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Product Information

INDICATIONS

GAVRETO® (pralsetinib) is indicated for the treatment of:

* Adult patients with metastatic rearranged during transfection (RET) fusion-positive non-small cell lung cancer
(NSCLC) as detected by an FDA approved test

* Adult and pediatric patients 12 years of age and older with advanced or metastatic RET-mutant medullary thyroid
cancer (MTC) who require systemic therapy

¢ Adult and pediatric patients 12 years of age and older with advanced or metastatic RET fusion-positive thyroid
cancer who require systemic therapy and who are radioactive iodine-refractory (if radioactive iodine is appropriate)

These indications are approved under accelerated approval based on overall response rate and duration of response.
Continued approval for these indications may be contingent upon veri cation and description of clinical bene t in
con rmatory trials.

IMPORTANT SAFETY INFORMATION

Interstitial Lung Disease (ILD)/Pneumonitis occurred in 10% of patients who received GAVRETO, including 2.7% with
Grade 3/4, and 0.5% with fatal reactions. Monitor for pulmonary symptoms indicative of interstitial lung disease (ILD)/
pneumonitis. Withhold GAVRETO and promptly investigate for ILD in any patient who presents with acute or worsening
of respiratory symptoms (e.g., dyspnea, cough, and fever). Withhold, reduce dose or permanently discontinue
GAVRETO based on severity of con rmed ILD.

Hypertension occurred in 29% of patients, including Grade 3 hypertension in 14% of patients. Overall, 7% had their
dose interrupted and 3.2% had their dose reduced for hypertension. Treatment-emergent hypertension was most
commonly managed with anti-hypertension medications. Do not initiate GAVRETO in patients with uncontrolled
hypertension. Optimize blood pressure prior to initiating GAVRETO. Monitor blood pressure after 1 week, at least
monthly thereafter and as clinically indicated. Initiate or adjust anti-hypertensive therapy as appropriate. Withhold,
reduce dose, or permanently discontinue GAVRETO based on the severity.

Hepatotoxicity: Serious hepatic adverse reactions occurred in 2.1% of patients treated with GAVRETO. Increased
aspartate aminotransferase (AST) occurred in 69% of patients, including Grade 3/4 in 5% and increased alanine
aminotransferase (ALT) occurred in 46% of patients, including Grade 3/4 in 6%. The median time to rst onset for
increased AST was 15 days (range: 5 days to 1.5 years) and increased ALT was 22 days (range: 7 days to 1.7 years).
Monitor AST and ALT prior to initiating GAVRETO, every 2 weeks during the rst 3 months, then monthly thereafter
and as clinically indicated. Withhold, reduce dose or permanently discontinue GAVRETO based on severity.

Grade 3 hemorrhagic events occurred in 2.5% of patients treated with GAVRETO including one patient with a fatal
hemorrhagic event. Permanently discontinue GAVRETO in patients with severe or life-threatening hemorrhage.

Tumor Lysis Syndrome (TLS):Cases of TLS have been reported in patients with medullary thyroid carcinoma receiving
GAVRETO. Patients may be at risk of TLS if they have rapidly growing tumors, a high tumor burden, renal dysfunction,
or dehydration. Closely monitor patients at risk, consider appropriate prophylaxis including hydration, and treat as
clinically indicated.

Impaired wound healing can occur in patients who receive drugs that inhibit the vascular endothelial growth factor
(VEGF) signaling pathway. Therefore, GAVRETO has the potential to adversely a ect wound healing. Withhold
GAVRETO for at least 5 days prior to elective surgery. Do not administer for at least 2 weeks following major
surgery and until adequate wound healing. The safety of resumption of GAVRETO after resolution of wound healing
complications has not been established.

Based on ndings from animal studies and its mechanism of action, GAVRETO can caustetal harm when administered
to a pregnant woman. Advise pregnant women of the potential risk to a fetus. Advise females of reproductive potential
to use e ective non-hormonal contraception during treatment with GAVRETO and for 2 weeks after the nal dose.
Advise males with female partners of reproductive potential to use e ective contraception during treatment with
GAVRETO and for 1 week after the nal dose. Advise women not to breastfeed during treatment with GAVRETO and
for 1 week after the nal dose.

Common adverse reactions ( 25%) were constipation, hypertension, fatigue, musculoskeletal pain and diarrhea.
Common Grade 3/4 laboratory abnormalities ( 2%) were decreased lymphocytes, decreased neutrophils, decreased
hemoglobin, decreased phosphate, decreased calcium (corrected), decreased sodium, increased aspartate
aminotransferase (AST) and alanine aminotransferase (ALT), decreased platelets and increased alkaline phosphatase.

Avoid coadministration of GAVRETO withstrong CYP3A inhibitors or combined P-gp and strong CYP3A inhibitors .
If coadministration cannot be avoided, reduce the GAVRETO dose. Avoid coadministration of GAVRETO witiirong
CYP3A inducers. If coadministration cannot be avoided, increase the GAVRETO dose.

Please click here to see the full Prescribing Information for GAVRETO.
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GAVRETO Dosing and Administration

The recommended starting dose is 400 mg orally once daily on an empty stomach (no food intake for at least 2 hours before
and at least 1 hour after taking GAVRETO). Continue treatment until disease progression or until unacceptable toxicity.

If a dose of GAVRETO is missed, it can be taken as soon as possible on the same day. Resume the regular daily dose
schedule for GAVRETO the next day. Do not take an additional dose if vomiting occurs after GAVRETO but continue
with the next dose as scheduled.

Select patients for treatment with GAVRETO based on the presence of RET positivity. An FDA-approved test for the
detection of RET gene fusion (thyroid cancer) and RET gene mutations is not currently available.

Recommended dosage reductions for GAVRETO in the event of adverse reactions

Dose reduction | Recommended dosage

First 300 mg once daily
Second 200 mg once daily
Third 100 mg once daily

Permanently discontinue GAVRETO in patients who are unable to tolerate 100 mg taken orally once daily.

Recommended dosage modi cations for adverse reactions

Adverse reaction STEVET WA Dosage modi cation

Grade 1 or 2 Withhold GAVRETO until resolution. Resume by reducing the dose by 100 mg.
ILD/Pneumonitis Permanently discontinue GAVRETO for recurrent ILD/pneumonitis.

Grade 3 or 4 Permanently discontinue for con rmed ILD/pneumonitis.

Withhold GAVRETO for grade 3 hypertension that persists despite optimal

Grade 3 antihypertensive therapy.
Hypertension Resume at a reduced dose when hypertension is controlled.
Grade 4 Discontinue GAVRETO.

Withhold GAVRETO and monitor AST/ALT once weekly until resolution to grade 1
or baseline.

Hepatotoxicity Grade 3 or 4 Resume at reduced dose.
If hepatotoxicity recurs at grade 3 or higher, discontinue GAVRETO.
. Withhold GAVRETO until recovery to baseline or grade 0 or 1.
Hemorrhagic events Grade 3 or 4 y 9

Discontinue GAVRETO for severe or life-threatening hemorrhagic events.

Withhold GAVRETO until improvement to grade 2.
Other adverse reactions Grade 3 or 4 Resume at reduced dose.
Permanently discontinue for recurrent grade 4 adverse reactions.

ALT=alanine transaminase; AST=aspartate transaminase; FDA=US Food and Drug Administration; ILD=interstitial lung disease; RET=rearranged
during transfection.

*Adverse reactions graded by the National Cancer Institute Common Terminology Criteria for Adverse Events (NCI-CTCAE) version 4.03.

Please see the Important Safety Information on page 3 and click here to see the full Prescribing Information for GAVRETO. 4
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Additional Recommended
Dose Modi cations for GAVRETO

Recommended dosage modi cations for GAVRETO for coadministration with combined P-gp and
strong CYP3A inhibitors

Current GAVRETO dosage | Recommended GAVRETO dosage

400 mg orally once daily 200 mg orally once daily
300 mg orally once daily 200 mg orally once daily
200 mg orally once daily 100 mg orally once daily

Recommended dosage modi cation for GAVRETO for coadministration with
strong CYP3A inducers

Avoid coadministration of GAVRETO with strong CYP3A inducers. If coadministration with a strong CYP3A inducer
cannot be avoided, increase the starting dose of GAVRETO to double the current GAVRETO dosage starting on Day 7
of coadministration of GAVRETO with the strong CYP3A inducer. After the inducer has been discontinued for at least
14 days, resume GAVRETO at the dose taken prior to initiating the strong CYP3A inducer.

CYP3A=cytochrome P450, family 3, subfamily A; P-gp=P-glycoprotein.

Please see the Important Safety Information on page 3 and click here to see the full Prescribing Information for GAVRETO.
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GAVRETO Ordering Information:

Authorized Specialty Pharmacies (SPs)

GAVRETO is available through a network of authorized SPs.*

Authorized SPs

Specialty pharmacy ‘ Phone ‘ Fax ‘ Website
AcariaHealth 800-511-5144 877-541-1503 www.acariahealth.com
Accredo 888-608-9010 888-302-1028 www.accredo.com

AllianceRx Walgreens Prime

888-347-3416

877-231-8302

www.alliancerxwp.com

Avella Specialty Pharmacy

877-546-5779

877-546-5780

www.avella.com

Axium Healthcare Puerto Rico/Kroger
Specialty Pharmacy (Puerto Rico only)

787-780-7200

787-779-1430

Www.axiumpr.com

Biologics

800-850-4306

800-823-4506

www.biologicsinc.com

CVS Specialty

800-237-2767

800-323-2445

www.cvsspecialty.com

Diplomat Specialty Pharmacy

866-311-9966

866-208-4142

www.diplomat.is

Humana Specialty Pharmacy

800-457-4708

888-556-2128

www.humana.com/provider/pharmacy-
resources/tools/specialty-pharmacy

Onco360

877-662-6633

877-662-6355

www.onco360.com

OptumRXx (formerly BriovaRXx)

855-427-4682

800-218-3221

https://specialty.optumrx.com

PerformSpecialty

855-287-7888

844-489-9565

www.performspecialty.com

Special Care Pharmacy Services
(Puerto Rico)

787-783-8579
787-781-4585
888-727-1727

787-783-2951
787-706-0405
888-341-1586

WWW.SCPSpr.com

US Bioservices (a Division of
AmerisourceBergen Specialty Group)

877-757-0667

888-418-7246

www.usbioservices.com

A list of authorized SPs is available at Genentech-Access.com/GAVRETO.

*Genentech and Blueprint Medicines do not in uence or advocate the use of any one specialty pharmacy. We make no representation or guarantee of

any service or coverage of any item.

Please see the Important Safety Information on page 3 and click here to see the full Prescribing Information for GAVRETO.
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GAVRETO Ordering Information:
Authorized Specialty Distributors

The following specialty distributors are authorized to supply GAVRETO to quali ed accounts.*

Authorized specialty distributors

Distributor

ASD Healthcare (a Division of
AmerisourceBergen Specialty Group)

|Phone

800-746-6273

| Fax

800-547-9413

| Website

www.asdhealthcare.com

Besse Medical (a Division of
AmerisourceBergen Specialty Group)

800-543-2111

800-543-8695

www.besse.com

BioSolutions Direct (a Division of
AmerisourceBergen Specialty Group)

866-860-3565

888-899-0063

www.biosolutionsdirect.com

Cardinal Health Specialty Distribution

800-926-3161

888-345-4916

specialtyonline.cardinalhealth.com

Cesar Castillo (Puerto Rico only)

787-999-1616

787-999-1614

www.cesarcastillo.net

CuraScript SD

877-599-7748

800-862-6208

www.curascriptsd.com

Dakota Drug

866-210-5887

763-421-0661

www.dakdrug.com/ddos

DMS Pharmaceutical

877-788-1100

847-518-1105

dmspharma.com/store.htm

McKesson Plasma and Biologics (MPB)

877-625-2566

888-752-7626

connect.mckesson.com

McKesson Specialty Health

855-477-9700

800-289-9285

mscs.mckesson.com

Oncology Supply (a Division of

800-633-7555

800-248-8205

www.oncologysupply.com

AmerisourceBergen Specialty Group)

National Drug Codes (NDCs)tt for GAVRETO

GAVRETO capsules are supplied in the following quantities based on daily dosage. The recommended starting dose of
GAVRETO is 400 mg (four 100-mg capsules) once daily, which is equivalent to two 60-count bottles for a 30-day supply.
Please see full Prescribing Information for complete dosing instructions®

| 11-digit NDC
50242-0210-60

10-digit NDC
50242-210-60

Description
GAVRETO 100-mg capsule, bottle of 60

50242-210-90 50242-0210-90 GAVRETO 100-mg capsule, bottle of 90

*Genentech and Blueprint Medicines do not in uence or advocate the use of any one specialty distributor. We make no representation or guarantee of
any service or coverage of any item.

TSome payers may require each NDC to be listed on the claim. Payer requirements regarding the use of NDCs may vary. Electronic data exchange
generally requires use of the 11-digit NDC.

fThese codes are not all-inclusive; appropriate codes can vary by patient, setting of care and payer. Correct coding is the responsibility of the provider
submitting the claim for the item or service. Please check with the payer to verify codes and special billing requirements. Genentech and Blueprint
Medicines do not make any representation or guarantee concerning reimbursement or coverage for any service or item.

SStorage: Store at 20°C to 25°C (68°F to 77°F); excursions are permitted from 15°C to 30°C (59°F to 86°F). Protect from moisture.

Please see the Important Safety Information on page 3 and click here to see the full Prescribing Information for GAVRETO. 7
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Genentech Patient Support Services
for GAVRETO

We believe every person who has been prescribed GAVRETO should get the medicine they need. We o er programs to
help make this happen.

For people who need help understanding health insurance coverage
» and costs related to GAVRETO:
GAVRETO ACCESS SOLUTIONS

For people who do not have health insurance coverage or who have
@ concerns about the cost of GAVRETO and meet certain eligibility criteria:

= GENENTECH PATIENT FOUNDATION

For people who have insurance, but need help with I

out-of-pocket costs:

AFFORDABILITY OPTIONS

help determining which support service is right for them:

Q For people who have general questions about GAVRETO or need

GENENTECH PATIENT RESOURCE CENTER

If you have questions about GAVRETO and our support options, call the

Genentech Patient Resource Center at (877) GENENTECH/(877) 436-3683.

Please see the Important Safety Information on page 3 and click here to see the full Prescribing Information for GAVRETO. 8
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Get Started With Genentech
Patient Support Services for GAVRETO

PATIENTS always complete the Patient Consent Form

PRESCRIBERS choose a form based on speci ¢ patient needs

All patients Patients eligible for free medicine
AN ®
@ <)

GAVRETO Access Solutions Genentech Patient Foundation

If the patient needs: If the patient meets income requirements

 Help understanding coverage and has:

* Financial assistance to help * No insurance

pay for their co-pays « Insurance but no coverage

» Educational support « Insurance with coverage but is struggling
with high out-of-pocket costs and meets
eligibility criteria

J J

Complete the Prescriber Service Form Complete the Prescriber Foundation Form

Finding and submitting the forms
Be sure to submit the patient and prescriber forms together for fast and e cient processing.

Patient Consent Form Prescriber Service Form Prescriber Foundation Form

Where Genentech-Access.com/ Genentech-Access.com/ GenentechPatientFoundation.com
to nd PatientConsent GAVRETO

R E-Submit R Quick Enroll R Quick Enroll
How B Text a photo R Online via My Patient Solutions | & Online via My Patient Solutions
to submit | @& Fax @ Fax B Fax

R Upload to My Patient Solutions®

for Health Care Practices

Please see the Important Safety Information on page 3 and click here to see the full Prescribing Information for GAVRETO.
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Tips to Give Your Patients When
Completing the Patient Consent Form

The Patient Consent Form is a form completed by the patient. It gives permission for Genentech to work

with you and the patient’s health insurance plan.

Pages 1 and 2 of this form include instructions for patients, helpful terminology and a full explanation of what this
consent covers once the patient signs it. The Patient Consent Form must be signed and dated by the patient or the

patient’s legal guardian/authorized person.*

Patient Information:

* Ensure the patient’s appropriate contact
information is completed so GAVRETO
Access Solutions may follow up with the
patient as necessary

Section 1—Required Signature and Date:

* GAVRETO Access Solutions isiot able to
help the patient unless this section is
signed and dated by the patient or the
patient’s legal guardian/authorized person

Section 2—Financial Eligibility Information:

* Have your patients complete this
section if they think they might qualify
for free medicine from the Genentech
Patient Foundation

Q Section 3—Optional Contact From
Genentech:

* Have your patients complete this
section if they would like to enroll
in optional and disease-specic
education, support programs, market
research and communication that
may be considered marketing

PATIENT CONSENT FORM

.of
Zeece #T1% 1Y,
Genentech | ACCESS) SOLUTIONS o

Zoece 27,%,0et

R, T

O O« O+

3
D %o o b2
" : CLtICK TO EE~—
— ~ ENLARGE
FORM
. - &fenn
(e .. €1 fon [Jestfons ... €Frtm [t efonm
%o [ 7
. D4 EE oo’ ——
% ™
%o " [ 2
. D4 EE o' ——
%%or ’
Z, ¢¢— * Z%2YR%YoeZY

S Cef

Stut, EEEEIREN . T Eo-Hop 12yt e, ot

Patients should consider completing all sections of the Patient Consent Form to receive

additional support from these programs, if they are eligible.

*Only the information requested on these forms is required. Providing unrequested documents or information will delay processing.

Please see the Important Safety Information on page 3 and click here to see the full Prescribing Information for GAVRETO. 10
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Tips for Completing and Submitting

the Prescriber Service Form

The Prescriber Service Form is lled out by the health care provider and is used to collect the patient’s health insurance

and treatment information.*

Services Requested:

¢ If no services are requested, GAVRETO Access Solutions will perform
a bene ts investigation (BI) on behalf of the patient and provide
resources as your practice prepares a prior authorization (PA)T

e Patient Information:

* Be sure to complete all required elds

Insurance Information:

¢ Enter both primary and secondary insurance informationor attach
a copy of the patient’s insurance card(s)

¢ If the patient is not insured, please contact the Genentech
Patient Foundation

Patient’s Therapy:
* Check the box for GAVRETO

¢ List all medications used in combination with the patient’s therapy
for a regimen BI

Diagnosis and Clinical Information:

* Enter the primary (and secondary, if applicable) ICD-10-CM code(s)
associated with the patient’s disease state

¢ Indicate the clinical stage, line of therapy and any other prior treatments

Prescriber Information:

* When you complete the Prescriber Service Form via My Patient Solutions®
for Health Care Practices, this information is automatically prepopulated

GAVRETO Prescription:
¢ Complete the prescription information for GAVRETO
— Here you can apply for SureStart®

Prescriber Certi cation:

¢ By submitting this form, you are agreeing to the terms outlined in
Step 5 of the form

* A signature is required

ICD-10-CM=International Classi cation of Diseases, 10th Revision, Clinical Modi cation.

ENTA
TN

iber Service Form
[—

Page 2

Service Form

*Only the information requested on these forms is required. Providing unrequested documents or information will delay processing.

TNo action will be taken until we have a signed Patient Consent Form.

Please see the Important Safety Information on page 3 and click here to see the full Prescribing Information for GAVRETO.
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Tips for Completing and Submitting
the Prescriber Foundation Form

The Prescriber Foundation Form is lled out by the health care provider and is used to collect the patient’s treatment
information and determine eligibility for free GAVRETO from the Genentech Patient Foundation.*

Patient Eligibility:

¢ Check the box to indicate your patient’s
eligibility status

Patient Information:

* Be sure to complete the rst name, last

name, date of birth and applicable address o ™ .
form elds, as these are required e e
* Indicate your patient’s preferred language
— Unless you indicate otherwise on the N
form, the Genentech Patient Foundation .
may reach out to your patient for any . .
missing information : GLICKTO : '
Treatment Information: .... FORM

* Enter the appropriate Genentech medicine

¢ Indicate whether the patient has
started treatment

* Enter the appropriate ICD-10-CM
diagnosis code(s)

Shipment Information:

* Be sure to complete the shipment option
and shipment address

Prescription Information:

* Enter the appropriate Genentech medicine,
dosing, frequency and re lls

Prescriber Information:

¢ Enter the prescriber information

Health Care Provider Certi cation:
¢ Read this information carefully

* Be sure to sign and date the Prescriber
Foundation Form, as it is a required eld

GENENTECH
PATIENT FOUNDATION
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*Only the information requested on these forms is required. Providing unrequested documents or information will delay processing.

Please see the Important Safety Information on page 3 and click here to see the full Prescribing Information for GAVRETO. 12
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GAVRETO Access Solutions
Your Resource for Helpful
Access and Reimbursement Support

GAVRETO Access Solutions provides helpful access and reimbursement support to assist your patients and practice
after GAVRETO is prescribed.*

We can help by providing:
Bene ts investigations (BIs)
Prior authorization (PA) resources
Information about authorized specialty pharmacies (SPs) and specialty distributors
Resources for denials and appeals

Referrals to appropriate nancial assistance options

*The completion and submission of coverage- or reimbursement-related documentation are the responsibility of the patient and health care provider.
Genentech makes no representation or guarantee concerning coverage or reimbursement for any service or item. Genentech provides coverage and
reimbursement services to patients to help them understand bene ts, coverage and reimbursement. Genentech provides these services to patients
only after a health care provider has prescribed a Genentech product.

Please see the Important Safety Information on page 3 and click here to see the full Prescribing Information for GAVRETO. 13
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Access Solutions

Navigating the Approval Process

We work closely with your practice, patients and their caregivers to help patients begin and continue
to access GAVRETO.*

Typlcal approval process @ %
=&n
e p  PAapproved --ocoecee ) Patient proceeds
: with GAVRETO
acquisition
.............. } }
——>
HCP prescribes GAVRETO Access Solutions  HCP submits PA for @ [7
GAVRETO completes a Bl to con rm GAVRETO (GAVRETO  :
coverage and bene ts Access Solutions may e b PAdenied oo ) HCP may navigate
provide PA resources) a PA denial
(GAVRETO Access

Solutions may
provide resources
for the appeal)

Con rming coverage and bene ts
GAVRETO Access Solutions can conduct a Bl to help you determine:

If GAVRETO is covered

If PAs are required

Which SP the health insurance plan prefers

If nancial assistance might be needed

HCP=health care professional.

*The completion and submission of coverage- or reimbursement-related documentation are the responsibility of the patient and health care provider.
Genentech and Blueprint Medicines make no representation or guarantee concerning coverage or reimbursement for any service or item.

Please see the Important Safety Information on page 3 and click here to see the full Prescribing Information for GAVRETO. 14
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Access Solutions

PA Resources

The information shown below may be required by payers to obtain a PA; however, individual payers may have their own
forms or requirements.

PA checklist*

Use this checklist to help you navigate the approval process in the likely event that GAVRETO requires a PA.

Complete and submit the PA form as required by the payer. Information required may include:
[ Patient’'s name and date of birth
[ Patient’s health insurance company and policy number
[ Patient’s diagnosis/ICD-10-CM code(s)
[ Provider details, specialty, contact information and NPl number
[ GAVRETO NDC, dosage, route of administration and estimated duration of treatment

If not part of the PA form it may be helpful to include the following:
[ Full Prescribing Information
[ Information related to the treatment decision
[] Peer-reviewed journal articles
[] Clinical practice guidelines including mutational testing

Include a comprehensive letter of medical necessity written on the provider’s letterhead that includes the following:
[] Patient’s current symptoms or condition
[] Rationale for treatment with GAVRETO
[] Patient-speci ¢ medical history related to the ICD-10-CM code(s)
[ Diagnostic test results
[] Previous treatments, duration and response or reason for discontinuation

If your patient’s request for a PA is not granted, your Genentech Field Reimbursement Manager (FRM) or
Case Manager can work with you to determine your next steps. For more information, see page 17

GAVRETO Access Solutions can help you identify the required forms and documents

for your submission to the health insurance plan.

ICD-10-CM=International Classi cation of Diseases, 10th Revision, Clinical Modi cation; NDC=National Drug Code; NPI=National Provider Identi er.

*The completion and submission of coverage- or reimbursement-related documentation are the responsibility of the patient and health care provider.
Genentech and Blueprint Medicines make no representation or guarantee concerning coverage or reimbursement for any service or item.

Please see the Important Safety Information on page 3 and click here to see the full Prescribing Information for GAVRETO.
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Access Solutions

Helping Patients With Coverage
Delays Through the SureStart® Program

While awaiting an insurance coverage determination, eligible patients may receive
free medicine through SureStart*

Eligible patients may receive up to a 2-month supply of GAVRETO

If you think your patient quali es for SureStart, submit the completed Prescriber
Service Form and the Patient Consent Form to GAVRETO Access Solutions

*The SureStart program provides eligible patients who have experienced an insurance coverage delay with a one-time free supply of GAVRETO

100 mg. There is no purchase of obligation by virtue of a patient’s receipt of the free supply. Requests for the GAVRETO cannot be processed without
a completed and signed 1) Genentech Oncology Prescriber Service Form and 2) Patient Consent Form. Patients must be prescribed GAVRETO for an
FDA-approved indication. Free product via the GAVRETO will be available through a non-commercial pharmacy neither the prescriber, the pharmacies,
nor any patients receiving free product via the GAVRETO may seek reimbursement or credit for all or any part of the bene t received by the patient
through this o er from any insurer, health plan, or government program. The GAVRETO cannot be counted towards any out-of-pocket costs under

any plan (such as true out-of-pocket cost under a Medicare Part D prescription drug plan). GAVRETO enroliment team may notify the patient’s insurer
that the patient is receiving a free supply of product from the program. Prescribers may not advertise or otherwise use the program as a means of
promoting their services or Genentech’s products to patients. This program is void where prohibited by law and may not be used in or by residents

of restricted states, if applicable. The free supply may not be sold, purchased or traded or o ered for sale, purchase or trade. This program is not a
bene t plan. Genentech reserves the right to discontinue or modify the terms of this program at any time, without notice.

Please see the Important Safety Information on page 3 and click here to see the full Prescribing Information for GAVRETO. 16




GAVRETO

Access Solutions

Navigating Denials and Appeals

If a plan issues a denial, the denial should be reviewed, along with the health insurance plan’s guidelines, to determine
what to include in your patient’s appeal submission. Here are some common reasons for coverage denials that may be
resolved through the appeals or formulary exception request processes.*t

New drug
Not yet reviewed by payer and considered nonformulary

PA required
PA not submitted with coverage request

Missing information
Coverage request is missing information or there was a data error

Insurance information
Patient’s insurance changed or coverage has lapsed

If a request for coverage of GAVRETO is denied, it may be resolved through the standard appeals process, which
consists of 3 levels:

e First-level appeal
_ Contact payer to request a reconsideration of the denial. This may include a “peer-to-peer” discussion with
: the medical reviewer.

Second-level appeal
At this step, the appeal is typically reviewed by a medical director of the plan to determine if the request
should be accepted within the coverage guidelines.

Independent external review
If attempts to appeal a coverage decision have not been successful, an external review can be conducted by
an independent third party to make a binding decision.

*Appeals cannot be completed or submitted by GAVRETO Access Solutions on your behalf.

TIn some cases it may be necessary to submit a formulary exception request to the payer.

Please see the Important Safety Information on page 3 and click here to see the full Prescribing Information for GAVRETO. 17




GAVRETO

Access Solutions

GAVRETO Appeals Request Checklist

If the patient’s health plan has not established coverage or has denied coverage for GAVRETO, it may be necessary to
submit an appeal or a formulary exception request.*

Below are some common questions and considerations for submitting an appeal. Remember, individual payers may
have their own forms or documentation requirements.

Review the denial letter or noti cation received
Understand why coverage for GAVRETO was denied and consider the following
common questions:

[] Has coverage for GAVRETO been established for the patient’s condition/diagnosis?

[] Did the PA include all information as required by the payer?

[] Was the health insurance information correct?

[ Did the patient’s health insurance change or coverage lapse?

Initiate the appeals process

Understand the payer’s speci ¢ process or requirements:
[] Use payer-speci c forms, if available
[J Follow the payer’s instructions on the appeals submission process and ling timelines
L] Include all required documentation such as:
¢ Letter of medical necessity
* Biomarker status
¢ Treatment rationale

GAVRETO Access Solutions can provide resources as you prepare an appeal submission,

per your patient’s health plan requirements.

*Appeals cannot be completed or submitted by GAVRETO Access Solutions on your behalf.

Please see the Important Safety Information on page 3 and click here to see the full Prescribing Information for GAVRETO. 18




GAVRETO

Access Solutions

Composing a Letter of
Medical Necessity and Appeal Letter

Considerations for Composing a Letter
of Medical Necessity
N This guide provides tips to help you draft a letter
' of medical necessity. A sample letter is also
o included for your reference.
R
Considerations for Composing
' an Appeal Letter
3 This guide provides tips to help you draft an
&

appeal letter. A sample letter is also included for
your reference.

) m il

These documents can be downloaded from Forms and Documents at

Genentech-Access.com/GAVRETO.

Please see the Important Safety Information on page 3 and click here to see the full Prescribing Information for GAVRETO. 19




GAVRETO Patient Education &

Access Solutions Treatment Support

Genentech-Access.com/GAVRETO
Online Information and Resources

Learn about our services

Find the right nancial assistance options for your patients*

Download, view or print the forms or documents you need
* View the most up-to-date list of specialty distributors or SPs

* Log in to or register for My Patient Solutions® for Health Care
Practices to enroll and manage your patients online

*Programs have speci c eligibility criteria.

Please see the Important Safety Information on page 3 and click here to see the full Prescribing Information for GAVRETO. 20




GAVRETO

Access Solutions

Work With GAVRETO Access Solutions
Online Using My Patient Solutions®
for Health Care Practices

My Patient Solutions is an online tool to help you enroll patients in
GAVRETO Access Solutions or the Genentech Patient Foundation and
manage your service requests.

With My Patient Solutions, you can:

* Message your GAVRETO Access Solutions or Genentech Patient
Foundation Specialist

* View and track your service requests
* View BI Reports
* See which service requests require action
¢ Filter and export your patient list
* View co-pay assistance status
* View Genentech Patient Foundation eligibility and coordinate shipments
* Follow up on PAs or appeals
— Download PA form (if available)
* Enroll and re-enroll patients
— Send your patients a link to the paperless Patient Consent Form

When using My Patient Solutions, you can search for service requests initiated online or via fax.

Please see the Important Safety Information on page 3 and click here to see the full Prescribing Information for GAVRETO. 21




GAVRETO

Access Solutions

Register for My Patient Solutions®
for Health Care Practices

My Patient Solutions o ers a simpli ed account registration process for practices with
multiple users and prescribers.

Visit Genentech-Access.com/GAVRETO and select the green
My Patient Solutions button in the top right corner.

Select REGISTER YOUR ACCOUNT in the top right corner.

Answer a series of questions to help you determine if My Patient Solutions
for Health Care Practices is right for you.

Enter your practice information:

* Be sure to scroll all the way to the bottom of the screen to read and agree to the entire
PRACTICE AGREEMENT

* Add other users, locations and prescribers as needed

Each user must activate his or her account and create an individual login after the practice has been registered.

Once the practice has been registered, each user will receive an email within 2 business days to activate his or her
account and create an individual login. This link will be valid for 30 days.

You can still submit the Prescriber Service Form electronically if you do not wish to, or
are unable to, register for My Patient Solutions. Select the E-Submit icon in Forms and

Documents on Genentech-Access.com/GAVRETO to submit the form using Quick Enroll.

Please see the Important Safety Information on page 3 and click here to see the full Prescribing Information for GAVRETO. 22




Genentech Patient
Foundation

Genentech Patient Foundation
Free GAVRETO for Eligible Patients

The Genentech Patient Foundation gives free GAVRETO to people who don’t have insurance coverage or who have
nancial concerns and meet eligibility criteria.

To enroll in the Genentech Patient Foundation, patients must complete the Patient Consent Form and health care
providers must complete the Prescriber Foundation Form.

ELIGIBILITY CRITERIA

UNINSURED PATIENTS
With incomes under $150,000

(05

INSURED PATIENTSNVITHOUTCOVERAGHor a Genentech medicine

With incomes under $150,000
(o3

INSURED PATIENTS WITH COVERAGH a Genentech mediciné

» With una ordable out-of-pocket costs

» With household size and income within the guidelines listed below

HOUSEHOLD SIZE ANNUAL INCOME
201 Less than $75,000

A8 2 Less than $100,000

A4 3 Less than $125,000

LAALL 4 Less than $150,000

*For all patient types, add $25,000 for each extra person in households larger than 4 people.

"We encourage insured patients to pursue other nancial assistance options prior to applying for help from
the Genentech Patient Foundation, if possible.

Please see the Important Safety Information on page 3 and click here to see the full Prescribing Information for GAVRETO. 23




A ordability

Options

Assistance for Eligible Commercially Insured Patients

The Genentech Oncology
Co-pay Assistance Program

\/ The Genentech Oncology Co-pay Assistance Program* provides nancial assistance to
eligible commercially insured patients to help with their co-pays, co-insurance or other
out-of-pocket (OOP) costs of GAVRETO

\/ Eligible patients pay as little as $5 per drug co-pay or co-insurance until the $25,000
annual limit is reached

Patients are eligible if they:
* Are covered by commercial (also known as private) insurance

* Are not a participant in a federal or state-funded health care program, including but not limited to Medicare, Medicaid,
VA/DoD, TRICARE and Medigap

* Are 18 years of age or older, or have a legal guardian 18 years of age or older to manage the program
* Live in and receive treatment in the United States or U.S. Territories
* Receive a Genentech Oncology product for an FDA-approved indication

* Are not receiving assistance through the Genentech Patient Foundation or any other co-pay charitable organization

For more information or to get started:
Q. Call (855) MY-COPAY/(855) 692-6729, 9 a.m.—8 p.m. ET, Monday through Friday

W Visit CopayAssistanceNow.com

DoD=US Department of Defense; FDA=US Food and Drug Administration; VA=US Department of Veteran’s A airs.

*This Genentech Oncology Co-pay Assistance Program is valid ONLY for patients with commercial insurance who have a valid prescription for a Food and
Drug Administration (FDA)-approved indication of a Genentech medication. Patients using Medicare, Medicaid or any other federal or state government
program to pay for their medications are not eligible.

Under the program, the patient will pay a co-pay. After reaching the maximum program bene t, the patient will be responsible for all out-of-pocket
expenses.

All participants are responsible for reporting the receipt of all program bene ts as required by any insurer or by law. No party may seek reimbursement
for all or any part of the bene t received through this Program. The program is only valid in the United States and U.S. Territories. This program is void
where prohibited by law and shall follow state restrictions in relation to AB-rated generic equivalents (e.g., MA, CA) where applicable. The patient,
guardian, prescriber, hospital and any other person using the program agree not to seek reimbursement for all or any part of the bene t received by the
patient through the o er of this program. Genentech reserves the right to rescind, revoke or amend the program without notice at any time. Additional
terms and conditions apply. Please visit CopayAssistanceNow.com for the full list of Terms and Conditions.
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A ordability

Options

Assistance for Eligible Patients With Public
or Commercial Health Insurance

Referrals to Independent
Co-pay Assistance Foundations

If eligible publicly or commercially insured patients have di culty paying for their co-pay, co-insurance or other
OOP costs, GAVRETO Access Solutions can refer them to an independent co-pay assistance foundation supporting
their diagnosis.*

Key points to remember about independent co-pay assistance foundation referrals

Eligibility requirements, all aspects of the application process, turnaround times
and the amount of assistance o ered can vary by foundation

If the patient is denied assistance by one co-pay assistance foundation,
they can be referred to a di erent foundation, if one is available

Patients referred for co-pay assistance need not be enrolled in
GAVRETO Access Solutions and can simply call for a referral

Patients can call the foundation directly to request assistance

W Q K

To view a list of potential independent co-pay assistance foundations,

visit Genentech-Access.com/GAVRETO.

*Genentech and Blueprint Medicines do not in uence or control the operations or eligibility criteria of any independent
co-pay assistance foundation and cannot guarantee co-pay assistance after a referral from GAVRETO Access Solutions.
The foundations to which we refer patients are not exhaustive or indicative of Genentech’s or Blueprint Medicines’
endorsement or nancial support. There may be other foundations to support the patient’'s disease state.
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Patient Education &
Treatment Support

The Genentech Patient Resource Center
Connects Callers to the Support They Need

The Genentech Patient Resource Center is ready to help patients and practices who have questions about GAVRETO
and the support options available.

People who call the Genentech Patient Resource Center can connect to a variety of
assistance options, including:

General questions about GAVRETO

Financial support options and understanding insurance coverage for GAVRETO
Patient educational materials and resources

Product questions

Locating specialty pharmacies (SPs)

Call (877) GENENTECH(877) 436-3683 with questions or to get started.
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Diagnostic Testing &

Sample Coding

Coverage for Diagnostic Testing
by Payer Type

Payer type ‘ Coverage for diagnostic tests

Commercial Coverage varies, but trends show an increase in coverage for standardized testing
modalities relevant to RET
. Coverage varies, but certain tests may have favorable coverage with a National
Medicare S
Coverage Determination
Medicaid Varies state by state

Payer restrictions on the use of diagnostic testing are variable and may include the following:

Prior authorization (PA)

Limit ordering of the tests to speci ¢ physician specialties (e.g., oncologist)

Limited to speci c tumor types

Limit use to patients with cancer of a speci ¢ stage or severity

Step edit after rst-line treatment failure

Contact your Field Reimbursement Manager (FRM) for additional support.
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Diagnostic Testing &

Sample Coding

CPT Codes for
RET Testing Modalities*

NGS and FISH codes refer only to identi cation of RET-altered advanced thyroid cancers.

Test | CPT code | Brief description

Oncomine™ Dx Target Test Thermo Fisher Scienti c: Targeted genomic
sequence analysis panel of 23 genes including rearrangements;
FDA-approved companion diagnostic for RET fusion-positive metastatic
non-small cell lung cancer

PLA 0022U

5-50 genes: Targeted genomic sequence analysis panel, solid organ
neoplasm, DNA analysis, and RNA analysis when performed, 5-50
genes (e.g., ALK, BRAF, CDKN2A, EGFR, ERBB2, KIT, KRAS, MET,
NRAS, PDGFRA, PDGFRB, PGR, PIK3CA, PTEN, RET), interrogation for
sequence variants and copy humber variants or rearrangements, if
performed

81445

NGS >50 genes: Targeted genomic sequence analysis panel, solid organ
or hematolymphoid neoplasm, DNA analysis, and RNA analysis when
performed, 51 or greater genes (e.g., ALK, BRAF, CDKN2A, CEBPA,
81455 DNMT3A, EGFR, ERBB2, EZH2, FLT3, IDH1, IDH2, JAK2, KIT, KRAS, MET,
MLL, NOTCH1, NPM1, NRAS, PDGFRA, PDGFRB, PGR, PIK3CA, PTEN,
RET), interrogation for sequence variants and copy number variants or
rearrangements, if performed

88364 Each additional single probe stain procedure

88365 Initial single probe stain procedure

FISH Automated, computer-assisted technology, per specimen; initial single

88367 probe stain procedure

88368 Manual, per specimen, initial single probe stain procedure

CPT=Current Procedural Terminology; FISH= uorescence in situ hybridization; NGS=next-generation sequencing; PLA=Proprietary Laboratory Analyses.

*These codes are not all-inclusive; appropriate codes can vary by patient, setting of care and payer. Correct coding is the responsibility of the provider
submitting the claim for the item or service. Please check with the payer to verify codes and special billing requirements. Genentech and Blueprint
Medicines do not make any representation or guarantee concerning reimbursement or coverage for any service or item.

Please see the Important Safety Information on page 3 and click here to see the full Prescribing Information for GAVRETO. 28




Diagnostic Testing &

Sample Coding

Sample Coding for GAVRETO

These ICD-10-CM codes may assist you as you complete the payer forms for GAVRETO.*t

RET fusion-positive metastatic non-small cell lung cancer (NNSCLC)

ICD-10-CM code ‘ Description

C34.00 Malignant neoplasm of unspeci ed main bronchus

C34.01 Malignant neoplasm of right main bronchus

C34.02 Malignant neoplasm of left main bronchus

C34.10 Malignant neoplasm of upper lobe, unspeci ed bronchus or lung
C3411 Malignant neoplasm of upper lobe, right bronchus or lung

C34.12 Malignant neoplasm of upper lobe, left bronchus or lung

C34.2 Malignant neoplasm of middle lobe, bronchus or lung

C34.30 Malignant neoplasm of lower lobe, unspeci ed bronchus or lung
C34.31 Malignant neoplasm of lower lobe, right bronchus or lung

C34.32 Malignant neoplasm of lower lobe, left bronchus or lung

C34.80 Malignant neoplasm of overlapping sites of unspeci ed bronchus and lung
C34.81 Malignant neoplasm of overlapping sites of right bronchus and lung
C34.82 Malignant neoplasm of overlapping sites of left bronchus and lung
C34.90 Malignant neoplasm of unspeci ed part of unspeci ed bronchus or lung
C34.91 Malignant neoplasm of unspeci ed part of right bronchus or lung
C34.92 Malignant neoplasm of unspeci ed part of left bronchus or lung
C78.00 Secondary malignant neoplasm of unspeci ed lung

C78.01 Secondary malignant neoplasm of right lung

C78.02 Secondary malignant neoplasm of left lung

RET-positive thyroid cancers (medullary and advanced)

ICD-10-CM code ‘ Description

C73 Malignant neoplasm of thyroid gland
D09.3 Carcinoma in situ of thyroid and other endocrine glands
D44.0 Neoplasm of uncertain behavior of thyroid gland

A list of sample codes is available at Genentech-Access.com/GAVRETO.

ICD-10-CM=International Classi cation of Diseases, 10th Revision, Clinical Modi cation.
*Diagnosis codes shown are not RET-alteration speci c.

TThese codes are not all-inclusive; appropriate codes can vary by patient, setting of care and payer. Correct coding is the responsibility of the provider
submitting the claim for the item or service. Please check with the payer to verify codes and special billing requirements. Genentech and Blueprint
Medicines do not make any representation or guarantee concerning reimbursement or coverage for any service or item.

Many payers will not accept unspeci ed codes. If you use an unspeci ed code, please check with your payer.
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Choose How to Work With Us

Visit Genentech-Access.com/GAVRETO

Call our knowledgeable in-house Specialists at (888) 249-4918

Get support from a Field Reimbursement Manager

Manage your patients online with My Patient Solutions ®
for Health Care Practices

Please see the Important Safety Information on page 3 and the full Prescribing Information for GAVRETO.
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*Only the information requested on these forms is required. Providing unrequested documents or information will delay processing.
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