml 00409-4911-34 Hospira Worldwide

19920 Cal Gluc 10% SDV 10 ml each 63323-0311-10 Fresenius Kabi USA, LLC

20490 Carnitor 1 gm/5 ml SDV 5 x 5 ml 54482-0147-01 Sigma-Tau Pharmaceuticals

10093 Clonidine 0.1 mg tab 100/btl 00228-2127-10 Actavis

27537 Dextrose 25 gm ansyr 50 ml each 00409-7517-16 Hospira Worldwide

26223 Dextrose 50% vl 25 x 50 ml 00409-6648-02 Hospira Worldwide

10704 Diphenhydramin 25 mg cap 100/btl 00185-0648-01 Sandoz

22253 Diphenhydramne 50 mg vl 25 x 1 ml 63323-0664-01 Fresenius Kabi USA, LLC

27730 Epinep lfshld syg 10 ml nondl 00409-4921-34 Hospira Worldwide

27229 Epinep 1:10000 18 g abjct 10 ml 00409-4901-18 Hospira Worldwide

27906 Gelfoam 12-7 mm spg 12/pk 00009-0315-08 Pfizer Pharm

34930 Glucose tab orange 10/pk 38396-0543-64 Amerisourcebergen Drug Corporation

40021 Hydrogen Peroxide 3% Liq 16 oz each 00869-0871-43 Amerisourcebergen Drug Corporation

29417 Imodium Liq 4 oz 50580-0134-04 Johnson & Johnson

10063 Insulin Hum R 100 u/ml vl 10 ml 00002-8215-01 Eli Lilly & Co

34660 Levaquin 500 mg SDV 20 ml 50458-0164-20 JOM

32794 Lido 0.5% FTV 50 ml each 00409-4275-01 Hospira Worldwide

27029 Lidocaine 1% ansyr syg 5 ml each 00409-9137-05 Hospira Worldwide

26662 Lidocaine 1% FTV 50 ml each 00409-4276-02 Hospira Worldwide

14719 Loperamide 2 mg 100 cap 00378-2100-01 Mylan Pharmaceutical

36031 Mannitol 25% FTV 25 x 50 ml 00409-4031-01 Hospira Worldwide

17448 Mannitol 25% SDV 25 x 50 ml 00517-4050-25 Amer Regent Lab

32324 Metoclopram 10 mg/2ml FTV 2 00409-3414-01 Hospira Worldwide

32320 Pain Ease Spray mist 3 oz 00386-0008-02 Gebauer Company

26843 Pain ease 3.5 oz spray 00386-0008-03 Gebauer Company

10486 Pneumovax 23 (5 dose) 2.5ml 00006-4739-00 Merck & Co.

11151 Promethazine 25 mg/ml amp 25 x 1 ml 00641-1495-35 Westward/Baxter

18782 Sod Chl 0.9% 1000 cc bag 12/case 00264-7800-00 B. Braun Medical

10032 Sod Chl 0.9% Excl 24 x 500 ml sol 00264-7800-10 B.Braun Medical

11484 Sod Chl Conc 23.4% SDV 25 x 30 ml 63323-0187-30 Fresenius Kabi USA, LLC

27615 Sod Bic 8.4% Ls syg 50 ml each 00409-6637-34 Hospira Worldwide

18679 Sod Thiosulfate 25% 50 ml SDV 00517-5019-01 Amer Regent Lab

37007 Triple Anti Oint Foil 144 x 0.9 gm Dynarex Corp

20609 Tubersol 5TU 10 test vl 1 ml 49281-0752-21 Sanofi Pasteur

11062 Tums e-x x/s fruit tab 96/pk 00766-0739-66 Glaxosmithkline 

26656 Water Sterile FTV 25 x 10 ml 00409-4887-10 Hospira Worldwide

26552 Water Sterile FTV 25 x 20 ml 00409-4887-20 Hospira Worldwide
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Nephrology Medical / Surgical
ASD # DeSCrIPTION MANUFACTUrer PK/CS

Top Disposable Products

35009 Alcohol Prep Pad Med. (sterile) Dynarex 200/box

27969 Alcohol Swabsticks 3'S Dynarex 25/box

32474 Apron Gowns Disposable 28" x 46" (Plastic) Busse 144/case

32710 Catheter Cap (injectable) Latex Free Molded 100/box

18784 Catheter Cap (dead end /non-injectable) B. Braun 100/box

26860 Chloraprep Single Swabstick  Tacy Med 48/box

32787 Cotton Tip Applicators 6" Sterile 2’s Harwood 100/box

 Dialysis Recliner – 6 Position Winco 1/ea.

32475 Drape Sheet 18" x 26" (other sizes available) Busse 50/box

26857 Drape Sheet 40" x 48" 2 ply TIDI 100/case

36048 Drape Sheet 40" x 90" 3 ply TIDI 50/case

34089 Emesis Basin 9" Medline 250/case

32618 Fistula Pressure Clamps (Plastic) Molded 1/ea.

35908 Hemastix Test Strips Siemens 50/box

32709 Hemoband (non-sterile) Hemoband 1/ea.

32761 Luer Lock End Caps – Blue  Molded 100/box

18534 Mask (Ear Loop) Blue Dynarex 50/box

14837 Mask (Molded) Blue Dynarex 50/box

18318 Medicine Cups 1 oz Dynarex 100/box

32538 Oxygen Mask Rebreather – Adult Allied 1/ea.

15184 Oxygen Nasal Cannula – Adult Allied 1/ea.

14844 Povidone/Iodine Prep Pads (PVP Pads) Dynarex 100/box

14840 Povidone/Iodine Swabsticks (1 per pack) Dynarex 50/box

28053 Povidone/Iodine Swabsticks (3 per pack) Dynarex 75/box

32754 Recirculating Connector (Male to Male) Molded 100/box

32414 Shoe Covers – Blue (one size fits all) Dynarex 150/pairs

26355 Skin Staple Remover Kits Busse 1/ea.

20941 Suture Removal Kits Busse 1/ea.

15598 Table Paper 21" x 225' Smooth TIDI 12/case

20568 Towel 3 ply 13.5" x 18" White 500/case Graham 500/case

14815 Tape Remover Pads (Sterile) Dynarex 100/box

32643 Transducer Protector (w/luer lock) Molded 100/case

32755 Tube Occluding Clamp (hemostats) Blue Molded 100/bag

25875 Underpad 17" x 24" (blue) Chux Dynarex 300/case

32605 Urinals w/Cover – Plastic (disposable) Perigon 50/case

33864 Urinals w/Cover – Plastic (disposable) Medline 1/ea.

15601 Wash Cloths 10" x 13.5" (blue/disposable) Graham 500/case

nephrology
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Gloves

39657 Gloves PF Latex Small Tradex 100/box

39658 Gloves PF Latex Medium Tradex 100/box

39659 Gloves PF Latex Large Tradex 100/box

39660 Gloves PF Latex X-Large Tradex 100/box

39653 Gloves PF Vinyl Small Tradex 100/box

39654 Gloves PF Vinyl Medium Tradex 100/box

39655 Gloves PF Vinyl Large Tradex 100/box

39656 Gloves PF Vinyl X-Large Tradex 100/box

32407 Gloves Sterile Latex (Medium) Sm and Lg Avail. Tradex 50/pairs

39661 Gloves PF Nitrile Small Tradex 100/box

39662 Gloves PF Nitrile Medium Tradex 100/box

39663 Gloves PF Nitrile Large Tradex 100/box

39664 Gloves PF Nitrile X-Large Tradex 100/box

Lab Coats

39797 Lab Coat White No Pkt Small Dynarex 30/case

39795 Lab Coat White No Pkt Medium Dynarex 30/case

39794 Lab Coat White No Pkt Large Dynarex 30/case

39796 Lab Coat White No Pkt X-Large Dynarex 30/case

39836 Lab Coat White No Pkt XX-Large Dynarex 30/case

Sharps containers

17710 Sharps Container 2 gallon - Red (# 8961) Kendall 20/case

22352 Sharps Container 2 gallon - Red (# 8970) Square Kendall 20/case

36603 Sharps Container 3 gallon - Red (# 852221) Square Kendall 10/case

32727 Sharps Container 3 gallon - Red (# 8964) Kendall 20/case

23163 Sharps Container 8 gallon - Red (# 8980) Square Kendall 10/case

32042 Sharps Container 8 gallon - Red (# 8980S) Slide Lid Kendall 10/case

11973 Sharps Container 18 gallon - Red Kendall 1/ea.

32623 Sharps Container – Brackets 2 and 3 gallon Kendall 1/ea.

Thermometers

13281 Filac Probe Covers Kendall 500/box

32742 Genius Probe Covers Kendall 2100/case

14167 Tempa Dot Thermometers (Oral and Axil) 3M 100/box

24456 Thermoscan Sure Temp Plus 690 Welch Allyn 1/ea.

32765 Thermoscan Sure Temp Probe Covers Welch Allyn 1000/case

25572 Thermoscan Probe Covers Welch Allyn 800/box

Tape

14137 Durapore Tape 1" x 10 yards (Cloth/Silk) 3M 12/rolls

14138 Durapore Tape 2" x 10 yards (Cloth/Silk) 3M 6/rolls

33234 Durapore/Single Use 1" x 1.5 yards (Cloth/Silk) 3M 100/rolls

32338 Hypo-Pore Tape 1" x 10 yards (Paper) Dukal 12/rolls

32577 Hypo-Silk Cloth Tape 1" x 10 yards Dukal 12/rolls

19140 Micropore Tape 1" x 10 yards (Paper) 3M 12/rolls

32535 Micropore/Single Use 1" x 1.5 yards (Paper) 3M 100/rolls

32536 Transpore Tape 1" x 1.5 yards (Clear Plastic) 3M 500/rolls

14151 Transpore Tape 1" x 10 yards (Clear Plastic)  3M 12/rollsne
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Bandages

34440 Bandage Strip 1" x 3" (plastic) Dukal 100/box

32553 Bandage Strip 3/4" x 3" (plastic) Dukal 100/box

19216 Bandage Flex Strip 1" x 3" Dynarex 100/box

19204 Bandage Sheer Strip 1" x 3" Dynarex 100/box

32594 Gauze 2" x 2" (non-sterile) 8 Ply Dukal 5000/case

32595 Gauze Pads 2" x 2" 8 Ply (sterile) 2's Dukal 1500/case

32597 Gauze 4" x 4" 12 ply N/S 2000/case Dukal 2000/case

32693 Gauze 4" x 4" 12 ply (sterile) Dukal 100/box

32796 Gauze 4" x 4" 8 Ply (sterile) 2's Dukal 1200/box

24274 Gauze 2" x 2" 8 Ply (sterile) 2's Dynarex 100/box

13275 Telfa Pads 2" x 3" Sterile Kendall 100/box

32578 Tegaderm 2 3/8" x 2 3/4" (compare to 3M brand) Dukal 100/box

32741 Tegaderm 4" x 4 3/4" (compare to 3M brand) Dukal 50/box

14163 Tegaderm 2 3/8" x 2 3/4" 3M Brand 3M 100/box

18528 Tegaderm 4" x 4 3/4" 3M Brand 3M 50/box

32743 Topper Sponge Sterile 4" x 3" Dukal 50/box

32357 Zorband (Large) 1" x 2 3/4" (compare to Sureseal) Exel 100/box

32358 Zorband (XL) 1 1/4" x 2 3/4" (compare to Sureseal) Exel 100/box

Face masks and shields

34204 Face Shield – Full Length (no visor) Precept 1/ea.

18534 Mask (ear loop) Blue Dynarex 50/box

14837 Mask (molded) Blue Dynarex 50/box

18544 Mask (ear loop) w/Face Shield Blue Dynarex 50/box

Test strips

11262 Accuchek Comfort Curve Test Strip Roche 100 strips

11265 Accuchek Comfort Curve Control Solution Roche 1/box

32328 Ascensia Breeze Gluc. Blood Strips Bayer 50 strips

34128 Bicarb PH II Test Strips (100 per bottle) SerimResearch 5/btls 

34124 Chlorine Test Strips (100 per bottle) SerimResearch 6/btls

21204 One Touch Ultra Test Strips Lifescan 100 strips

23596 One Touch Ultra Control Solution 4 ml Lifescan 2/v

37537 Total Chlorine Hisense Test Kit Serim Research 1/kit

34131 Total Chlorine Hisense Refills 5 x 100 Serim Research 1/kit

34127 Peracetic Acid Reagant Strips (100 per bottle) Serim Research 6/btls

34126 Residual Peroxide Reagant Strips (100 per bottle) Serim Research 6/btls

34130 Water Hardness Reagent Strips (50 per bottle) SerimResearch 6/btls

Needles

10993 Needles 18g x 1"  Terumo 100/box

18984 Needles 18g x 1.5" Terumo 100/box

11072 Needles 20g x 1" Terumo 100/box

18985 Needles 21g x 1.5" Terumo 100/box

11065 Needles 23g x 1" Terumo 100/box

11058 Needles 25g x 5/8" Terumo 100/box
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Fistula needles

32361 Fistula Needles 15g x 1" w/Back Eye 12" TB Exel 50/box

32362 Fistula Needles 16g x 1" w/Back Eye 12" TB Exel 50/box

32360 Fistula Needles 17g x 1" w/Back Eye 12" TB Exel 50/box

32560 Fistula Needles 17g x 1.25" w/Back Eye 12" TB Exel 50/box

32359 Fistula Needles 15g x 1" w/o Back Eye 12" TB Exel 50/box

Nipro syringes

32664 3cc Luer Lock w/tip Nipro 100/box

32572 3cc 20g x 1" Luer Lock w/ndl Nipro 100/box

32573 3cc 21g x 1.5" Luer Lock tip w/ndl Nipro 100/box

32734 10cc Luer Lock w/tip Nipro 100/box

32738 10cc 21g x 1"Luer Lock tip w/ndl Nipro 100/box

38558 Dose saver 1cc 22g x 1.5" (zero dead space) Nipro 100/box

32823 TB Syr 1cc 25g x 5/8" (zero dead space) Nipro 100/box

Duopross syringes 

32575 3cc 21g x 1.5" Low Dead Space safety syringe Duopross 100/box

32571 1cc 22g x 1 x 1.5" Renal Max Duopross 100/box

32570 1cc 22g x 1.5" Renal Safe safety syringe Duopross 100/box

32576 1cc 25g x 5/8" Safety TB Syringe Duopross 100/box

34418 Insulin Syringe 1cc 29g x 1/2" Duopross 100/box

34915 Safety Syringe 3cc 23g x 1" Duopross 100/box

Syringes

32680 Insulin Syringe 1cc 27g x 1/2" Terumo 100/box

32562 Insulin Syringe 1cc 29g x 1/2" Terumo 100/box

22686 Syringe 1cc 27g x 1/2" Allergy (Low Dead Space) Terumo 100/box

18993 TB Syringe 1cc 25g x 5/8" Terumo 100/box

32352 TB Syringe 1cc 25g x 5/8" (Zero Dead Space) Exel 100/box

11033 Syringe 1cc w/Luer Lock Terumo 100/box

18995 Syringe 3cc w/Luer Lock Terumo 100/box

18996 Syringe 3cc 20g x 1" w/Luer Lock Terumo 100/box

18997 Syringe 3cc 21g x 1" w/Luer Lock Terumo 100/box

18998 Syringe 3cc 22g x 1" w/Luer Lock Terumo 100/box

32367 Safety Syringe 3cc 22g x 1" Exel 100/box

11053 Syringe 3cc 23g x 1" Terumo 100/box

11049 Syringe 3cc 25g x 5/8" Terumo 100/box

19000 Syringe 5cc w/Luer Lock Terumo 100/box

11031 Syringe 10cc w/Luer Lock Terumo 100/box

19003 Syringe 10cc 21g x 1" Terumo 100/box

33579 Syringe 20cc w/Luer Lock Terumo 50/box

11403 Syringe 30cc w/Luer Lock Terumo 25/box

11407 Syringe 60cc w/Luer Lock Terumo 25/box
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B/D – Syringes 

12786 TB Syringe 1cc 25g x 5/8" (BD# 309626) B/D 100/box

10645 Syringe 10cc Luer Lock (BD# 309604) B/D 100/box

10638 Syringe 10cc 21g x 1" (BD# 309642) B/D 100/box

37116 Syringe 3cc Luer Lock (BD# 309657) B/D 200/box

12791 Syringe 3cc 20g x 1.5" (BD# 309579) B/D 100/box

12792 Syringe 3cc 20g x 1" (BD# 309578) B/D 100/box

12794 Syringe 3cc 21g x 1" (BD# 309575) B/D 100/box

12795 Syringe 3cc 22g x 1.5" (BD# 309574) B/D 100/box

12796 Syringe 3cc 22g x 1" (BD# 309572) B/D 100/box

12797 Syringe 3cc 23g x 1" (BD# 309571) B/D 100/box

12799 Syringe 3cc 25g x 1" (BD# 309581) B/D 100/box

12882 Syringe 30cc Luer Lock (BD# 309650) B/D 40/box

12814 Syringe 5cc 21g x 1.5" (BD# 309633) B/D 100/box

B/D – Safety syringes

23970 BD Integra 3cc 22g x 1.5" Low Dead Space B/D 100/box

23969 BD Integra 3cc 23g x 1" Low Dead Space B/D 100/box

12782 Insulin Safety Syringe 1cc 29g x 1.5" (BD# 329464) B/D 500/case

18735 Safety Syringe 10cc Luer Lock (BD# 305559) B/D 50/box

19562 Safety Syringe 10cc 21g x 1.5" (BD# 305564) B/D 50/box

12884 Safety Syringe 3cc Luer Lock (BD# 309606) B/D 100/box

12808 Safety Syringe 3cc 21g x 1.5" (BD# 309595) B/D 100/box

12789 Safety Syringe 3cc 22g x 1.5" (BD# 309593) B/D 100/box

12811 Safety Syringe 3cc 25g x 5/8" (BD# 309592) B/D 100/box

18734 Safety Syringe 5cc Luer Lock (BD# 305558) B/D 50/box

19561 Safety Syringe 5cc 21g x 1.5" (BD# 305561) B/D 50/box

12784 TB Safety Syringe 1cc 25g x 5/8" (BD#305554) B/D 100/box

12785 TB Safety Syringe 1cc 27g x 1/2" (BD# 305553) B/D 100/box

Kendall – Safety syringes

19521 Safety Syringe 1cc Insulin 29g x 1.5" Kendall 100/box

19519 Safety Syringe 1cc 28g x 1/2" Kendall 100/box

19518 Safety Syringe 1cc 25g x 5/8" Kendall 100/box

19525 Safety Syringe 3cc 20g x 1 x 1.5" Kendall 100/box

19302 Safety Syringe 3cc 21g x 1" Kendall 100/box

19303 Safety Syringe 3cc 21g x 1 x 1.5" Kendall 100/box

19528 Safety Syringe 3cc 22g x 1.5" Kendall 100/box

19304 Safety Syringe 3cc 23g x 1" Kendall 100/box

19530 Safety Syringe 3cc 25g x 5/8" Kendall 100/box

19536 Safety Syringe 6cc 20g x 1.5" Kendall 50/box

19308 Safety Syringe 6cc 21g x 1 x 1.5" Kendall 50/box

19531 Safety Syringe 6cc Luer Lock Kendall 50/box

19300 Safety Syringe 12cc 20g x 1 x 1.5" Kendall 50/box

19301 Safety Syringe 12cc 21g x 1 x 1.5" Kendall 50/box

19535 Safety Syringe 12cc Luer Lock Kendall 50/box
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Kogenate FS (Antihemophilic Factor [Recombinant] Formulated with Sucrose) For
Intravenous Use, Lyophilized Powder for Reconstitution with BIO-SET, a needle-
less self-contained reconstitution system
Initial U.S. Approval: 1993

BRIEF SUMMARY - CONSULT PACKAGE INSERT FOR FULL PRESCRIBING
INFORMATION

1 INDICATIONS AND USAGE
1.1 Control and Prevention of Bleeding Episodes
Kogenate® FS is an antihemophilic factor that is indicated for the control and prevention
of bleeding episodes in adults and children (0-16 years) with hemophilia A. 

1.2 Peri-operative Management 
Kogenate FS is indicated for surgical prophylaxis in adults and children with
hemophilia A. 

1.3 Routine Prophylaxis in Children with Hemophilia A with No Pre-existing
Joint Damage
Kogenate FS is indicated for routine prophylactic treatment to reduce the frequency
of bleeding episodes and the risk of joint damage in children with no pre-existing
joint damage.
Kogenate FS is not indicated for the treatment of von Willebrand’s disease.

4 CONTRAINDICATIONS
Kogenate FS is contraindicated in patients who have manifested life-threatening
immediate hypersensitivity reactions, including anaphylaxis, to the product or its
components, including mouse or hamster proteins.

5 WARNINGS AND PRECAUTIONS
5.1 General
The clinical response to Kogenate FS may vary. If bleeding is not controlled with the
recommended dose, the plasma level of factor VIII should be determined and a
sufficient dose of Kogenate FS should be administered to achieve a satisfactory
clinical response. If the patient’s plasma factor VIII level fails to increase as expected
or if bleeding is not controlled after the expected dose, the presence of an inhibitor
(neutralizing antibodies) should be suspected and appropriate testing performed.
[See Warnings and Precautions (5.4).]

5.2 Anaphylaxis and Severe Hypersensitivity Reactions
Allergic-type hypersensitivity reactions including anaphylaxis have been reported
with Kogenate FS and have manifested as pruritus, rash, urticaria, hives, facial
swelling, dizziness, hypotension, nausea, chest discomfort, cough, dyspnea,
wheezing, flushing, discomfort (generalized) and fatigue. Discontinue Kogenate FS if
symptoms occur and seek immediate emergency treatment.
Kogenate FS contains trace amounts of mouse immunoglobulin G (MuIgG) and hamster
(BHK) proteins. Patients treated with this product may develop hypersensitivity to
these non-human mammalian proteins. 

5.3 Neutralizing Antibodies
Patients treated with antihemophilic factor (AHF) products should be carefully
monitored for the development of factor VIII inhibitors by appropriate clinical
observations and laboratory tests.6 Inhibitors have been reported following
administration of Kogenate FS predominantly in previously untreated patients. If
expected plasma factor VIII activity levels are not attained, or if bleeding is not
controlled with an expected dose, an assay that measures factor VIII inhibitor
concentration should be performed.[See Warnings and Precautions (5.4).]

5.4 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 (2).]

• Monitor for development of factor VIII inhibitors. Perform 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 Kogenate FS.
Use Bethesda Units ( BU) to titer inhibitors. 
• If the inhibitor is less than 10 BU per mL, the administration of additional

Kogenate FS concentrate may neutralize the inhibitor, and may permit an
appropriate hemostatic response. 

Adequate hemostasis may not be achieved if Inhibitor titers are above 10 BU per
mL. The inhibitor titer may rise following Kogenate FS 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.

6 ADVERSE REACTIONS
The most serious adverse reactions are systemic hypersensitivity reactions including
bronchospastic reactions and/or hypotension and anaphylaxis and the development
of high-titer inhibitors necessitating alternative treatments to AHF.
The most common adverse reactions observed in clinical trials (frequency ≥ 4% of
patients) are inhibitor formation in previously untreated patients (PUPs) and minimally
treated patients (MTPs), skin-related hypersensitivity reactions (e.g., rash, pruritus),
infusion site reactions (e.g., inflammation, pain), and central venous access device
(CVAD) line-associated infections in patients requiring a CVAD for intravenous
administration.

6.1 Clinical Trials 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.

Previously Treated Patients (PTPs)
During the clinical studies conducted in PTPs, 451 adverse events (irrespective of
the relationship to the study drug) were reported in the course of 24,936 infusions
(1.8%). Twenty-four of the 451 adverse events were assessed as related to
Kogenate FS (0.1%). 
Adverse reactions reported by ≥ 4% of the patients are listed in Table 3 below.
Table 3 Adverse Reactions (AR) in Previously Treated Patients (PTPs) with
Frequency of ≥ 4%

MedDRA Preferred Total No. of Total No. of
Primary SOC Term Patients: 73 Infusions: 

No. of Patients 24,936
with AR (%) AR per 

Infusion (%)
Skin and Subcutaneous Rash,
Tissue Disorders pruritus 6 (8.2%) 0.02

General Disorders and Infusion site 3 (4.1%) 0.01Administration Site reactions
Conditions

SOC = System Organ Class
Previously Untreated Patients (PUPs) and Minimally Treated Patients (MTPs)
In clinical studies with pediatric PUPs and MTPs, 726 adverse events were reported
in the course of 9,389 infusions (7.7%). Twenty-nine of the 726 adverse events
were assessed as related to Kogenate FS (0.3%).
Adverse reactions reported by ≥ 4% of the patients are listed in Table 4 below.
Table 4 Adverse Reactions (AR) in Previously Untreated Patients (PUPs) and
Minimally Treated Patients (MTPs) with Frequency of ≥ 4% (Age Range 2-27
months) 

MedDRA Primary SOC Preferred Total No. of Total No. of
Term patients: 61 Infusions:

No. of Patients 9,389
with AR (%) AR per

Infusion (%)
Skin and Subcutaneous Rash,
Tissue Disorders pruritus, urticaria 10 (16.4) 0.01
Blood and Lymphatic Factor VIII
System Disorders inhibition 9 (15)a N/A
General Disorders and
Administration Site Infusion site
Conditions reactions 4 (6.6) 0.04

SOC = System Organ Class
a) *Denominator for de-novo inhibitors is N=60, since one patient had a pre-existing

inhibitor. 

Minimally Treated Patients (MTPs) in the Joint Outcome Study
In the Joint Outcome Study with pediatric MTPs treated with routine prophylaxis or
episodic enhanced treatment for 5.5 years, 46 of the 65 randomized patients
experienced adverse events over the study duration. Adverse events were not
assessed for their relationship with Kogenate FS.
Table 5 Adverse Events (AE) in MTPs in the Joint Outcome Study (Age Range 0-6
years) 

MedDRA Preferred Total No. of Total No. of
Primary SOC Term Prophylaxis Arm Enhanced

Patients: 32 Episodic Arm
No. of Patients Patients: 33
with AE (%) No. of Patients

with AE (%)
Surgical and Central venous
Medical catheterization,
Procedures Catheter removal 19 (59) 18a (55)
Infections and Central line
Infestations infection 6 (19) 6 (18)
General Disorders and 
Administration 
Site Conditions Pyrexia 1 (3) 4 (12)

SOC = System Organ Class
a) Three patients from the enhanced episodic arm had catheter removal.
Immunogenicity 
In clinical studies with 73 PTPs (defined as having more than 100 exposure
days), one patient had a pre-existing inhibitor. In the other 72 patients, followed
over 4 years, no de-novo inhibitors were observed. 
In clinical studies with pediatric PUPs and MTPs, inhibitor development was
observed in 9 out of 60 patients (15%), 6 were high titer1 (>5BU) and 3 were
low-titer inhibitors. Inhibitors were detected at a median number of 7 exposure days
(range 2 to 16 exposure days). 
In the Joint Outcome Study with Kogenate FS,5 de-novo inhibitor development was
observed in 8 of 64 patients with negative baseline values (12.5%), 2 patients



developed high titer1 (>5 BU) and were withdrawn from the study. Six patients
developed low-titer inhibitors. Inhibitors were detected at a median number of 44
exposure days (range 5 to 151 exposure days).

6.2 Post-Marketing Experience
The following adverse reactions have been identified during post approval use of
Kogenate FS. Because these reactions are reported voluntarily from a population of
uncertain size, it is not always possible to reliably estimate their frequency or estab-
lish a causal relationship to drug exposure.
Among patients treated with Kogenate FS, cases of serious allergic/ hypersensitivity
reactions (which may include facial swelling, flushing, hives, blood pressure
decrease, nausea, rash, restlessness, shortness of breath, tachycardia, tightness of
the chest, tingling, urticaria, vomiting) have been reported, particularly in very young
patients or patients who have previously reacted to other factor VIII concentrates. 
The following table represents the post-marketing adverse reactions as MedDRA
Preferred Terms.

Table 6 Post-Marketing Experience 

MedDRA Primary SOC Preferred Term
Blood and Lymphatic System Disorders FVIII inhibition
Skin and Subcutaneous Tissue Disorders Pruritus, urticaria, rash
General Disorders and Administration Infusion site reaction
Site Conditions Pyrexia
Immune System Disorders Anaphylactic reaction, other 

hypersensitivity reactions 
SOC = System Organ Class

7 DRUG INTERACTIONS
None known.

8 USE IN SPECIFIC POPULATIONS
8.1 Pregnancy
Pregnancy Category C. 
Animal reproduction studies have not been conducted with Kogenate FS. It is also
not known whether Kogenate FS can cause fetal harm when administered to a
pregnant woman or affect reproduction capacity. Kogenate FS should be used during
pregnancy only if clinically needed.

8.2 Labor and Delivery
There is no information available on the effect of factor VIII replacement therapy on
labor and delivery. Kogenate FS should be used only if clinically needed.

8.3 Nursing Mothers
It is not known whether this drug is excreted into human milk. Because many drugs
are excreted into human milk, caution should be exercised if Kogenate FS is
administered to nursing mothers. Kogenate FS should be given to nursing mothers
only if clinically needed.

8.4 Pediatric Use
Safety and efficacy studies have been performed in previously untreated and
minimally treated pediatric patients. Children in comparison to adults present
higher factor VIII clearance values and thus lower recovery of factor VIII. This may
be explained by differences in body composition7 and should be taken into account
when dosing or following factor VIII levels in such a population. [See Clinical
Pharmacology ( 12.3).] Routine prophylactic treatment in children ages 0-2.5 years
with no pre-existing joint damage has been shown to reduce spontaneous joint
bleeding and the risk of joint damage. This data can be extrapolated to ages >2.5-
16 years for children who have no existing joint damage. [See Clinical Studies (14.3).]

8.5 Geriatric Use
Clinical studies with Kogenate FS did not include patients aged 65 and over. Dose
selection for an elderly patient should be individualized.

13 NONCLINICAL TOXICOLOGY
Preclinical studies evaluating Kogenate FS in hemophilia A with mice, rats, rabbits,
and dogs demonstrated safe and effective restoration of hemostasis. Doses several
fold higher than the recommended clinical dose (related to body weight) did not
demonstrate any acute or subacute toxic effect for Kogenate FS in laboratory animals.

13.1 Carcinogenesis, Mutagenesis, Impairment of Fertility
No studies have been conducted with Kogenate FS to assess its mutagenic or
carcinogenic potential and impairment of fertility. Kogenate FS has been shown
to be comparable to the predecessor product with respect to its biochemical and
physiochemical properties, as well as its non-clinical in vivo pharmacology and
toxicology. By inference, the predecessor product and Kogenate FS would be
expected to have equivalent mutagenic and carcinogenic potential. 
The predecessor product did not demonstrate reverse mutation or chromosomal
aberrations at doses substantially greater than the maximum expected clinical dose.
In vivo evaluation with the predecessor product in animals using doses ranging
between 10 and 40 times the expected clinical maximum also indicated that the
predecessor product did not possess a mutagenic potential. Long-term investigations
of carcinogenic potential in animals have not been performed due to the immune
response to heterologous proteins in all non-human mammalian species.

17 PATIENT COUNSELING INFORMATION
See Patient Product Information and Instructions for Use
Advise patients to report any adverse reactions or problems following Kogenate FS
administration to their physician or healthcare provider. 
• Allergic-type hypersensitivity reactions have been reported with Kogenate FS.

Warn patients of the early signs of hypersensitivity reactions [including hives
(rash with itching), generalized urticaria, tightness of the chest, wheezing,
hypotension] and anaphylaxis. Advise patients to discontinue use of the product if
these symptoms occur and seek immediate emergency treatment with resuscitative
measures such as the administration of epinephrine and oxygen. 

• In clinical studies with Kogenate FS, a 15% incidence of inhibitor development
was observed in PUPs/MTPs and zero de-novo inhibitors were observed with the
PTPs. Inhibitor formation may occur at any time in the treatment of a patient with
hemophilia A. Advise patients to contact their physician or treatment center for
further treatment and/or assessment, if they experience a lack of clinical
response to factor VIII replacement therapy, as this may be a manifestation of
an inhibitor.

• Advise patients to consult with their healthcare provider prior to travel. While
traveling advise patients to bring an adequate supply of Kogenate FS based on
their current regimen of treatment. 
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■  INDICATIONS
Kogenate® FS, antihemophilic factor (recombinant), is a recombinant factor VIII 
treatment indicated for the control and prevention of bleeding episodes and  
peri-operative management in adults and children (0-16 years) with hemophilia A. 
Kogenate® FS is also indicated for routine prophylaxis to reduce the frequency of 
bleeding episodes and the risk of joint damage in children with hemophilia A with  
no preexisting joint damage.

■  IMPORTANT SAFETY INFORMATION 
The most serious adverse reactions are systemic hypersensitivity reactions and  
the development of high-titer inhibitors necessitating alternative treatments to  
AHF. The most common adverse reactions observed in clinical trials were inhibitor 
formation in previously untreated or minimally treated patients, skin-associated 
hypersensitivity reactions, infusion site reactions, and central venous access  
device (CVAD) line-associated infections.

  Kogenate® FS is contraindicated in patients who have manifested life-threatening 
immediate hypersensitivity reactions, including anaphylaxis, to the product or its 
components, including mouse or hamster proteins.

  For important risk and use information, please see the accompanying brief summary  
of Prescribing Information or visit kogenatefs.com/prescribing-information.jsp.

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.

Kogenate® FS with BIO-SET®
■   Grab & Go packaging contains 

materials necessary for safe and  
fast reconstitution

■  An rFVIII reconstitution system 
with user-friendly features

■  Small diluent volumes make 
reconstitution fast and easy

■   Wide range of vial sizes for 
flexibility in preparing your dose

For more information, visit kogenatefs.com.
Ask your doctor if Kogenate® FS is right for you.

Kogenate® FS 
antihemophilic factor (recombinant):
The brand you know with 
the convenience you need
Kogenate® FS can be stored at room 
temperature (up to 77oF) for up to 1 year*

* Store Kogenate® FS at 36°F to 46°F for up to 30 months from the date of manufacture. 
Within this period, Kogenate® FS may be stored for a period of up to 12 months at 
temperatures up to 77°F. The starting date of room temperature storage should be  
clearly recorded on the unopened product carton. Once stored at room temperature,  
the product must not be returned to the refrigerator. The shelf-life then expires after  
the storage at room temperature (up to 12 months) or the expiration date on the  
product vial, whichever is earlier.
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