
OnePath   Start Form
Phone:  1-866-888-0660     Fax:  1-888-990-0008

SM

Recommending / Prescribing Physician

Name (First, Last) Office Contact

Site Name

Street Address

City State Zip Code

Telephone
(                 )

Fax
(                 )

Tax ID DEA #

Social Security #

Street Address City Zip Code

Name (First , Middle Initial, Last) Male    Female DOB:       Month            Day               Year

Best Time to Contact

Contact Name and Relationship to Patient

Site of Care Information

National Provider ID#

Name (First, Last) Office Contact

Site Name

Street Address

City State Zip Code

Telephone
(                 )

Fax
(                )

Please provide administering physician's UPIN or Provider ID# with patient's insurer(s):

Patient Information

State

Work Telephone
(                 )

Insurance Information - Please attach copies of both sides of patient's insurance card(s)               Check if patient does not have insurance

Primary Insurance Insurance Telephone

US/COR-00097

Policy # Group # Policy Holder Name (First, Last) and Relationship to Patient

Product Information

Patient Authorization

Please indicate the Shire HGT product:                   ELAPRASE   (idursulfase)                  VPRIV    (velaglucerase alfa for injection)
 
        

By signing this Authorization, I authorize my healthcare providers, health plans and pharmacy providers to disclose my personal health information, including, but not limited to, information relating to my medical condition, treatment, 
care management, and health insurance, as well as all information provided on this form and any prescription ("Personal Health Information"), to Shire Human Genetic Therapies and its representatives, agents, contractors and 
affiliates (collectively "Shire HGT") for the following purposes: for Shire HGT to provide product support services, including, but not limited to, investigating insurance coverage, fulfilling and coordinating delivery of medication to the 
physician or site administering the medication, assisting healthcare providers with identifying sites able to administer the medication, and communicating with me by mail, e-mail, or telephone about my medical condition, treatment, 
care management, and health insurance.  I understand that my Personal Health Information disclosed under this authorization may be redisclosed by Shire HGT and no longer protected by federal privacy laws. I understand that I 
may refuse to sign this Authorization and that my treatment, payment, enrollment or eligibility for benefits, including my access to therapy, is not conditioned on my signing this Authorization.  I understand that I am entitled to a 
signed copy of this Authorization. This Authorization does not expire, however, I understand that I may cancel this Authorization at any time by mailing a letter requesting such cancellation to OnePath  , 700 Main Street, Cambridge, 
MA 02139, but that this cancellation will not apply to any information already used or disclosed through this authorization.   I confirm that the patient and insurance information provided above is accurate.  

Patient Name (please print)                                                                                                                       Patient Signature                                                                                                                                   Date

(if Patient is a minor):   Parent/Guardian/Personal Representative (please print)                                  Parent/Guardian Signature                                                                                                                    Date

__ __

E-mail Address Best Time to ContactHome Telephone
(                 )

MobileTelephone
(                 )

If signed by a Personal Representative, please describe your authority to act on behalf of the Patient: 

(                 )

State License #

National Provider ID #

Secondary Insurance Insurance Telephone Policy # Group # Policy Holder Name (First, Last) and Relationship to Patient
(                 )

Physician Authorization
I confirm that the Recommending / Prescribing Physician information provided above is accurate.

Prescriber Signature (stamps not acceptable)                                                                                                                                                                                                                                        Date

Please see accompanying full Prescribing Information including Boxed Warning (ELAPRASE)
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HIGHLIGHTS OF PRESCRIBING INFORMATION
These highlights do not include all the information needed to use VPRIV safely and effectively. See full 
prescribing information for VPRIV.  

VPRIV (velaglucerase alfa for injection) 
Initial U.S. Approval: 2010 

--------------------------------INDICATIONS AND USAGE-------------------------------

VPRIV (velaglucerase alfa for injection) is a hydrolytic lysosomal glucocerebroside-specific enzyme indicated for long-term 
enzyme replacement therapy (ERT) for pediatric and adult patients with type 1 Gaucher disease (1).

----------------------------DOSAGE AND ADMINISTRATION----------------------------

on a stable dose of imiglucerase are recommended to begin treatment with VPRIV at that same dose when they switch 

------------------------DOSAGE FORMS AND STRENGTHS----------------------------

----------------------------------CONTRAINDICATIONS---------------------------------

-----------------------------WARNINGS AND PRECAUTIONS---------------------------

hypersensitivity to the product (5.1).

---------------------------------ADVERSE REACTIONS----------------------------------

To report SUSPECTED ADVERSE REACTIONS, contact Shire Human Genetic Therapies, Inc. at the OnePathSM 
phone # 1-866-888-0660 or MedInfoGlobal@Shire.com, or FDA at 1-800-FDA-1088 or www.fda.gov/medwatch

See Section 17 for PATIENT COUNSELING INFORMATION.

VPRIV™ 
(velaglucerase alfa for injection) 

FULL PRESCRIBING INFORMATION
1  INDICATIONS AND USAGE

VPRIV (velaglucerase alfa for injection) is a hydrolytic lysosomal glucocerebroside-specific enzyme indicated for long-term enzyme 
replacement therapy (ERT) for pediatric and adult patients with type 1 Gaucher disease.

2  DOSAGE AND ADMINISTRATION
2.1 Recommended Dose

Patients currently being treated with imiglucerase for type 1 Gaucher disease may be switched to VPRIV. Patients previously 
treated on a stable dose of imiglucerase are recommended to begin treatment with VPRIV at that same dose when they switch 
from imiglucerase to VPRIV. 

VPRIV should be administered under the supervision of a healthcare professional. 

2.2 Preparation and Administration Instructions 
Use aseptic technique

instructions in Table 1 for reconstitution.

Table 1: Reconstitution Instructions

200 Units/vial 400 Units/vial

 
for reconstitution

Concentration after reconstitution 

Withdrawal volume

 

the compatibility in solution with other products has not been evaluated. The diluted solution should be filtered through an in-line 

3  DOSAGE FORMS AND STRENGTHS

4  CONTRAINDICATIONS

5  WARNINGS AND PRECAUTIONS
5.1 Hypersensitivity Reactions

see Adverse Reactions (6.1)

followed.

5.2 Infusion-related Reactions

Infusion-related reactions were the most commonly observed adverse reactions in patients treated with VPRIV in clinical studies. 

with increased infusion time.

6  ADVERSE REACTIONS
6.1 Clinical Studies Experience

see 
Clinical Studies (14)

see Warnings and Precautions 
(5.1)

cannot be directly compared to rates in the clinical trials of another drug and may not reflect the rates observed in practice.

Table 2:  Adverse Reactions Observed in ≥10% of Patients with Type 1 Gaucher Disease Treated with VPRIV

System Organ Class 
Preferred Term

Naïve to ERT 
N = 54

Switched from imiglucerase 
to VPRIV 
N = 40

Number of Patients (%)

Nervous system disorders

Dizziness

Gastrointestinal disorders

4 (10)

Musculoskeletal and connective tissue disorders

Infections and infestations

Investigations

General disorders and administration  
site conditions

Infusion-related reaction*

Pediatric Patients

Immunogenicity

who are switching to VPRIV should continue to be monitored for antibodies. 

antibodies to VPRIV with the incidence of antibodies to other products may be misleading.

7  DRUG INTERACTIONS

8  USE IN SPECIFIC POPULATIONS
8.1 Pregnancy – Category B

 

studies did not reveal any evidence of impaired fertility or harm to the fetus due to velaglucerase alfa.

8.3 Nursing Mothers

FULL PRESCRIBING INFORMATION: CONTENTS*
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3 DOSAGE FORMS AND STRENGTHS
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10 OVERDOSAGE

11 DESCRIPTION

12 CLINICAL PHARMACOLOGY 
 

13  NONCLINICAL TOXICOLOGY 
 

14 CLINICAL STUDIES 
 14.1  Studies of VPRIV as Initial Therapy

15 REFERENCES
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*Sections or subsections omitted from the full prescribing information are not listed.
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8.4 Pediatric Use

see Adverse Reactions (6.1) and Clinical 
Studies (14)

8.5 Geriatric Use

10  OVERDOSAGE

11  DESCRIPTION

glucocerebroside in Gaucher disease. Velaglucerase alfa catalyzes the hydrolysis of the glycolipid glucocerebroside to glucose 
and ceramide in the lysosome. 

micromole of p-nitrophenyl ß

Table 3: VPRIV Composition Following Reconstitution

Extractable 200 Units/vial Extractable 400 Units/vial

Active Ingredient

velaglucerase alfa

Inactive Ingredients

5.04 mg

0.44 mg

sucrose 100 mg

12  CLINICAL PHARMACOLOGY
12.1 Mechanism of Action

lysosomal enzyme beta-glucocerebrosidase. Glucocerebrosidase catalyzes the conversion of the sphingolipid glucocerebroside 
into glucose and ceramide. The enzymatic deficiency causes an accumulation of glucocerebroside primarily in the lysosomal 

cells in the liver and spleen leads to organomegaly. Presence of Gaucher cells in the bone marrow and spleen lead to clinically 
significant anemia and thrombocytopenia.

12.3 Pharmacokinetics

13  NONCLINICAL TOXICOLOGY
13.1 Carcinogenesis, Mutagenesis, Impairment of Fertility

performed with velaglucerase alfa.

14  CLINICAL STUDIES

patients who were not currently receiving Gaucher disease-specific therapy. Study III was conducted in patients who were receiving 

14.1 Studies of VPRIV as Initial Therapy

with Gaucher disease-related anemia and either thrombocytopenia or organomegaly. Patients were not allowed to have had disease-

Gaucher disease. 

Table 4:  Mean Change from Baseline to Month 12 for Clinical Parameters in Patients with Type 1 Gaucher Disease Initiating 
Therapy with VPRIV in Study I

Mean Changes from Baseline ± Std. Err. of the Mean

VPRIV Dose (given every other week)

Clinical Parameter
45 Units/kg 

N = 13
60 Units/kg 

N = 12

 

Platelet count change 

 

Spleen volume change 

* Statistically significant changes from baseline after adjusting for performing multiple tests

by race. 

14.2 Study in Patients Switching from Imiglucerase Treatment to VPRIV

criteria if needed in order to maintain clinical parameters.

15  REFERENCES

16  HOW SUPPLIED/STORAGE AND HANDLING

 

16.1 Storage

Do not freeze.

Protect vial from light. 

17  PATIENT COUNSELING INFORMATION

 

evidence of hypersensitivity to the product occurs [see Warnings and Precautions (5.1, 5.2)

Rx Only
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