
ROCTAVIAN® Laboratory Support Program
Healthcare Provider Frequently Asked Questions

The ROCTAVIAN® Laboratory Support Program, in partnership with Quest Diagnostics, 
offers pre-infusion eligibility and post-infusion follow-up testing at no cost to eligible, 
commercially insured adults with severe hemophilia A.*

Click on each section below to learn more.

Program Overview

Enrollment and Scheduling

Test Results and Lab Information

Contact Information

*Terms and Conditions apply. Valid only for patients with commercial prescription insurance coverage who have a valid 
prescription for an FDA-approved indication and who meet additional eligibility criteria. Not valid for prescriptions reimbursed, 
in whole or in part, by any federal, state, or government-funded insurance programs (for example, Medicare, Medicare Advantage, 
Medigap, Medicaid, VA, DoD, or TRICARE) or where prohibited by law or by the patient’s health insurance provider. If at any 
time a patient begins receiving prescription drug coverage under any federal, state, or government-funded healthcare program, 
the patient will no longer be able to use the program and patient must notify BioMarin RareConnections at 1-866-906-6100 to 
stop participation. Patients residing in or receiving treatment in certain states may not be eligible for some or all of the program 
elements. Patients may not seek reimbursement for value received from the program from any third-party payers. Additional 
restrictions may apply. Offer subject to change or discontinuance without notice. This assistance offer is not health insurance. 
See BioMarin-copay-terms.com for full Terms and Conditions.

Please see Important Safety Information on the following pages.

Indication and Important Safety Information
ROCTAVIAN® (valoctocogene roxaparvovec-rvox) is indicated for the treatment of adults with severe 
hemophilia A (congenital Factor VIII deficiency with Factor VIII activity <1 IU/dL) without antibodies to 
adeno-associated virus serotype 5 detected by an FDA-approved test.

Contraindications: Patients with active infections, either acute (such as acute respiratory infections or acute 
hepatitis) or uncontrolled chronic (such as chronic active hepatitis B). Patients with known significant hepatic 
fibrosis (stage 3 or 4 on the Batts-Ludwig scale or equivalent), or cirrhosis, and patients with known 
hypersensitivity to mannitol.

Infusion-related reactions including hypersensitivity reactions and anaphylaxis, have occurred. Monitor during 
and for at least 3 hours after ROCTAVIAN administration. Administer ROCTAVIAN in a setting where 
personnel and equipment are immediately available to treat infusion-related reactions. Discontinue infusion 
for anaphylaxis.

Hepatotoxicity: The safety and effectiveness of ROCTAVIAN in patients with hepatic impairment has not 
been established. Perform liver health assessments prior to administration. The majority of patients treated 
with ROCTAVIAN experienced ALT elevations and required corticosteroids for ALT elevation. Assess patient’s 
ability to receive corticosteroids and/or other immunosuppressive therapy that may be required for an 
extended period. Live vaccines should not be administered to patients while on immunosuppressive therapy.

Monitor ALT weekly for at least 26 weeks and as clinically indicated, during corticosteroid therapy and institute 
corticosteroid treatment in response to ALT elevations as required. Continue to monitor ALT until it returns 
to baseline. Monitor Factor VIII activity levels since ALT elevation may be accompanied by a decrease in 
Factor VIII activity. One case of autoimmune hepatitis was reported during third year follow-up in a patient 
with history of hepatitis C and steatohepatitis.

It is recommended that patients abstain from consuming alcohol for at least 1 year after administration and 
thereafter limit alcohol use. Concomitant medications may cause hepatotoxicity, decrease Factor VIII activity, 
or change plasma corticosteroid levels which may impact liver enzyme elevation and/or Factor VIII activity or 

•	 Who are the laboratory partners participating in  
the Program?

•	 What is the complete list of laboratory tests  
covered under the Program?

•	 Does BioMarin offer co-pay assistance* for  
the Program?

•	 What are the Program restrictions?

Eligibility requirements and terms and conditions apply. Program 
parameters described here are subject to change without notice.

•	 ARUP Laboratories is the contracted laboratory processing the FDA Companion Diagnostic AAV5 
DetectCDx® test

•	 QUEST Diagnostics is the contracted laboratory performing all labs for pre-infusion (eligibility) and 
post-infusion monitoring. Quest Patient Service Center (PSC) locations are free standing locations for 
blood draws.

•	 ExamOne, part of Quest Diagnostics, is a mobile phlebotomy service that performs blood draws at the 
patient’s location (home, work or school). ExamOne can also perform mobile draws at a few designated 
free standing ExamOne Locations.

TEST NAME TESTING PARTNERS

ARUP 
Laboratories

QUEST 
Diagnostics

ExamOne

AAV5 DetectCDx® X X

Pre-Infusion (Eligibility)

TC 30710 - Liver fibrosis and hepatic function panel 
with Fibrosis-4 (FIB-4) Index* X X

TC 40083 - Factor VIII inhibitor (with One-Stage Factor 
VIII) X X

TC 4914 - Prothrombin with INR and Partial 
Thromboplastin Times (PT/PTT/INR) X

TC 482 - Gamma-glutamyl transferase (GGT) X

Protocol 1 or Protocol 2 tests

TC 823 - ALT, Alanine aminotransferase X X

TC 822 - AST, Aspartate aminotransferase X X

TC 347 - Factor VIII (one-stage) X X

TC 16049 - Factor VIII (Chromogenic) X X

TC 374 - CPK, Creatine kinase X X

•	 Yes! Eligible commercially insured patients may receive financial assistance with out-of-pocket co-pay 
expenses related to lab testing. Certain terms and conditions apply.

Please note: The following restrictions* apply:

•	 For the ROCTAVIAN Laboratory Support Program (Quest/ExamOne) patients who are residents of 
certain states (MI, MN,RI) and AK, HI & U.S. Territories (Guam, PR, etc.) are NOT eligible for laboratory 
services

•	 For AAV5 DetectCDx®, patients living in all 50 US States (including HI and AK) are eligible for laboratory 
services. AAV5 DetectCDx® testing is not available in U.S. territories..

•	 AAV5 DetectCDx® blood draws are ONLY performed via Mobile Phlebotomy/ExamOne locations.

•	 Mobile phlebotomy draws can ONLY be performed on Wednesdays, Thursdays, and Fridays due to the 
requirement for dry ice. The phlebotomist is responsible for handling dry ice.

•	 PTT and GGT pre-infusion (eligibility) laboratory tests CANNOT be performed via Mobile Phlebotomy. 

•	 It can take ExamOne up to TWO WEEKS to schedule a phlebotomist when first enrolled in the program.  
Be sure to plan ahead.

•	 How do I enroll my patients in the Program?

•	 What are next steps after my patient is enrolled in the Program?

•	 How do patients schedule Mobile Phlebotomy services?

•	 How do patients prepare for their Mobile Phlebotomy appointments?

•	 Where are Quest Laboratory facilities located and how can my 
patient make an appointment?

•	 What if my patient wants to switch laboratory testing locations?

•	 For how long are Laboratory orders valid?

Eligibility requirements and terms and conditions apply. Program parameters described  
here are subject to change without notice.

To explore support options for eligible commercially insured patients*, such as laboratory testing support 
and co-pay assistance, download and complete the Laboratory and Financial Support Form (LFSF) and 
have your patient complete the Patient Consent Form (PCF).

Visit the BioMarin RareConnections Healthcare Provider website to download the form. The complete 
form can be faxed to BioMarin RareConnections at 1-888-863-3361 or emailed to forms@biomarin-
rareconnections.com. For additional support or information, contact your Therapy Access Manager or 
phone BioMarin RareConnections at 1-866-906-6100.

If you enrolled the patient in the Quest Patient Service Center service, BioMarin RareConnections  
will fax the orders [Pre-Infusion (Eligibility), Protocol 1 or Protocol 2] to Quest and enter them in the  
Quest portal.

Patients can view, change or cancel an existing appointment directly on the Quest website or via the 
MyQuest mobile app (iPhone and ANDROID). For additional information on assisting patients with Quest 
registration steps, finding a location and scheduling a laboratory draw, visit the Quest Diagnostics test 
preparation webpage.
Please note: Draws for the AAV5 DetectCDx® test cannot be performed at Quest Patient Service Center 
locations. 

If you enrolled the patient in the Mobile Phlebotomy service, BioMarin RareConnections will enroll the 
patient in the ExamOne portal and fax the orders to Quest or ARUP Laboratories as ordered. When you 
receive an AAV5 DetectCDx® ARUP Laboratories test requestion form, please complete and fax the form to 
BioMarin RareConnections at 1-888-863-3361.

ExamOne will verify the orders (Pre-Infusion (Eligibility), Protocol 1 or Protocol 2) and timelines (frequency 
of laboratory draws). It can take ExamOne up to two weeks to schedule a phlebotomist when first enrolled 
in the program and when changes are requested with the existing protocol and/or testing frequency. Please 
take this into consideration when selecting the mobile phlebotomy option.

Please note: When choosing the Mobile Phlebotomy option, laboratory tests may be missed if the 
phlebotomist is sick, and appointments cannot be rescheduled on short notice. When considering a change 
in the day of draw, rescheduling may take up to 2 weeks to adjust due to phlebotomist availability.

ExamOne will contact the patient to review expectations and to schedule the day and time for the mobile 
phlebotomy draws, per the protocol, i.e., weekly, bi-weekly, etc. If a home visit is not preferred, an ExamOne 
free standing location can be chosen.

Please note: Visits are only performed Wednesdays, Thursdays, and Fridays.

Laboratory draw kits are mailed to the patient’s residence in advance of the appointment from ExamOne. 
The kits contain the required test tubes to be used for ordered tests. Kits must be mailed to the patient’s 
residence to ensure the supplies are readily available should there be an unexpected change in staffing 
with ExamOne. 

To locate a Quest Laboratory facility, visit the Quest Diagnostics locations webpage. To make an appointment, 
visit the Quest Diagnostics appointment webpage.
If your patient wishes to stop mobile phlebotomy and switch to another location, please notify BioMarin 
RareConnections or your Therapy Access Manager. If you need to make a change to the protocol or testing 
frequency within the six-month period, you will need to submit a new Laboratory Order form (page 4 of  
the LFSF). 

Please note: For Mobile Phlebotomy changes, keep in mind the time it takes to ship lab draw kits and 
arrange for a mobile phlebotomist (i.e. may take 1-2 weeks). 

Laboratory orders are valid for six months. You must submit a new Laboratory Order Form (page 4 of the 
LFSF) after the six-month period.

You must also send a new LFSF order when there is a change in the protocol or testing frequency. 

•	 Check the ‘No patient or insurance change’ box in upper right, if applicable

•	 Submit first 2 pages for any patient or insurance changes to re-qualify patient for the program

•	 Where are laboratory results sent?

•	 Where are mobile laboratory draws processed?

•	 What is the expected turnaround time for mobile 
laboratory draw processing?

•	 What are the reagents used with the  
Factor VIII samples?

Eligibility requirements and terms and conditions apply. Program 
parameters described here are subject to change without notice.

Once laboratory tests are fulfilled, Quest Diagnostics will send lab test results to the fax number provided 
on the order form.

AAV5 DetectCDx test results are fulfilled by ARUP Laboratories. ARUP Laboratories will send lab test 
results to the fax number provided on the order form.

Samples are sent to regional laboratory locations. See below and find your state to determine the assigned 
regional lab locations.

•	 Dallas, TX: TX, LA, NM

•	 West Hills, CA: AZ, CA, NV

•	 Marlborough, MA: ME, VT, NH, MA, RI, CT

•	 Clifton, NJ: PA, NY, NJ, MD, DE, WV, VA

•	 Seattle, WA: WA, AK, MT, ID, OR

•	 Atlanta, GA: GA, TN, AL, SC, NC, MS

•	 St. Louis, MO: MO, KS, AR, NE, CO, WY, UT

•	 Tampa, FL: FL

•	 Wood Dale, IL: IL, IN, OH, MI, WI, KY, ND, SD, MN, IA

•	 Oklahoma: OK

Factor VIII will first go to the Quest Diagnostics local laboratory, then shipped to the esoteric laboratory 
(either San Juan Capistrano, CA or Chantilly, VA.) 

Turnaround Time (TAT) is 2-4 days from the time the specimen arrives are the esoteric laboratory.

Estimated turnaround times: 

Test Code Test Name Est TAT* Test Set Up Lab Testing NOTES

347 Factor VIII 3 days Mon, Tues, Sat Esoteric
SJC – Sun thru Fri set up 

Chantilly – M, W, F set up

374 CPK 1 day 	 Daily Regional

Western PA – 3 Days 

SE – 3 Days

Midwest – 3 days 

Southwest – 3 days

723 Platelet Count 1 day Daily Regional

SE – 3 Days 

Midwest – 2 days 

Southwest – 2 days 

CA – 2 days

822 AST 1 day Daily Regional
SE – 3 Days 

Southwest – 3 days

823 ALT 1 day Daily Regional
SE – 3 Days 

Southwest – 3 days

16049 Factor VIII Activity, 
Chromogenic 1 day Wed, Sat am Esoteric Up to 7 days

19565 Factor VIII Inhibitor 
Screen 1 day Wednesday Esoteric Up to 7 days

30710
Liver Fibrosis Hepatic 
Function Panel w/
FIB-4

5 days Mon to Fri Regional 5 days

*TAT- from when received at the Esoteric Lab 

The San Juan Capistrano (SJC) location uses the following reagents for Factor VIII (TC 347):

•	 Siemens Dade Actin FSL

•	 Cryo check Factor VIII Deficient Plasmas

The Chantilly, VA location uses the following reagent for Factor VIII (TC 347):

•	 Siemens platform/Actin FSL for aPTT based factor assays

•	 What is the contact information for Quest  
and ExamOne?

•	 Who should I contact if I need more help?

Eligibility requirements and terms and conditions apply. Program 
parameters described here are subject to change without notice.

Quest Diagnostics

•	 1-866-MYQUEST (1-866-697-8378)

•	 Book appointments via the MYQUEST mobile app (iPhone and ANDROID or visit the Quest 
Diagnostics appointment scheduling webpage.

ExamOne - Mobile Phlebotomy 

•	 1-800-898-3926 ext. 5 (Monday – Friday 7AM-5PM PST)  

Please contact your Therapy Access Manager with questions and for more information. 

http://BioMarin-copay-terms.com
http://BioMarin-copay-terms.com
https://appointment.questdiagnostics.com/as-home
https://apps.apple.com/us/app/myquest-for-patients/id748920931
https://play.google.com/store/apps/details?id=com.myquest&hl=en_US
https://www.questdiagnostics.com/patients/get-tested/prepare
https://www.questdiagnostics.com/patients/get-tested/prepare
https://www.questdiagnostics.com/locations/search
https://appointment.questdiagnostics.com/as-home
https://apps.apple.com/us/app/myquest-for-patients/id748920931
https://play.google.com/store/apps/details?id=com.myquest&hl=en_US
https://appointment.questdiagnostics.com/as-home
https://appointment.questdiagnostics.com/as-home
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decrease the efficacy of the corticosteroid regimen or increase their side effects. Closely monitor concomitant 
medication use including herbal products and nutritional supplements and consider alternative medications 
in case of potential drug interactions.

Thromboembolic Events: Factor VIII activity above ULN has been reported following ROCTAVIAN® infusion. 
Thromboembolic events may occur in the setting of elevated Factor VIII activity above ULN. Evaluate patients 
for risk of thrombosis including general cardiovascular risk factors before and after administration of 
ROCTAVIAN. Advise patients on their individual risk of thrombosis in relation to their Factor VIII activity 
levels above ULN and consider prophylactic anticoagulation. Advise patients to seek immediate medical 
attention for signs or symptoms indicative of a thrombotic event.

Factor VIII Inhibitors and Monitoring for Inhibitors. The safety and effectiveness of ROCTAVIAN in patients 
with prior or active Factor VIII inhibitors have not been established. Patients with active Factor VIII inhibitors 
should not take ROCTAVIAN. Following administration, monitor patients for Factor VIII inhibitors (neutralizing 
antibodies to Factor VIII). Test for Factor VIII inhibitors especially if bleeding is not controlled, or plasma 
Factor VIII activity levels decrease. 

Monitor Factor VIII using the same schedule for ALT monitoring. It may take several weeks after ROCTAVIAN 
infusion before ROCTAVIAN-derived Factor VIII activity rises to a level sufficient for prevention of spontaneous 
bleeding episodes. Exogenous Factor VIII or other hemostatic products may also be required in case of 
surgery, invasive procedures, trauma, or bleeds.

Consider more frequent monitoring in patients with Factor VIII activity levels ≤5 IU/dL and evidence of 
bleeding, taking into account the stability of Factor VIII levels since the previous measurement.

Factor VIII activity produced by ROCTAVIAN in human plasma is higher if measured with one-stage clotting 
assays compared to chromogenic substrate assays. When switching from hemostatic products prior to 
ROCTAVIAN treatment, physicians should refer to the relevant prescribing information to avoid the potential 
for Factor VIII activity assay interference during the transition period.

Malignancy: The integration of liver-targeting AAV vector DNA into the genome may carry the theoretical 
risk of hepatocellular carcinoma development. ROCTAVIAN can also insert into the DNA of other human 
body cells. Monitor patients with risk factors for hepatocellular carcinoma (eg, hepatitis B or C, nonalcoholic 
fatty liver disease, chronic alcohol consumption, nonalcoholic steatohepatitis, advanced age) with regular 
liver ultrasound (eg, annually) and alpha-fetoprotein testing for 5 years following ROCTAVIAN administration. 
In the event that any malignancy occurs after treatment with ROCTAVIAN, contact BioMarin Pharmaceutical 
Inc. at 1-866-906-6100.

Most Common Adverse Reactions: Most common adverse reactions (incidence ≥5%) were nausea, fatigue, 
headache, infusion-related reactions, vomiting, and abdominal pain. Most common laboratory abnormalities 
(incidence ≥10%) were ALT, AST, LDH, CPK, Factor VIII activity levels, GGT, and bilirubin >ULN. Patients also 
experienced adverse reactions from corticosteroid use.

Isotretinoin, Efavirenz, and HIV-Positive Patients. Isotretinoin is not recommended in patients who are 
benefiting from ROCTAVIAN. Efavirenz is not recommended in patients treated with ROCTAVIAN. Clinical 
studies of ROCTAVIAN did not include sufficient numbers of patients with HIV to determine whether the 
efficacy and safety differs compared to patients without HIV infection.

Females and Males of Reproductive Potential. ROCTAVIAN is not intended for administration in women. 
There are no data on the use of ROCTAVIAN in pregnant women or regarding lactation. For 6 months after 
administration of ROCTAVIAN, men of reproductive potential and their female partners must prevent or 
postpone pregnancy using an effective form of contraception, and men must not donate semen.

You may report side effects to the FDA at 1-800-FDA-1088 or www.fda.gov/medwatch. You may also report 
side effects to BioMarin Pharmaceutical Inc. at 1-866-906-6100.

Please see additional safety information in the Prescribing Information.

http://www.fda.gov/medwatch
https://hcp.biomarin.com/en-us/roctavian/
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