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REIMBURSEMENT

Please see Important Safety Information on page 3 and full Prescribing Information.
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INDICATION
GIVLAARI® (givosiran) is indicated for the treatment of adults with acute hepatic porphyria (AHP).
IMPORTANT SAFETY INFORMATION
Contraindications

GIVLAARI is contraindicated in patients with known severe
hypersensitivity to givosiran. Reactions have included anaphylaxis.

Anaphylactic Reaction

Anaphylaxis has occurred with GIVLAARI treatment (<1% of
patients in clinical trials). Ensure that medical support is available to
appropriately manage anaphylactic reactions when administering
GIVLAARI. Monitor for signs and symptoms of anaphylaxis. If
anaphylaxis occurs, immediately discontinue administration of
GIVLAARI and institute appropriate medical treatment.

Hepatic Toxicity

Transaminase elevations (ALT) of at least 3 times the upper limit of
normal (ULN) were observed in 15% of patients receiving GIVLAARI
in the placebo-controlled trial. Transaminase elevations primarily
occurred between 3 to 5 months following initiation of treatment.
Measure liver function tests prior to initiating treatment with
GIVLAARI, repeat every month during the first 6 months of
treatment, and as clinically indicated thereafter. Interrupt or
discontinue treatment with GIVLAARI for severe or clinically
significant transaminase elevations. In patients who have dose
interruption and subsequent improvement, reduce the dose
to 1.25 mg/kg once monthly. The dose may be increased to
the recommended dose of 2.5 mg/kg once monthly if there is
no recurrence of severe or clinically significant transaminase
elevations at the 1.25 mg/kg dose.

Renal Toxicity

Increases in serum creatinine levels and decreases in estimated
glomerular filtration rate (eGFR) have been reported during
treatment with GIVLAARI. In the placebo-controlled study, 15%
of patients receiving GIVLAARI experienced a renally-related
adverse reaction. The median increase in creatinine at Month 3
was 0.07 mg/dL. Monitor renal function during treatment with
GIVLAARI as clinically indicated.

For additional information about GIVLAARI,
please see full Prescribing Information.
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Injection Site Reactions

Injection site reactions were reported in 25% of patients receiving
GIVLAARI in the placebo-controlled trial. Symptoms included
erythema, pain, pruritus, rash, discoloration, or swelling around
the injection site. One (2%) patient experienced a single,
transient, recall reaction of erythema at a prior injection site with a
subsequent dose administration.

Blood Homocysteine Increased

Increases in blood homocysteine levels have occurred in patients
receiving GIVLAARI. In the ENVISION study, during the open label
extension, adverse reactions of blood homocysteine increased
were reported in 15 of 93 (16%) patients treated with GIVLAARI.
Measure blood homocysteine levels prior to initiating treatment
and monitor for changes during treatment with GIVLAARI. In
patients with elevated blood homocysteine levels, assess folate,
vitamins B12 and B6. Consider treatment with a supplement
containing vitamin B6 (as monotherapy or a multivitamin
preparation).

Drug Interactions

Concomitant use of GIVLAARI increases the concentration of
CYP1A2 or CYP2D6 substrates, which may increase adverse
reactions of these substrates. Avoid concomitant use of
GIVLAARI with CYP1A2 or CYP2D6 substrates for which minimal
concentration changes may lead to serious or life-threatening
toxicities. If concomitant use is unavoidable, decrease the CYP1A2
or CYP2D6 substrate dosage in accordance with approved
product labeling.

Adverse Reactions

The most common adverse reactions that occurred in patients
receiving GIVLAARI were nausea (27%) and injection site
reactions (25%).

Services Overview
Alnylam Assist™ offers a wide range of
services to guide your patients through
treatment with GIVLAARI® (givosiran)

Please see Important Safety Information on page 3 and full Prescribing Information.

How Alnylam Assist™ can help
After discussing treatment with your patient, begin the enrollment process by completing the Alnylam Assist™
Start Form. Upon receipt of the Start Form, an Alnylam Case Manager dedicated to your patient’s needs
will reach out to you and your patient within 2 business days.

Alnylam Assist™ will help with:
Benefit verification
Education on the prior authorizations,
claims, and appeals processes
Financial assistance program
for eligible patientsa
Disease and product education
Ordering product for your patient

Alnylam Field Reimbursement Directors (FRDs) are also available to you to provide education about the
reimbursement process for Alnylam products.
FRDs will share their knowledge of:
• Billing and coding requirements for Alnylam products
• Chart documentation requirements
• Payer requirements

a

Patients must meet specified eligibility criteria to qualify for assistance. Alnylam reserves the right to make eligibility determinations and to modify or discontinue the program
at any time.

Please see Important Safety Information on page 3
and full Prescribing Information.
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Personalized support for patients
throughout the treatment process

1 Complete
Start Form

Manager
2 Case
Reaches Out

Download
ElectronicStart
Start Form
Form from
AlnylamAssist.com
Complete and submit the
Complete
Start
Form
electronicthe
Start
Form
online
with
your
patient
and
with your patient at fax
to
1-833-256-2747
www.AlnylamAssist.com
OR
Downloadable Start Form
Print, complete with your
patient, and fax the Start
Form to 1-833-256-2747
OR
DocuSign Start Form
Begin the Start Form and
send to your patient by email
to complete via DocuSign
(link available at
www.AlnylamAssist.com)

Assistance
3 Patient
Offered

Diseaseand
education
• •Disease
product
•education
Insurance

• Insurance
– Benefit verification
and explanation
—Benefit verification
–and
Reimbursement
explanation education
Coverage,
Coding, and
•—
Financial
assistance
for

Reimbursement
eligible
patientsaeducation
• Financial assistance
for eligible patientsa

Visit www.AlnylamAssist.com to complete the Start Form with your patient now.
Patients must meet specified eligibility criteria to qualify for assistance. Alnylam reserves the right to make eligibility determinations and to modify or discontinue
the program at any time.

a

Please see Important Safety Information on page 3
and full Prescribing Information.
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Helping your patients access
Alnylam products
Benefit verification
Coverage for Alnylam products will vary by product, by plan, and by patient. Alnylam Assist™ can help
determine patient-specific coverage requirements.
• To initiate a benefit verification for your patient, complete the Start Form electronically or via DocuSign at

www.AlnylamAssist.com. You can also download and print the Start Form and fax it to 1-833-256-2747
Questions about how Alnylam Assist™ can help?
Call 1-833-256-2748

•W
 ithin 2 business days, your patient’s dedicated Alnylam Case Manager will provide you and your patient

with a benefit verification summary

• Alnylam Assist™ can provide information about patient financial assistance programs for eligible patients,a if

necessary (for additional information on financial assistance programs, see page 10)

Patients must meet specified eligibility criteria to qualify for assistance. Alnylam reserves the right to make eligibility determinations and to modify or discontinue
the program at any time.

a

Please see Important Safety Information on page 3
and full Prescribing Information.
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Treatment coverage
Alnylam Case Managers can explain the requirements and processes for prior authorizations, claims, and
appeals.
Alnylam Assist™ can:
•R
 esearch the payer requirements as part of the benefit verification process
•D
 iscuss the standard process for submitting a prior authorization and reimbursement claims
• Investigate reasons for denied or rejected prior authorizations, claims, and/or appeals

Alnylam’s dedicated Field Reimbursement Directors are
available to meet with you and your staff to answer coverage and
reimbursement-related questions about Alnylam products

Please see Important Safety Information on page 3
and full Prescribing Information.

8

Support for your patients
Alnylam Assist™ is here to help
Alnylam Assist™ will provide:
• An explanation of benefits so your patients understand their coverage
• Information about financial assistance programs for eligible patientsa
• A Patient Starter Kit, including educational materials designed to help patients understand their

therapy and Alnylam Assist™

•E
 ducation for your patients from a designated Alnylam Patient Education Liaison (PEL)

— Regionally based PELs are available to help patients gain a better understanding of the disease
and treatment with Alnylam products
• Support throughout treatment with Alnylam product that is customized to each patient’s

communication preferences

Patients must meet specified eligibility criteria to qualify for assistance. Alnylam reserves the right to make eligibility determinations and to modify or discontinue
the program at any time.

a

Please see Important Safety Information on page 3
and full Prescribing Information.
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Financial assistance programsa
Patients may qualify for the following financial assistance programsb:
•P
 atient Assistance Program (PAP): Provides GIVLAARI® (givosiran) at no cost to eligible patients,

primarily the uninsured, who meet specified financial criteria.
•C
 ommercial Copay Program c: Covers certain out-of-pocket costs for eligible patients with
commercial insurance

Eligibility criteria
PAP

Commercial Copay

Uninsured/functionally uninsuredd

Commercially insured patientsc

On-label diagnosis for prescribed Alnylam product
US residency (including US territories)
Financial eligibility requirements—
supporting income documentation requirede

Insurance must cover
the prescribed Alnylam product

Once enrolled in Alnylam Assist™, an Alnylam Case Manager will
review financial assistance programs your patient may qualify for
based on his or her eligibility.

Some state laws may restrict or impact some aspects of these programs. An Alnylam Case Manager can provide additional information.
Patients must meet specified eligibility criteria to qualify for assistance. Alnylam reserves the right to make eligibility determinations and to modify or discontinue any program
at any time.
c
P
 atients with Medicare, Medicaid, or other government-sponsored insurance are not eligible for the Alnylam Assist™ Commercial Copay Program. Out-of-pocket costs for the
administration of GIVLAARI will not be covered for patients residing where it is prohibited by law or where otherwise restricted.
d
Functionally uninsured patients are those who may be enrolled in a health plan but do not have coverage for an Alnylam product or cannot afford their cost share associated
with their Alnylam product.
e
Acceptable forms of documentation may include: copy of most recent U.S. Individual Income Tax Return (IRS Form 1040); copy of most recent Social Security Benefit
Statement (SSA-1099); copy of most recent pay stub. Patients with an income of ≤150% FPL are required to apply for Low Income Subsidy (LIS) for drugs filled through
Medicare Part D.
a

b

Please see Important Safety Information on page 3
and full Prescribing Information.
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How to Complete the
®
GIVLAARI (givosiran)
Start Form

Please see Important Safety Information on page 3 and full Prescribing Information.

How to complete the GIVLAARI® (givosiran)
Start Form
This section will show you how to complete the Start Form. The notes on each page provide details to help
ensure the form is filled out correctly. The Start Form serves as your patient’s enrollment in Alnylam Assist™ and
requires the signatures of both you and your patient. The Start Form also initiates your patient’s prescription for
GIVLAARI.

It is important to note the following before submitting the Start Form:
•E
 nsure highlighted key areas are correctly filled out
•C
 onfirm that you and your patient sign where indicated

Options for getting started
1. C
 omplete and submit the electronic Start Form with your patient or
2. Complete the paper Start Form with your patient and fax to 1-833-256-2747 or
3. B
 egin the Start Form, filling in all details needed by a healthcare professional, and then

have your patient complete the form via DocuSign

All 3 options to get started can be found at www.AlnylamAssist.com.

Please see Important Safety Information on page 3
and full Prescribing Information.
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For patients
Your Patient's Email

Start Form

Please make sure your
patients fill in this field.

▷ Before submitting the Start Form to Alnylam Assist®, patient and prescriber signatures are required

For Patients

Alnylam Assist® Enrollment

Preferred Phone Number
& Voicemail Checkbox
By allowing Alnylam Assist™
to leave voicemails, delays in
benefit verification and other
communications can be
avoided.

(Sections 1 – 5 to be read and completed by Patient or Patient’s Authorized Representative)
The purpose of this form is to permit Alnylam Assist® participants to receive information and support (“Patient Support”) from Alnylam
Pharmaceuticals, Inc., its affiliates, representatives, agents, and contractors (“Alnylam”). Alnylam Assist® provides Patient Support to eligible patients
who have been prescribed an Alnylam medicine. This includes: (1) providing reimbursement and financial support to eligible patients (such as
investigating your insurance coverage, confirming out-of-pocket costs, and reviewing eligibility for financial assistance); (2) working with you and your
provider to fill your prescription; and (3) providing you with disease and medication-related educational resources and communications.
Please read this form carefully and ask any questions that you may have before signing.

1. Patient Information
Name (First, MI, Last):

Lawrence N. Reele

Email:

05/14/1956

LNReele@email.com

Date of Birth: Month/Day/Year
Street Address:

1020 Generic Ave.

City:

Language Translation
Alnylam Assist™ offers
translation services for non–
English-speaking patients.

Springfield

Preferred Phone Number:

(555) 137-1634

√ Okay to leave voicemail

Caregiver Name (optional):

Diane Reele
Language translation?

ZIP:

MA

15123

2. Insurance Information

(555) 136-1522

Wife
No

Caregiver Phone (optional):

If yes, please indicate language:

ABC Insurance Co.

Relati

Portuguese

Attach a copy of both sides of your INSURANCE and PRESCRIPTION cards

Primary Insurance Provider:

Okay to leave voicemail

Print

Caregiver Relationship to Patient (optional):

√ Yes, translation needed

This
revo

State:

Alternative Phone Number (if available):

Check if you do not have insurance

Employer Name:

Policy Number:

Group Number:

Company Inc.

123456789101

12-34567

Insurance Information

Policyholder Name (First, MI, Last), if other than the patient:

Patients (or their authorized
representatives) can fill in
the provided fields or attach
copies of both sides of their
insurance and pharmacy
benefits cards.

Pharmacy Plan Provider (if applicable):

Policy Number:

Policyholder Date of Birth: Month/Day/Year

Group Number:

Rx BIN Number:

Insurance Phone:

(555) 136-2222

Rx PCN Number:

Policyholder Name (First, MI, Last), if other than the patient:

Policyholder Date of Birth: Month/Day/Year

Insurance Phone:

Secondary Insurance Provider (if applicable):

Policy Number:

Group Number:

Policyholder Date of Birth: Month/Day/Year

Insurance Phone:

Employer Name:

Policyholder Name (First, MI, Last), if other than the patient:

4. A
By si
with

I agr
the P
oblig
or m
infor
de-id
Alny
Print

Relati

5. O

▷ Continue to page 2 to complete the patient portion of the Start Form
Please see Important Safety Information on page 4, and full Prescribing Information available from your Alnylam representative
or at www.givlaari.com.
— 1 of 4 —

Please see Important Safety Information on page 3
and full Prescribing Information.
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3. A
By si
and
diag
Alny
offer
Alny
fede
My In
regu
and
that
take
to Pr
an e
usin
My In

By
an
co

Pleas
or at

Authorization to share protected
health information/authorization for
Alnylam Assist™ enrollment
Start Form
3. Authorization to Share Protected Health Information
By signing below, I authorize my healthcare providers, including my physicians and pharmacies (“My Providers”)
and my health insurance plan (“My Plan”) to share my medical information (such as information about my
diagnosis, prescriptions, and treatment) and my insurance information (“My Information”) with Alnylam so that
Alnylam can provide Patient Support. I authorize My Providers to use My Information to provide me with certain
offerings related to my medication and treatment. I understand that my pharmacy will receive payment from
Alnylam for disclosing My Information to Alnylam. I understand that once My Information has been disclosed,
federal privacy laws may no longer protect the information. However, I understand that Alnylam agrees to protect
My Information by using and disclosing it only for purposes described in this Authorization or as required by law or
regulations. I understand that I may refuse to sign this Authorization, and that my treatment, insurance enrollment,
and eligibility for insurance benefits are not conditioned upon signing this Authorization. I also understand, however,
that refusing to sign this Authorization means that I may not participate in Alnylam Assist ® and may not be able to
take advantage of other offerings by Alnylam. I may cancel or revoke this Authorization at any time by mailing a letter
to Privacy Officer at Alnylam, Attn: Legal Department, 675 West Kendall Street, Cambridge, MA 02142 or by sending
an email to privacy@alnylam.com. I understand that if I revoke this Authorization, My Providers and Alnylam will stop
using and sharing My Information under this Authorization, but my revocation will not affect uses and disclosures of
My Information prior to my revocation in reliance upon this Authorization.

ients

d your

This Authorization expires ten (10) years from the date signed below, or earlier if required by state or local law, unless I
revoke it before then. I understand that I may receive a copy of this Authorization.
Lawrence N. Reele

Print Patient or Authorized Patient Representative Name

Relationship to Patient

Signature of Patient or Authorized Patient Representative

January 1, 2021

Date

I agree that Alnylam may use My Information and share it with My Providers or My Plan in connection with providing
the Patient Support, administering the Alnylam Assist® program, or as otherwise required by Alnylam to meet its legal
obligations. For example, Alnylam may communicate with me (such as by mail, phone, email, and/or text message)
or my caregiver, use My Information to tailor the Alnylam Assist®-related communications to my needs, and share
information with My Providers about dispensing my Alnylam medicine to me. I understand that Alnylam may
de-identify My Information, combine it with information about other patients, and use the resulting information for
Alnylam’s business purposes.
Lawrence N. Reele

X

Print Patient or Authorized Patient Representative Name

Signature of Patient or Authorized Patient Representative

Relationship to Patient

Date

January 1, 2021

5. Opt In to Receive Marketing Communications (optional)

√

For Healthcare Providers

(Sections 6 – 8 to be read and completed by Healthcare Prov
6. Prescriber Information
Name (First, Last):
Practice Street Address:
ZIP:

Phone:

Fax:

By checking this box, I authorize Alnylam, and companies working with Alnylam, to contact me by mail, email, fax, and/or telephone regarding marketing
and promotional communications, customer surveys, or for market research surveys. I understand that I am not required to provide this consent as a
condition of receiving any Alnylam medicine or services from Alnylam.

Nationa

Office Contact Name:

Phone:

Product acquisition:
Specialty Pharmacy:
Accredo
PANTHERx
No preference
Specialty Distributor (McKesson Specialty or McKesson Plasma and Biologics)
Unknown

7. GIVLAARI®(givosiran) Prescription (This is a prescription; a prescrib
Patient Name:
E80.20 (Unspecified porphyria)

X

4. Authorization for Alnylam Assist® and Communications
By signing below, I confirm I would like to enroll in the Alnylam Assist® program and authorize Alnylam to provide me
with Patient Support. I understand that Alnylam Assist® is an optional program.

nce

Start Fo

GIVLAARI
Injection for subcutaneous
use, 189 mg/mL

E80.21 (Acute intermittent (hepatic) porphyria)

Date Patient Weight Taken

Patient Weight (in kg)

E

Total Calc

(SC m

(mg) _________

(Recommended dose is
2.5 mg/kg monthly)

(mL) _________

Signature of Patient

Any known allergies?
If yes, please list:

Yes

No

The signature of the patient
or authorized patient
Ifrepresentative,
acquiring through Accredo or PANTHERx,
here to authorize ancillary suppl
withplease
thecheckdate,
I confirm
that my patient
is being prescribed
GIVLAARI for the treatment of acute hep
is
required
twice
on this
pageAlnylam
in Sections
and
4.purposes of transmitting this pr
I authorize
to act on my behalf3
for the
limited

List or attach a list of concomitant medications:
Special Instructions:

I will comply with my state-specific prescription requirements, such as e-prescribing, s

X

Prescriber Signature (No Stamps) Dispense as Written

X

Prescriber Signature (No Stamps) Substitution Permitted
Desired Site of Care
Home Injection (see patient home address)
Alternate Medical Facility (provide facility name and address)
Facility Name/Address

Physician Offic
Facility to Hom

▷ Continue to page 4 to complete the presc
Please see Important Safety Information on page 4, and full Prescribing Information available from your Alnylam representative
or at www.givlaari.com.

tative

— 2 of 4 —

Please see Important Safety Information on page 3
and full Prescribing Information.
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Please see Important Safety Information on page 4, and full Prescribing
or at www.givlaari.com.
— 3 of 4 —

For healthcare providers
Product Acquisition

rt Form
Select your preferred method

ormation
of product acquisition
s, including my physicians and pharmacies (“My Providers”)
(specialty
pharmacy
y medical information
(such as information
aboutor
my
rance information
(“My Information”)
with Alnylam so that
specialty
distributor).
Providers to use My Information to provide me with certain
If acquisition
method
nderstand that my
pharmacy will receive
paymentisfrom
nderstand that once
My Information
has been
disclosed,
unknown,
select
Unknown.
mation. However, I understand that Alnylam agrees to protect
poses described in this Authorization or as required by law or
s Authorization, and that my treatment, insurance enrollment,
ned upon signing this Authorization. I also understand, however,
may not participate in Alnylam Assist ® and may not be able to
ancel or revoke this Authorization at any time by mailing a letter
675 West Kendall Street, Cambridge, MA 02142 or by sending
if I revoke this Authorization, My Providers and Alnylam will stop
zation, but my revocation
will not affect
and disclosures
• Confirm
thatuses
your
patient of
on this Authorization.

GIVLAARI® (givosiran)
Dosing Information
is being prescribed

e signed below, or earlier if required by state or local law, unless I
GIVLAARI as indicated by
a copy of this Authorization.

checking the box

X

Signature of Patient or Authorized Patient Representative

• Make sure to include the
primary diagnosis code
munications
and patient’s weight (kg)
e Alnylam Assist® program and authorize Alnylam to provide me
Date

st® is an optional program.

re it with My Providers or My Plan in connection with providing
® program, or as otherwise required by Alnylam to meet its legal
GIVLAARI Prescription
e with me (such as by mail, phone, email, and/or text message)
®
am Assist -related communications to my needs, and share
Ensure you fill in this
Alnylam medicine to me. I understand that Alnylam may
prescription
forinformation
your for
on about other patients,
and use thefield
resulting

patients.

X

Signature of Patient or Authorized Patient Representative

Date

ns (optional)

Signature of Prescriber
Prescriber should only sign
one prescription field and
include date in Section 7.

th Alnylam, to contact me by mail, email, fax, and/or telephone regarding marketing
esearch surveys. I understand that I am not required to provide this consent as a
Alnylam.

To prevent a generic
substitution, sign the
“dispense as written” field.

ll Prescribing Information available from your Alnylam representative
— 2 of 4 —

To allow generic
substitutions, sign the
“substitution permitted” field.

Start Form
For Healthcare Providers

By sign

▷ T

6. Prescriber Information
Name (First, Last):

Charles Sample

530 Pioneer Road

ZIP:

Phone:

40520

(555) 876-5309

National Provider ID (NPI) #:

1234567890

Jane Smith

Neurology

State:

MA

State License #:

S943072

Phone:

Product acquisition:
Specialty Pharmacy:
Accredo
PANTHERx
No preference
Specialty Distributor (McKesson Specialty or McKesson Plasma and Biologics)
Unknown

▷ I
A

Specialty:

City:

Easton

Fax:

Office Contact Name:

√

Practice Name:

Sample Co.

Practice Street Address:

Email:

(555) 652-5678

SampleDoc@email.com

Anticipated First Treatment Date:

√

January 1, 2021

7. GIVLAARI (givosiran) Prescription (This is a prescription; a prescriber's signature and date are required.)
®

√ E80.20 (Unspecified porphyria) √ E80.21 (Acute intermittent (hepatic) porphyria)
GIVLAARI
Injection for subcutaneous
use, 189 mg/mL

Date Patient Weight Taken

Yes

(SC monthly)

(mL) _________________________

1

_______________ 189 mg/mL vial(s)

▷ I
tr
X

Presc

INDI

GIVLAA
acute

GIVLAA
hypers
Refills

√ Refill x 11

Other ______________________

Oxycodone

Anap

Anaph
clinica
manag
Monito
immed
appro

Hepa

None

If acquiring through Accredo or PANTHERx, please check here to authorize ancillary supplies, such as needles and syringes, as needed to administer treatment.

I confirm that my patient is being prescribed GIVLAARI for the treatment of acute hepatic porphyria (AHP) in adults.
I authorize Alnylam to act on my behalf for the limited purposes of transmitting this prescription to the appropriate pharmacy.
I will comply with my state-specific prescription requirements, such as e-prescribing, state-specific prescription form, fax language, etc.

X

January 1, 2021

Prescriber Signature (No Stamps) Dispense as Written

Date

Prescriber Signature (No Stamps) Substitution Permitted

Date

X

Desired Site of Care
Home Injection (see patient home address)
Alternate Medical Facility (provide facility name and address)
Facility Name/Address

▷ I
im
p

Cont

Other

Number of Vials/Treatment

√ No

List or attach a list of concomitant medications:
Special Instructions:

Total Calculated Dose

153.07
(mg) _________________________

61.23

11/1/2021

(Recommended dose is
2.5 mg/kg monthly)

Any known allergies?
If yes, please list:

Patient Weight (in kg)

E80.29 (Other porphyria)

▷ I
tr

IMPO

Patient Date of Birth: Month/Day/Year:

Patient Name:

√

Physician Office (see provider office address)
Facility to Home (first dose at facility; remainder at home)

▷ Continue to page 4 to complete the prescriber portion of the Start Form
Please see Important Safety Information on page 4, and full Prescribing Information available from your Alnylam representative
or at www.givlaari.com.
— 3 of 4 —

Desired Site of Care
Ask your patient where he or she would like to receive treatment.

Please see Important Safety Information on page 3
and full Prescribing Information.
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8. P

(Sections 6 – 8 to be read and completed by Healthcare Provider)

Transa
norma
in the
occurr

Measu
repeat
clinica
GIVLAA
patien
reduce
increa
there i
elevat

Rena

Increa
glome
with G

Prescriber declaration

8. Prescriber Declaration
By signing below, I certify that:
▷ The information contained in this form is complete and accurate to the best of my knowledge
▷ I understand that Alnylam is not responsible for filing claims or submitting other information to my patient’s insurer and that the information provided by
Alnylam Assist® is educational in nature
▷ I understand that my patient may authorize Alnylam Assist® to provide Patient Support. I understand that this program does not include individual
treatment or medical advice to the patient, and it does not replace the medical treatment and care provided by me as the patient’s healthcare provider.
▷ I further certify that I understand that any support provided by Alnylam Assist® on behalf of any patient is not made in exchange for any express or
implied agreement or understanding that I would recommend, prescribe, or use GIVLAARI® (givosiran) or any other Alnylam product, and any decision to
prescribe GIVLAARI was, and in the future will be, based solely on my determination of medical necessity
▷ I have obtained the required authorizations from my patient to release the referenced medical and/or other patient information relating to my patient’s
treatment to Alnylam Assist®

January 1, 2021

X
Prescriber signature (stamps not acceptable)

Date

INDICATION

GIVLAARI experienced a renally-related adverse reaction. The median
increase in creatinine at Month 3 was 0.07 mg/dL. Monitor renal function
during treatment with GIVLAARI as clinically indicated.

GIVLAARI® (givosiran) is indicated for the treatment of adults with
acute hepatic porphyria (AHP).

Injection Site Reactions

IMPORTANT SAFETY INFORMATION
Contraindications

GIVLAARI is contraindicated in patients with known severe
hypersensitivity to givosiran. Reactions have included anaphylaxis.

Anaphylactic Reaction

Anaphylaxis has occurred with GIVLAARI treatment (<1% of patients in
clinical trials). Ensure that medical support is available to appropriately
manage anaphylactic reactions when administering GIVLAARI.
Monitor for signs and symptoms of anaphylaxis. If anaphylaxis occurs,
immediately discontinue administration of GIVLAARI and institute
appropriate medical treatment.

_______

Hepatic Toxicity

Transaminase elevations (ALT) of at least 3 times the upper limit of
normal (ULN) were observed in 15% of patients receiving GIVLAARI
in the placebo-controlled trial. Transaminase elevations primarily
occurred between 3 to 5 months following initiation of treatment.

nt.

Increases in serum creatinine levels and decreases in estimated
glomerular filtration rate (eGFR) have been reported during treatment
with GIVLAARI. In the placebo-controlled study, 15% of patients receiving
Fax the completed Start Form
to 1-833-256-2747

tative

Blood Homocysteine Increased

Increases in blood homocysteine levels have occurred in patients
receiving GIVLAARI. In the ENVISION study, during the open label
extension, adverse reactions of blood homocysteine increased were
reported in 15 of 93 (16%) patients treated with GIVLAARI. Measure
blood homocysteine levels prior to initiating treatment and monitor
for changes during treatment with GIVLAARI. In patients with elevated
blood homocysteine levels, assess folate, vitamins B12 and B6.
Consider treatment with a supplement containing vitamin B6 (as
monotherapy or a multivitamin preparation).

Drug Interactions

Measure liver function tests prior to initiating treatment with GIVLAARI,
repeat every month during the first 6 months of treatment, and as
clinically indicated thereafter. Interrupt or discontinue treatment with
GIVLAARI for severe or clinically significant transaminase elevations. In
patients who have dose interruption and subsequent improvement,
reduce the dose to 1.25 mg/kg once monthly. The dose may be
increased to the recommended dose of 2.5 mg/kg once monthly if
there is no recurrence of severe or clinically significant transaminase
elevations at the 1.25 mg/kg dose.

Renal Toxicity

Injection site reactions were reported in 25% of patients receiving
GIVLAARI in the placebo-controlled trial. Symptoms included erythema,
pain, pruritus, rash, discoloration, or swelling around the injection
site. One (2%) patient experienced a single, transient, recall reaction of
erythema at a prior injection site with a subsequent dose administration.

Concomitant use of GIVLAARI increases the concentration of CYP1A2
or CYP2D6 substrates, which may increase adverse reactions of
these substrates. Avoid concomitant use of GIVLAARI with CYP1A2 or
CYP2D6 substrates for which minimal concentration changes may
lead to serious or life-threatening toxicities. If concomitant use is
unavoidable, decrease the CYP1A2 or CYP2D6 substrate dosage in
accordance with approved product labeling.

Adverse Reactions

The most common adverse reactions that occurred in patients receiving
GIVLAARI were nausea (27%) and injection site reactions (25%).

For additional information about GIVLAARI, please see
full Prescribing Information available from your Alnylam
representative or at givlaari.com.

Call Alnylam Assist® at 1-833-256-2748
8am–6pm ET, Monday–Friday

For more information,
visit www.AlnylamAssist.com

GIVLAARI and Alnylam Assist are registered trademarks of Alnylam Pharmaceuticals, Inc.
© 2021 Alnylam Pharmaceuticals, Inc. All rights reserved. AS1-USA-00102-V3
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Please see Important Safety Information on page 3
and full Prescribing Information.

16

Signature of Prescriber
Sign and date the
declaration on the last page,
certifying the information
provided in the form and
authorization of services.
Before submitting the form,
ensure both prescriber
signatures are provided in
Sections 7 and 8.

Once the completed Start Form is received
by Alnylam Assist™
1. Alnylam Case Manager makes
Welcome Call to you and your patient
and confirms desired site of care
If unable to reach the patient, the Alnylam
Case Manager cannot move forward with
the benefit investigation

2. Alnylam Case Manager
does benefit investigation
If a patient’s insurance or site
of care changes, a new benefit
investigation must be done

4. Alnylam Case Manager confirms
copay affordability and site of care
5. Patient is “order ready”

6. P
 hysician places order
through specialty pharmacy
or specialty distributor

3. Alnylam Case Manager relays results
of benefit investigation to you and your
patient during “Benefits Call Counsel”
This includes information about prior
authorization (if required)

Prescribing physician submits
prior authorization
• It is the responsibility of the
prescribing physician to submit
the required documentation
• If the prior authorization is not
approved, a resubmission or
appeal may be required by the
prescriber
Prior authorization is approveda,b

Patient receives
GIVLAARI® (givosiran) injection
by HCP and schedules next dose of treatment
a

I f a reauthorization is required, a new request must be submitted.
Alnylam Assist™ can provide education on prior authorization requirements and processes, but cannot guarantee that a patient’s prior authorization will be approved.

b

Please see Important Safety Information on page 3
and full Prescribing Information.
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Overview of
Acquisition Process for
GIVLAARI® (givosiran)

Please see Important Safety Information on page 3 and full Prescribing Information.

Overview of acquisition process
1. Identify a medically appropriate patient for GIVLAARI® (givosiran)
•G
 IVLAARI is indicated for the treatment of adults with acute hepatic porphyria (AHP)

2. Verify insurance benefits
• Submit Start Form to Alnylam Assist™
• Within 2 business days after Start Form submission, an Alnylam Case Manager will reach out to you

and your patient. Following a benefit investigation, you will receive a copy of your patient’s Summary
of Benefits and Coverage, including prior authorization and payer requirements, as well as financial
program information for eligible patients

•C
 overage for GIVLAARI will vary by plan and by patient

3. Obtain GIVLAARI
• Specialty Distributor: McKesson—healthcare professional can order from either McKesson Specialty

Health or McKesson Plasma and Biologics

• Specialty Pharmacy: either Accredo or PANTHERx will coordinate drug shipment with

healthcare professional

NOTE: GIVLAARI is obtained via a limited network of distributors highlighted above.

Please see Important Safety Information on page 3
and full Prescribing Information.
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Billing and Coding
Overview

Please see Important Safety Information on page 3 and full Prescribing Information.

Coverage, coding, and payment
GIVLAARI® (givosiran) received U.S. Food and Drug Administration (FDA) approval on November 20, 2019,
and is indicated for the treatment of adults with acute hepatic porphyria (AHP).

Coverage
•F
 or Medicare patients receiving GIVLAARI who are covered under Medicare Part B, the Medicare

Administrative Contractors (MACs) may require additional documentation to determine the medical
necessity of the treatment, although prior authorization is not requireda,b

•F
 or patients enrolled in a State Medicaid or commercial health plan, GIVLAARI coverage will vary

by payera

Payment
Payer Type

Payment Methodology

Medicare Fee-for-Service

Average Sales Price (ASP) + 6%c

State Medicaid and
Commercial Payers

Payment rates will vary by payer and provider contract

It is always the provider’s responsibility to determine the appropriate healthcare setting and to submit true and correct claims for products
and services rendered. Providers should contact third-party payers for specific information on their coding, coverage, and payment policies.
b
Medicare Advantage Plans may require a prior authorization for GIVLAARI.
c
Does not account for any required payment reductions if sequestration is in effect.
a

Alnylam Field Reimbursement Directors are
available to meet with you and your staff to answer
coverage, coding and payment questions about GIVLAARI.
Contact Alnylam Assist™ at 1-833-256-2748.

Please see Important Safety Information on page 3
and full Prescribing Information.
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Billing and Coding
Physician Office

Please see Important Safety Information on page 3 and full Prescribing Information.

Coding
Please refer to the table below to support appropriate claims submission for GIVLAARI® (givosiran).
Code Type

Code

Code Description

ICD-10-CM

E80.20
E80.21
E80.29

Unspecified porphyria
Acute intermittent (hepatic) porphyria
Other porphyria

CPT®a

96372

Therapeutic, prophylactic, or diagnostic injection (specify substance or drug);
subcutaneous or intramuscular

HCPCS

J0223

Injection, givosiran, 0.5 mg

10-digit: 71336-1001-1
11-digit: 71336-1001-01

189 mg/mL single-dose vial

NDC

CPT Copyright 2019 American Medical Association. All rights reserved.

a

CPT® is a registered trademark of the American Medical Association.
Applicable FARS/DFARS Restrictions Apply to Government Use.
Fee schedules, relative value units, conversion factors and/or related components are not assigned by the AMA, are not part of CPT, and the AMA is not
recommending their use. The AMA does not directly or indirectly practice medicine or dispense medical services. The AMA assumes no liability for data contained
or not contained herein.
ICD-10-CM=International Classification of Diseases, 10th Revision, Clinical Modification; CPT=Current Procedural Terminology; HCPCS=Healthcare Common
Procedure Coding System; NDC=National Drug Code.

Providers should consult the ICD-10-CM code book and
use their own clinical judgment to confirm coding.

Please see Important Safety Information on page 3
and full Prescribing Information.
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Physician office:
sample CMS-1500 claim form
GIVLAARI® (givosiran) and the associated services provided in a physician office are billed on the CMS-1500
claim form or its electronic equivalent. A sample CMS-1500 claim form for billing GIVLAARI is provided on the
next page.
• The following CMS-1500 claim form for GIVLAARI is for illustrative purposes
• It is the provider’s responsibility to determine the appropriate healthcare setting and to submit true and

correct claims for the products and services rendered

• Providers should contact payers for specific information on their coding, coverage, and payment policies
• Some payers may require the use of a JW modifier when billing for the unused portion of the single-dose

vial (wastage)—providers should contact payers about specific coding and payment policies

•P
 roviders should contact their billing software vendors to ensure that they are utilizing the

recommended loops and segments

Dosing calculation example
•G
 IVLAARI is supplied as a 189 mg/mL solution in a single-dose vial
• The recommended dose of GIVLAARI is 2.5 mg/kg administered via subcutaneous injection once monthly
•D
 osing is based on actual body weight

Calculation
How to Calculate Dosage (mg)

How to Calculate Injection Volume (mL)

(body weight [kg] x 2.5 mg/kg) = mg

(mg x 1 mL/189 mg) = mL

Example - 68 kg patient
Dosage (mg)
68 kg x 2.5 mg/kg = 170 mg

Injection Volume (mL)
170 mg x 1 mL/189 mg = 0.9 mL

Please see Important Safety Information on page 3
and full Prescribing Information.
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LOCATOR

21

Sample CMS-1500 Claim Form

Enter the appropriate
primary diagnosis
code from the patient’s
medical record in
Locator 21a.
LOCATOR

24

LOCATOR
ICDIND
Enter “0” to indicate use
of ICD-10-CM diagnosis
coding system.

21

D
Enter the appropriate
HCPCS code for
GIVLAARI: J0223
(injection, givosiran,
0.5 mg).

LOCATOR

Shaded area of Locator
24D (when applicable):
N4713361000101 MLX
(X = number of vials; for
example, ML1 = 1 vial,
ML2 = 2 vials, etc.)

24

A-B
Enter the date of service
and the appropriate
place of service code.
LOCATOR

LOCATOR

24

24

E
Specify the diagnosis,
from Locator 21, that
relates to the product
or procedure listed in
Locator 24d.

Enter the
GIVLAARI® (givosiran)
HCPCS code J0223 on
the first line and the CPT
code 96372 for drug
administration on the
second line.
LOCATOR

24

G
Enter the number of service
units for each line item.

Please see Important Safety Information on page 3
and full Prescribing Information.
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Clean claim filing checklist
Select the appropriate primary diagnosis
Confirm appropriate clinical documentation to support diagnosis
Understand any payer-specific requirements (prior authorization, coding details, etc)
Utilize all appropriate ICD-10, CPT®, and HCPCS codes
• For all claims in the physician office setting, use HCPCS J0223 (Injection, givosiran, 0.5 mg)

for dates of services on or after July 1, 2020a
–R
 emember: Billing Unit = 0.5 mg

•R
 emember to use the sample claim form on page 25 as a guide

Anticipate requests from payers for additional clinical information prior to claims being
processed for payment

It is always the provider’s responsibility to determine the appropriate
healthcare setting and to submit true and correct claims for those
products and services rendered. Contact third-party payers for
specific information on their coding and payment policies.

a

H
 CPCS codes for GIVLAARI® (givosiran) may vary for dates of service prior to July 1, 2020.

Please see Important Safety Information on page 3
and full Prescribing Information.

26

Billing and Coding

Hospital Outpatient Department

Please see Important Safety Information on page 3 and full Prescribing Information.

Coding
Please refer to the table below to support appropriate claims submission for GIVLAARI® (givosiran).
Code Type

Code

ICD-10-CM

E80.20
E80.21
E80.29

Unspecified porphyria
Acute intermittent (hepatic) porphyria
Other porphyria

CPT®a

96372

Therapeutic, prophylactic, or diagnostic injection (specify substance or drug);
subcutaneous or intramuscular

HCPCS

J0223

Injection, givosiran, 0.5 mg

0250

General pharmacy

0940

Other therapeutic services

0636

Drugs requiring detailed coding

Revenue

NDC

10-digit: 71336-1001-1
11-digit: 71336-1001-01

Code Description

189 mg/mL single-dose vial

CPT Copyright 2019 American Medical Association. All rights reserved.

a

CPT® is a registered trademark of the American Medical Association.
Applicable FARS/DFARS Restrictions Apply to Government Use.
Fee schedules, relative value units, conversion factors and/or related components are not assigned by the AMA, are not part of CPT, and the AMA is not
recommending their use. The AMA does not directly or indirectly practice medicine or dispense medical services. The AMA assumes no liability for data contained
or not contained herein.
ICD-10-CM=International Classification of Diseases, 10th Revision, Clinical Modification; CPT=Current Procedural Terminology; HCPCS=Healthcare Common
Procedure Coding System; NDC=National Drug Code.

Providers should consult the ICD-10-CM code book and
use their own clinical judgment to confirm coding.

Please see Important Safety Information on page 3
and full Prescribing Information.
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Hospital outpatient:
sample UB-04 claim form
GIVLAARI® (givosiran) and the associated services provided in a hospital outpatient department setting
are billed on the UB-04 claim form or its electronic equivalent. A sample UB-04 claim form for billing
GIVLAARI is provided on the next page.
• The following UB-04 claim form for GIVLAARI is for illustrative purposes
• It is the provider’s responsibility to determine the appropriate healthcare setting and to submit true and

correct claims for the products and services rendered

• Providers should contact payers for specific information on their coding, coverage, and payment policies
• Some payers may require the use of a JW modifier when billing for the unused portion of the single-dose

vial (wastage)—providers should contact payers about specific coding and payment policies

•P
 roviders should contact their billing software vendors to ensure they are utilizing the recommended

loops and segments

Dosing calculation example
•G
 IVLAARI is supplied as a 189 mg/mL solution in a single-dose vial
• The recommended dose of GIVLAARI is 2.5 mg/kg administered via subcutaneous injection once monthly
•D
 osing is based on actual body weight

Calculation
How to calculate Dosage (mg)

How to calculate Injection Volume (mL)

(body weight [kg] x 2.5 mg/kg) = mg

(mg x 1 mL/189 mg) = mL

Example - 68 kg patient
Dosage (mg)
68 kg x 2.5 mg/kg = 170 mg

Injection Volume (mL)
170 mg x 1 mL/189 mg = 0.9 mL

Please see Important Safety Information on page 3
and full Prescribing Information.
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LOCATOR

42

Sample UB-04 Claim Form

List the appropriate
revenue code for
the service provided.
For Medicare, use the
revenue code
0636—Drugs requiring
detailed coding.

__

__

1

__
4

3a PAT.
CNTL #
b. MED.
REC. #

2

6

5 FED. TAX NO.

8 PATIENT NAME

9 PATIENT ADDRESS

a

a
c

b

b

10 BIRTHDATE

11 SEX

31
OCCURRENCE
CODE
DATE

12

DATE

ADMISSION
13 HR 14 TYPE 15 SRC 16 DHR 17 STAT

32
OCCURRENCE
CODE
DATE

33
OCCURRENCE
DATE
CODE

18

TYPE
OF BILL

7

STATEMENT COVERS PERIOD
FROM
THROUGH

19

20

34
OCCURRENCE
CODE
DATE

CONDITION CODES
24
22
23

21

35
CODE

25

26

27

36
CODE

OCCURRENCE SPAN
FROM
THROUGH

d
28

e

29 ACDT 30
STATE

37

OCCURRENCE SPAN
FROM
THROUGH

a

a

b

For payers other than
Medicare, the revenue
code for GIVLAARI may
vary, although some
private payers and
Medicaid plans accept
revenue code 0250—
General pharmacy.

LOCATOR

43

Enter the corresponding
description for the
revenue code listed in
Locator 42 OR Enter the
NDC (when applicable):
N471336100301 MLX
(X = number of vials; for
example, ML1 = 1 vial,
ML2 = 2 vials, etc.)

b

38

39
CODE

40
CODE

VALUE CODES
AMOUNT

41
CODE

VALUE CODES
AMOUNT

VALUE CODES
AMOUNT

a
b
c
d
42 REV. CD.

44 HCPCS / RATE / HIPPS CODE

43 DESCRIPTION

45 SERV. DATE

46 SERV. UNITS

47 TOTAL CHARGES

48 NON-COVERED CHARGES

49

1

1

2

2

3

3

4

4

5

5

6

6

7

7

8

8

9

9

10

10

11

11

12

12

13

13

14

14

15

15

16

16

17

17

18

18

19

19

20

20

21

21

22

22

PAGE

23

OF

TOTALS

CREATION DATE

50 PAYER NAME

52 REL.
INFO

51 HEALTH PLAN ID

53 ASG.
BEN.

23

55 EST. AMOUNT DUE

54 PRIOR PAYMENTS

56 NPI

A

57

A

B

OTHER

B

PRV ID

C

58 INSURED’S NAME

C

62 INSURANCE GROUP NO.

61 GROUP NAME

59 P. REL 60 INSURED’S UNIQUE ID

A
B

Enter the appropriate
HCPCS code for
GIVLAARI: J0223
(injection, givosiran,
0.5 mg).

LOCATOR 47
Enter the total charge for each
line item.

C

65 EMPLOYER NAME

64 DOCUMENT CONTROL NUMBER

63 TREATMENT AUTHORIZATION CODES
A

A

B

B
C

67
I

A
J

69 ADMIT
70 PATIENT
DX
REASON DX
PRINCIPAL PROCEDURE
a.
74
CODE
DATE

B
K
a

b

C
L

OTHER PROCEDURE
CODE
DATE

b.

OTHER PROCEDURE
CODE
DATE

e.

c

D
M

71 PPS
CODE
OTHER PROCEDURE
CODE
DATE

E
N
75

72
ECI

F
O
a
76 ATTENDING

G
P
b
NPI

LAST
c.

OTHER PROCEDURE
CODE
DATE

d.

OTHER PROCEDURE
CODE
DATE

77 OPERATING

81CC
a

80 REMARKS

78 OTHER

b

LAST

c

79 OTHER

d
UB-04 CMS-1450

APPROVED OMB NO. 0938-0997

LAST

NUBC

™

National Uniform
Billing Committee

H
Q
c

68

73

QUAL
FIRST

NPI

LAST

Please see Important Safety Information on page 3
and full Prescribing Information.

30

LOCATOR 46
Enter the number of service units
for each line item.

B

C

66
DX

44

LOCATOR 45
Enter the service date.

A

C

LOCATOR

LOCATOR
LOCATOR 40
®
Enter
Enter the
the GIVLAARI
GIVLAARI® (givosiran)
(givosiran)
HCPCS
code
J0223
HCPCS code J0223 on
on the
the first
first
line
line and
and the
the CPT
CPT code
code 96372
96372
for
for drug
drug administration
administration on
on the
the
second
line.
second line.

LOCATOR 66
Enter “0” to indicate use of the
ICD-10-CM diagnosis coding
system.

QUAL
FIRST

NPI

QUAL
FIRST

NPI

QUAL
FIRST

THE CERTIFICATIONS ON THE REVERSE APPLY TO THIS BILL AND ARE MADE A PART HEREOF.

LOCATOR 67
Enter the primary diagnosis code.

Clean claim filing checklist
Select the appropriate primary diagnosis
Confirm appropriate clinical documentation to support diagnosis
Understand any payer-specific requirements (prior authorization, coding details, etc)
Utilize all appropriate ICD-10, CPT®, HCPCS, and Revenue codes
•F
 or all claims in the hospital outpatient department setting, use HCPCS code J0223

(Injection, givosiran, 0.5 mg) for dates of service on or after July 1, 2020a
–R
 emember: Billing Unit = 0.5 mg

•R
 emember to use the sample claim form on page 30 as a guide

Anticipate requests from payers for additional clinical information prior to claims being
processed for payment

It is always the provider’s responsibility to determine the appropriate
healthcare setting and to submit true and correct claims for those
products and services rendered. Contact third-party payers for
specific information on their coding and payment policies

H
 CPCS codes for GIVLAARI® (givosiran) will vary for dates of service prior to July 1, 2020.

a

Please see Important Safety Information on page 3
and full Prescribing Information.
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Copay Claim
Submission Guide

Please see Important Safety Information on page 3 and full Prescribing Information.

Copay claim submission
The following outline will show you how to submit a medical benefits claim,
pharmacy claim, or mail-in rebate for GIVLAARI® (givosiran). Before submitting a claim,
please ensure the following:
• The patient is enrolled in Alnylam Assist™ (via the Start Form found at AlnylamAssist.com)
• The patient’s benefits have been verified
• The patient has provided his or her medical benefit or pharmacy member number

Upon a patient’s enrollment into the copay program, an Alnylam Case Manager will provide your practice
with the patient’s Payer ID, Group Number, and Member Number required to submit a copay claim.

Please see Important Safety Information on page 3
and full Prescribing Information.
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Submitting copay claims for GIVLAARI® (givosiran)
SUBMIT THE PRIMARY CLAIM TO THE PATIENT'S PRIMARY INSURANCE

MEDICAL
BENEFITS
CLAIMS

PHARMACY
CLAIMS
MAIL-IN
REBATEa

Receive a line level explanation of
benefits (EOB) from the payer

Submit the secondary claim to
TrialCard® electronically or via fax
Electronic claim: 837/835 ANSI X12
Fax claim: CMS 1500 or UB-04 to
833-664-7215

Claim will be processed

TrialCard's claim processor
will send payment via check
or electronically

Primary claim is submitted to
the payer

SUBMISSION BY
YOUR PRACTICE

SUBMISSION BY
PATIENT

Patient’s dedicated Case
Manager sends rebate form
upon request

Patient’s dedicated Case
Manager sends rebate form
upon request

Receive Line Level EOB from
the payer

Patient pays copay to provider

Submit EOB and rebate form
to TrialCard

Patient submits receipt and
rebate form to TrialCard

Mail claim to:
Alnylam AssistTM Copay Program
GIVLAARI (givosiran)
2250 Perimeter Park Drive, Suite 300
Morrisville, NC 27560

TrialCard will process the
claim and send payment to
the provider or patient
Medical Benefits or Pharmacy Claims.

a

TrialCard® is a registered trademark of TrialCard Incorporated.

Please see Important Safety Information on page 3
and full Prescribing Information.
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Process a coordination of
benefits (COB) claim

Claim and payment will be
processed by the pharmacy
claim processor

For questions about claims
submissions, please contact
the Alnylam AssistTM Copay
Program at 855-426-1093.

Dosing and
Administration Guide
INDICATION
GIVLAARI® (givosiran) is indicated for the treatment of adults with
acute hepatic porphyria (AHP).

IMPORTANT SAFETY INFORMATION
Contraindications
GIVLAARI is contraindicated in patients with known severe
hypersensitivity to givosiran. Reactions have included anaphylaxis.

Please see Important Safety Information on page 3 and full Prescribing Information.

Overview of GIVLAARI® (givosiran)
GIVLAARI is indicated for the treatment of adults with acute hepatic porphyria (AHP).
GIVLAARI is a double-stranded RNAi therapeutic specifically targeting ALAS1 mRNA, reducing ALAS1 mRNA levels and leading
to reductions in urinary ALA and PBG.

GIVLAARI dosing1
Weight-based dosing with GIVLAARI
The recommended dose of GIVLAARI is 2.5 mg/kg administered via subcutaneous injection once monthly. Dosing is based on
actual body weight.
Dose Modification for Adverse Reactions:
In patients with severe or clinically significant transaminase elevations, who have dose interruption and subsequent improvement,
reduce the dose to 1.25 mg/kg once monthly. In patients who resume dosing at 1.25 mg/kg once monthly without recurrence of
severe or clinically significant transaminase elevations, the dose may be increased to the recommended 2.5 mg/kg once monthly.
The following chart contains several illustrative dosing calculations. These examples are not intended to replace your clinical
judgment. Confirm all calculations prior to GIVLAARI administration.
• GIVLAARI is a ready-to-use solution that does not require additional reconstitution or dilution prior to administration,
supplied in single-dose vials of 189 mg/mL
• Calculate volume required based on recommended dosage: patient weight in kg × 2.5 mg/kg × 1 mL/189 mg = mL of
GIVLAARI to administer
• If the total volume of GIVLAARI per dose is >1.5 mL, divide the dose into multiple injections of approximately equal volumes

DOSING BY WEIGHT
GIVLAARI
DOSE

2.5
mg/kg

*

BODY WEIGHT
(kg)

TOTAL DOSE
VOLUME*
(mL)

40

0.5

50

0.7

60

0.8

70

0.9

80

1.1

90

1.2

100

1.3

110

1.5

120

1.6†

Volumes rounded to nearest 0.1 mL (eg, 0.55 mL was rounded to 0.6 mL).
Divide doses requiring volumes >1.5 mL equally into multiple syringes.

†

Please see Important Safety Information on page 3
and full Prescribing Information.
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NUMBER OF
VIALS

INJECTION(S)

1 injection in a 1-mL syringe

1 injection in a 3-mL syringe

2 injections:
1. 0.8 mL in a 1-mL syringe
2. 0.8 mL in a 1-mL syringe

GIVLAARI® (givosiran) administration instructions1
•E
 nsure that medical support is available to appropriately manage anaphylactic reactions when administering GIVLAARI
• GIVLAARI is intended for subcutaneous use by a healthcare professional only

Supplies needed

alcohol
swab
ol alcohol
alcoahb swab
sw

Product vial

Sterile syringe(s)
(1 mL or 3 mL)

21G or larger
needle to
withdraw product
from vial

25G or 27G needle
with 1/2" or 5/8" length
for subcutaneous
administration

Alcohol swabs

Sharps
container for
needle disposal

Preparing the GIVLAARI dose2
• Use aseptic technique
•C
 alculate the required volume of GIVLAARI based on the recommended weight-based dosage
•G
 IVLAARI is a sterile, preservative-free, clear, colorless-to-yellow solution. As with all parenteral drug products, inspect
the solution for particulate matter and discoloration prior to administration
1. T
	 o withdraw GIVLAARI solution, hold the vial upright or tilt at a slight angle and ensure the
flat edge of the needle is pointed downwards
2.	Gently draw up the necessary volume(s) of GIVLAARI solution with a 21G or larger needle
into either:
 A sterile 1-mL syringe for volumes up to 1 mL or
 A sterile 3-mL syringe for volumes >1 mL, up to a maximum of 1.5 mL
3.	Point the needle and syringe straight upwards and tap the syringe to move any air
bubbles to the top
4.	Once the air bubbles are at the top, gently push the plunger to expel the bubbles from
the syringe
 C heck to make sure you still have the correct amount of GIVLAARI in the syringe
5.	Once the dose is prepared and in the administration syringe(s), replace the 21G or larger
needle with either a 25G or 27G needle
 N ote: Do not advance GIVLAARI into the 25G or 27G needle

IMPORTANT SAFETY INFORMATION
Anaphylactic Reaction
Anaphylaxis has occurred with GIVLAARI treatment (<1% of patients in clinical trials). Ensure that medical support is available to
appropriately manage anaphylactic reactions when administering GIVLAARI. Monitor for signs and symptoms of anaphylaxis. If
anaphylaxis occurs, immediately discontinue administration of GIVLAARI and institute appropriate medical treatment.

Please see Important Safety Information on page 3
and full Prescribing Information.
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Choosing and preparing the injection site1
Sites for
injection

Recommended
area for
abdomen
injections

• You may inject GIVLAARI® (givosiran) into the abdomen, the back or side of
the upper arms, or the thighs
–R
 otate injection sites
– Note:
 W hen administering subcutaneous injections into the abdomen,
avoid a 5.0-cm diameter circle around the navel
 I f more than one injection is needed for a single dose of
GIVLAARI, the injection sites should be at least 2 cm apart from
previous injection locations
– Clean the area you intend to inject with an alcohol swab and wait for
the area to dry completely

DO NOT ADMINISTER INJECTIONS1:
• In areas that are reddened, inflamed, or swollen
• Into scar tissue

IMPORTANT SAFETY INFORMATION
Hepatic Toxicity
Transaminase elevations (ALT) of at least 3 times the upper limit of normal (ULN) were observed in 15% of patients treated
with GIVLAARI in the placebo-controlled trial. Transaminase elevations primarily occurred between 3 to 5 months following
initiation of treatment.
Measure liver function tests prior to initiating treatment with GIVLAARI, repeat every month during the first 6 months of treatment,
and as clinically indicated thereafter. Interrupt or discontinue treatment with GIVLAARI for severe or clinically significant
transaminase elevations. In patients who have dose interruption and subsequent improvement, reduce the dose to 1.25 mg/kg
once monthly. The dose may be increased to the recommended dose of 2.5 mg/kg once monthly if there is no recurrence of
severe or clinically significant transaminase elevations at the 1.25 mg/kg dose.

Please see Important Safety Information on page 3
and full Prescribing Information.

38

Administering GIVLAARI® (givosiran)2
1. 	Ensure proper injection technique. Do not inject into a vein or muscle
2.	With your free hand, pinch the skin at the injection site and insert the needle at a right
angle (90 degrees) to deliver the injection just below the skin
 In patients with little subcutaneous tissue or if the needle size is longer than 1 inch,
the needle should be inserted at a 45-degree angle
 D o not press down on the plunger while piercing the skin
subcutaneous layer

3.	Once the needle is inserted through the skin, release the pinched skin and administer
the dose in a slow and steady manner
 N ote: Do not aspirate after inserting the needle to prevent tissue damage,
hematoma, and bruising
4.	Once GIVLAARI has been administered, count for at least 5 seconds before
withdrawing the needle from the skin
5.	Lightly press gauze or cotton ball on the injection site as needed. Do not put the
needle cap back on

subcutaneous layer

6.	GIVLAARI vials are for single use only. Discard unused portion of the drug. Dispose of
needles, syringes, and needle caps in a locally approved sharps disposal container

In case of a missed dose1
If a dose is missed, administer GIVLAARI as soon as possible.
Resume dosing at monthly intervals following administration
of the missed dose.

IMPORTANT SAFETY INFORMATION
Injection Site Reactions
Injection site reactions were reported in 25% of patients receiving GIVLAARI in the placebo-controlled trial. Symptoms included
erythema, pain, pruritus, rash, discoloration, or swelling around the injection site. One (2%) patient experienced a single, transient,
recall reaction of erythema at a prior injection site with a subsequent dose administration.

Please see Important Safety Information on page 3
and full Prescribing Information.
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How GIVLAARI® (givosiran) is supplied1
•G
 IVLAARI is a ready-to-use solution supplied in single-dose vials of 189 mg/mL in cartons containing one vial

Storage and handling1

Keep in carton

Store at 2°C to 25°C
(36°F to 77°F)

Do not freeze2

IMPORTANT SAFETY INFORMATION
Renal Toxicity
Increases in serum creatinine levels and decreases in estimated glomerular filtration rate (eGFR) have been reported during
treatment with GIVLAARI. In the placebo-controlled study, 15% of patients receiving GIVLAARI experienced a renally-related
adverse reaction. The median increase in creatinine at Month 3 was 0.07 mg/dL. Monitor renal function during treatment with
GIVLAARI as clinically indicated.

Please see Important Safety Information on page 3
and full Prescribing Information.
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Provider Readiness
Guide

Please see Important Safety Information on page 3 and full Prescribing Information.

Alnylam Assist™ is here to help
Alnylam Assist™ is dedicated to helping guide your patient through treatment with an Alnylam product.
Alnylam Assist™ offers support to help with:
• Securing access to an Alnylam product for your patient
• Initiating treatment for your patient
• Ordering product
For more information about how Alnylam Assist™ can help your patients, visit www.AlnylamAssist.com.

Preparing for the coverage and
reimbursement process
When prescribing an Alnylam product, please refer to the steps below.
With payers

1

Contact the payers through whom your patient has insurance coverage (commercial, local
Medicare Administrative Contractor, State Medicaid, etc.) for additional information regarding
appropriate coverage, coding, and payment policies.
• For example, discuss the payment methodology for the appropriate Healthcare Common Procedure
Coding System (HCPCS) code with payers and what constitutes a clean claim

2
3

• Review the payer-specific coverage requirements and key medical necessity criteria
• Ensure accurate and proper chart documentation

With your practice

4

Know who in your practice is responsible for each of the
following tasks:
• Receiving benefit verification information
• Submitting prior authorization/precertification, if required
• Discussing financial obligations with patients
• Scheduling appointments for drug administration
• Ordering product for your patients
• Submitting claims to payers

Please see Important Safety Information on page 3
and full Prescribing Information.
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The Alnylam Assist™ team includes
Field Reimbursement Directors
who are knowledgeable in chart
documentation best practices and
billing and coding requirements for
Alnylam products. They can answer
your questions on these topics.

5
6

Update charge master/electronic billing system to
ensure that the Alnylam product is recognized.
Anticipate requests from payers for clinical documentation
if filing a claim for an Alnylam product.

Initiating therapy
When preparing to treat a patient with an Alnylam product at your practice, follow the steps below to help
enable patient access, proper claims submission, and reimbursement.

1

Together with your patient, complete the Alnylam Assist™ Start Form to enroll your patient in
Alnylam Assist™.
• Your patient's Alnylam Case Manager will initiate verification of benefits and eligibility
assessment for patient financial assistance, if appropriate.
• To access the Alnylam Assist™ Start Form, visit www.AlnylamAssist.com

2
3
4

Schedule the patient for treatment.
Work with Alnylam Assist™ to determine the method for ordering product.
• Alnylam Assist™ will send your patient's prescription to a specialty pharmacy and/or provide you with
details about a specialty distributor. For some patients, home administration may also be an option
depending on their insurance coverage.
After treatment, complete and submit the claim to the payer, if appropriate.

To get started, go to www.AlnylamAssist.com
and complete the Alnylam Assist™ Start Form
with your patient.

Please see Important Safety Information on page 3
and full Prescribing Information.
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Monday–Friday, 8am–6pm ET
: 1-833-256-2748 |
: 1- 833-256-2747

To learn more about GIVLAARI® (givosiran),
visit www.GIVLAARIHCP.com.

References: 1. GIVLAARI [package insert]. Cambridge, MA: Alnylam Pharmaceuticals, Inc; 2019. 2. Data on File. Alnylam Pharmaceuticals, Inc; 2019.

Please see Important Safety Information on page 3
and full Prescribing Information.
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