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products and services rendered. Pharmacies (or any other provider submitting a claim) should contact third-party payers
for specific information on their coding, coverage, and payment policies. Information and materials provided by Seagen
Please click here for Indication and Important Safety Information. Secure are to assist providers, but the responsibility to determine coverage, reimbursement, and appropriate coding for
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Navigating Claim Delays and Denials
Most health plans require a prior authorization request and supporting documentation Considerations When

to process and cover a claim for biologic treatments. A request allows the payer
to review the reason for the requested treatment and determine its medical Requesting Prior Authorizations Submitting a Claim

appropriateness.

/ Determine if Tivdak® (tisotumab v/ Specify the correct number of billin

. . . . . . g
Understanding the reasons why insurers may deny medical claims can help limit the Vido'f'n'tftv) is C]céver?d as a fm?d'cal or units on the health insurance claim form
number of denials. Common causes of delayed or denied claims may include: pharmacy benefit prior to infusion (CMS-1500) or on the UB-04/CMS-1450

_ . Claim Form. Dosing for Tivdak is
v/ Verify gnd.record that all of the prior weight-based. Therefore, ensure the

x Inaccurate or missing codes (eg, J-codes [HCPCS Codes], CPT codes, authorization requirements for the plan actual dose administered to the patient

ICD-10-CM codes) have been met is reflected in the billing units (see

pages 10-13 for instructions on filling

+/ Ensure medical records include full and
x Incorrect d i . proper F:!ocumentqtion ofthe patient"s
product information history including diagnosis codes, prior + Use the correct ICD-10-CM, CPT. and
therapy, and rationale for treatment to HCPCS codes, including modifiers if
justify coding applicable
— For exception requests, when
medically appropriate, explain

out claim forms)

x Missing or incorrect NDC, prior authorization number, National Provider Identifier
Vv Verify the proper use of billing codes

Incorrect patient identifier information (eg, insurance identification number, - ~ ~
. .p 3 (eg why a particular regwrement I ”?t +/ For the hospital outpatient setting,
date of birth) medically appropriate for the patient confirm that the correct revenue code
. th th . .
. B ' v If required, include a Letter of Medical Eé;%%vzgdet © appropriate supporting
x Failure to follow payer-specific requirements Necessity that provides the patient's
medical history and rationale for v/ Submit the claim within the time frame
the therapy specified by the payer
v/ Verify that all identification numbers + Track clearinghouse claims to ensure
and names are correct successful transmission

0 Click here for a sample prior

Call or visit SeagenSecure.com for resources and information o
authorization request letter

about benefit and reimbursement assistance.
0 Click here for a sample letter

of medical necessity

Please click here for Indication and Important Safety Information.
Please see full Prescribing Information, including BOXED WARNING for TIVDAK.
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Relevant Billing Codes for
Tivdak® (tisotumab vedotin-tftv)

The billing codes listed below may be appropriate when billing for Tivdak
and its administration for the treatment of FDA-approved indications.

It is the HCP's responsibility to determine the appropriate codes and to submit
accurate claims for products and services provided. Seagen does not guarantee
coverage and/or reimbursement for Tivdak. Coverage, coding, and reimbursement
policies vary significantly by payer, patient, and setting of care. Actual coverage
and reimbursement decisions are made by individual payers following the receipt
of claims. HCPs should verify coverage, coding, and reimbursement guidelines on
a case-by-case basis.

Healthcare Common Procedure Coding System (HCPCS)

The HCPCS is used to identify products, supplies, and services that are billed to private
and government payers by hospitals, physicians, and other HCPs.!

HCPCS Code? Description

J9273 Injection, tisotumab vedotin-tfty, 1 mg

Note: Beginning in January 2020, Centers for Medicare & Medicaid Services (CMS) implemented
quarterly updates to HCPCS code application opportunities for drugs and biological products.

National Drug Code (NDC)

You may be required to include an NDC for Tivdak on a claim form. The 10-digit NDC for

Tivdak is listed below.

NDC Code? Description
51144-003-01 40-mg single dose vial

Note: Payer requirements regarding use of a 10-digit or 11-digit NDC may vary.

FDA=US Food and Drug Administration.

Current Procedural Terminology (CPT) Codes for Drug Administration Service

Five-digit codes that describe the procedures and services performed by physicians and
other HCPs.

CPT Code? Description

96413 Chemotherapy administration, intravenous infusion technique, up to 1 hour, single or
initial substance/drug

96415 Chemotherapy administration, intravenous infusion technique, each additional hour

HCPs should consult the current CPT manual and always select the code that
accurately describes the administration service performed for the patient.
HCPs should also contact the payer for additional coding information required.

Please click here for Indication and Important Safety Information.
Please see full Prescribing Information, including BOXED WARNING for TIVDAK.
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Relevant Billing Codes for
Tivdak® (tisotumab vedotin-tftv) (cont'd)

International Classification of Diseases, 10th Revision, Clinical Modification
(ICD-10-CM)

ICD-10-CM codes are used to identify a patient’s diagnosis. At least 1 ICD-10-
CM diagnosis code must be included in all hospital and physician office claims
to describe the patient’s diagnosis.

The ICD-10-CM diagnosis codes listed are provided only as examples of potentially
relevant codes. Providers should consult a current ICD-10-CM manual and select
the most appropriate diagnosis code(s) to accurately describe a patient’s condition.
All diagnosis codes should be supported with adequate documentation.

Digits 1-4: Diagnosis Code

Malignant Neoplasm* Abnormal Cytological Findings*
Code | Description Code | Description
C53.0 | Malignant neoplasm of endocervix R87.6 | Abnormal cytological findings in

) i specimens from female genital organs
C53.1 | Malignant neoplasm of exocervix

C53.8 | Malignant neoplasm of overlapping
sites of cervix uteri

C53.9 | Malignant neoplasm of cervix uteri, Digit 5
unspecified Subcodes for Abnormal

Cytological Findings*

Carcinoma In Situ*

Code | Description

Code  Description 1 Abnormal cytological findings in

D06.0 | Carcinoma in situ of endocervix specimens from cervix uteri

D06.1 Carcinoma in situ of exocervix

D06.7 | Carcinoma in situ of other parts
of cervix

D06.9 | Carcinoma in situ of cervix, unspecified

Digit 6 (always bill to the 6th digit)
Subcodes for Abnormal Cytological Findings*

Code | Description

0 Atypical squamous cells of undetermined significance on cytologic smear of cervix (ASC-US)

1 Atypical squamous cells cannot exclude high grade squamous intraepithelial lesion on cytologic
smear of cervix (ASC-H)

Low grade squamous intraepithelial lesion on cytologic smear of cervix (LGSIL)

High grade squamous intraepithelial lesion on cytologic smear of cervix (HGSIL)

Cytologic evidence of malignancy on smear of cervix

Unsatisfactory cytologic smear of cervix - Inadequate sample of cytologic smear of cervix

Satisfactory cervical smear but lacking transformation zone

Other abnormal cytological findings on specimens from cervix uteri

NV |0 ||| AW DN

Unspecified abnormal cytological findings in specimens from cervix uteri

Did you know?

Dedicated Field Reimbursement Managers are able to
share certain coverage and on-label coding information
to support patient access inquires. Contact your local
Seagen representative to learn more.

Please click here for Indication and Important Safety Information.
Please see full Prescribing Information, including BOXED WARNING for TIVDAK.
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Sample Claim Forms

Health Insurance Claim Form (CMS-1500)°

! ‘ 17b ‘ NPI‘ FROM } | T0 ! }
19. ADDITIONAL CLAIM INFORMATION (Designated by NUCC) 20. OUTSIDE LAB? $ CHARGES
[Jves [no |
21. DIAGNOSIS OR NATURE OF ILLNESS OR INJURY Relate A-L to service line below (24E) | op (T | 22 RESUBMISSION ORIGINAL AEF 1O
EiE S . NO.
E*‘E% T A B. cL - D. |
23. PRIOR AUTHORIZATION NUMBER
[m]e%s E el F. el H.
HEALTH INSURANCE CLAIM FORM [ 1. J K. | L1
APPROVED BY NATIONAL UNIFORM CLAIM COMMITTEE (NUCC) 02/12 © 24 A.  DATE(S) OF SERVICE B. | C. | D. PROCEDURES, SERVICES, OR SUPPLIES E. F. G [H] T 7. z
PICA PICA ¢ From To PLACE OF| (Explain Unusual Circumstances) DIAGNOSIS DSES E;Ziﬁ; ID. RENDERING 9
. MEDICARE  MEDICAD TRICARE CHAMPVA GROUP FECA OTHER| 1a. INSURED'S |.D. NUMBER (For Program in ltem 1) e MM __ DD YY MM __ DD YY |SERVICE| EMG | CPT/HCPCS | MODIFIER POINTER $ CHARGES UNITS | Plan | QUAL. PROVIDER ID. # =
HEALTH PLAN BLKLUNG <
[ edtcaret) [ ] ecicaiae) ] (papons [ vemberion [ ] o) [aos™"[Jaon =
2. PATIENT'S NAME (Last Name, First Name, Middle Initial) 3. PATIENT'S BIRTH DATE SEX 4. INSURED'S NAME (Last Name, First Name, Middle Initial) 1 I ! I ! | ! I I | (o
S A r 1 1 1 1 ‘ 1 1 ‘ NPI [~
\ \
L
5. PATIENT'S ADDRESS (No., Street) 6. PATlEI‘VT RELA‘T\DNSHlP TO INSURED 7. INSURED'S ADDRESS (No., Street) z
sei[] spovso[ Jcnie[ ] omer ] 2 ! ! | ! ! | | ‘ | ! ! ! I I ! I I s p
cITy STATE | 8. RESERVED FOR NUCC USE CITY STATE z | | | | Il Il Il Il !
] =
= L _d_- - - ___________
ZIP CODE TELEPHONE (Include Area Code) ZIP CODE TELEPHONE (Include Area Code) = 3 | | l | 1 l l | | } 1 | l | | l l NPI &
[ I I I I I I 1 L 2
) S ]
9. OTHER INSURED'S NAME (Last Name, First Name, Middle Initial) 10. IS PATIENT'S CONDITION RELATED TO: 11. INSURED’S POLICY GROUP OR FECA NUMBER LEL 4 i | | L __Jd______________ o
a ‘ ‘ \ ‘ 1 \ | \ \ | | | | \ P \ NPI o
a. OTHER INSURED'S POLICY OR GROUP NUMBER a. EMPLOYMENT? (Current or Previous) a. \NSUH'\EA%S DASS OF B\F&\T(H SEX g =
[Jves D NO i i M D - 2
b. RESERVED FOR NUCC USE b. AUTO ACCIDENT? PLACE (state) |b- OTHER GLAIMI D (Designated by NUCC) o
Cves * [vo ! Z
c. RESERVED FOR NUCC USE ©. OTHER ACCIDENT? c. INSURANCE PLAN NAME OR PROGRAM NAME E I G I | 0 | LG_I LG_'
ves  [Jno 2
d. INSURANCE PLAN NAME OR PROGRAM NAME 10d. CLAIM CODES (Designated by NUCC) d. IS THERE ANOTHER HEALTH BENEFIT PLAN? g
[CJves [[Jno  syes, compiete tems 9, 9a, and 9a
READ BACK OF FORM BEFORE COMPLETING & SIGNING THIS FORM. 13. INSURED’S OR AUTHORIZED PERSON'S SIGNATURE | authorize
12. PATIENT'S OR AUTHORIZED PERSON'S SIGNATURE | authorize the release of any medical or other information necessary payment of medical benefits to the undersigned physician or supplier for
to process this claim. | also request payment of government benefits either to myself or to the party who accepts assignment services described below.
below.
SIGNED DATE SIGNED Y
14. DATE OF CURRENT ILLNESS, INJURY, or PREGNANCY (LMP) | 15. OTHER DATE 16. DATES PATIENT UNABLE TO WORK IN CURRENT OCCUPATION
1 i b5 | W 4 aun | MM i oo | v i i bb i W o i o6 i W Q Item 19 Item 24D
17. NAME OF REFERRING PROVIDER OR OTHER SOURCE 17a. 18. HOSPITALIZATION DATES RELATED TO CURRENT SERVICES . .
3 H o M1 B0 W RS Some payers may require drug name, total Enter the appropriate HCPCS code for
19. ADDITIONAL CLAIM INFORMATION (Designated by NUCC) 20. OUTSIDE LAB? $ CHARGES . . . . N . .
[ (oo | dosage, and method of administration to be Tivdak® (tisotumab vedotin-tftv): J9273.2
; — . . .
21. DIAGNOSIS OR NATURE OF ILLNESS OR INJURY Relate A-L to service fine below (246) ) o] | 22 FESUBMISSION ORGINAL REF 1O pro\”ded in |tem 19'6 Enter the approprlate CPT COde for the
Al 5l ol \
el FL ol .t 5 PROR AUTFORZATION NOeer administration service.” If applicable,
fh I J L K LL
24 A DATE(S) OF SERVICE B. C. D. PROCEDURES, SERVICES, OR SUPPLIES E. F. G. H. I J. H
Fom ) To IPLACE OF| (Explain Unusual Circumstances) DIAGNOSIS DAYS SO ip, RENDERING 5 Item 21 d|SCa rded prOdUCt ShOU|d be reported
MM DD YY MM DD YY__[SERVICE | EMG. CPT/HCPCS | MODIFIER POINTER $ CHARGES UNITS F’La"y QUAL. PROVIDER ID. # : 8
R o ‘ L | ; | E— z Enter appropriate site-specific ICD-10-CM on a separate line with the JW modifier.
|- | ‘ | ‘
T . . . ’
2 L e H diagnosis code(s) based on the patient's
I I I I L L L L w
3 L R z documented medical record.’ Iltem 24E
| H ! ! | | ! | NPI =
2 . .
4 o o ‘ N 2 Enter the diagnosis code reference letter
N S N S O B [ \ N N O S ber f | 21 th | h
s o | R ‘ I z ltem 24A and 24B or number from Item 21 that relates to the
N B S O I B N I g g o listod in Itorm 24D
2 . .
o 1 1 ] L B [ H Enter the date of service and the appropriate product or procedure listed in Iltem 24D.
25. FE‘DERAL‘ TAX1.D. NUMB‘ER ' SSN EIN 26. PATIENT'S ACCOUNT NO. ' 27‘ ACCE‘PT ASSIGNMENT? | 28. TOTAL CHA‘RGE 29. AMOUNT PAID 30. Rsvd for NUCC Use

{Fot gowt. ciaims, se back) ;
$ |

H 8
o0 A [ i ‘ : place of service code.
31 ﬁ\:gCIGE:_'I\‘ZED.EFG;}EVEi?)I:l\::g?DSEUNI?;\;LESR 32. SERVICE FACILITY LOCATION INFORMATION 33. BILLING PROVIDER INFO & PH # ( ) G Ite m 24G
(I certify that the statements on the reverse . . .
Report billing units here. Actual units
a. lb. a. lb.

apply to this bill and are made a part thereof.)
s e - \ - v Ad reported will vary by dosage required

NUCC Instruction Manual available at: www.nucc.org PLEASE PRINT OR TYPE APPROVED OMB-0938-1197 FORM 1500 (02-12) . L. . 7
for each individual patient.

Please click here for Indication and Important Safety Information.

This sample form is provided for informational purposes only. The accurate completion of claims documentation is the responsibility

of the HCP. Seagen does not guarantee reimbursement for any services or product. Please see full Prescribing Information, including BOXED WARNING fOI" TIVDAK.
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Sample Claim Forms (cont'd)

Outpatient Hospital Claim Form (CMS-1450 [UB-04])°

' : @ o] | [ |
E,E:‘;éa { 42 REV CD 43 DESCRIPTION 44 HCPCS / RATE / HIPPS CODE 45 SERV DATE 46 SERV UNITS 47 TOTAL CHARGES 48 NON COVERED CHARGES 49
p—— [ Srmen covererenoe 17 , ,
| | | 2 ,
8 PATIENT NAME [a l 9 PAT ENT ADDRESS la l
°] o [ T [ : :
womone o e BEChee wen T s w0 w m BOORTEL o o o o PR . .
37 OCCURRENGE 2 OCCURRENCE 34 OCCURRENC % ‘ ‘ ‘ sr‘w ‘ ‘ ‘ SPAN‘ 37 ° °
CODE DATE 0D ATE DE E ODE DATE CODE FROM THROUGH CODE FROM THROUGH
g Gooe V‘LXEJSEFS ove P Rioonr i h o G e 0_‘ G
a
b
c
d
wanevoo [woescneron rcros e s cooe wsvome [wstwuws [oomowass [snovcormmounoss [ Q ltem 42 G ltem 44
: ‘ : . Enter a 4-digit revenue code that best Enter the appropriate HCPCS code for
. . describes the service provided, in accordance Tivdak® (tisotumab vedotin-tftv): J9273.
: : with the hospital billing policy.™ If applicable, discarded product should be
reported on a separate line with the HCPCS
: g G Item 43 code and JW modifier.®
' . Enter the corresponding description for the
- " revenue code listed in ltem 42. When required e Item 45
’ ) to submit drug rebate data for Medicaid Enter the date of service."”
” " rebates, enter the NDC qualifier “N4" followed
" o by the 11-digit NDC, the quantity qualifier, and G ltem 46
" i . e 10 - . .
. . the quantity administered. Report billing units here. Actual units
- L reported will vary by dosage required
2| PAGE OF CREATION DATE OTA i . P . 10
50 PAYER NAME 51 HEALTH PLAN ID [2ne [Poase| 54 PRIOR PAYMENTS 55 EST AMOUNT DUE 56 NP1 for eaCh InleIdual patlent
8| OTHER ] ?
58 INSURED S NAME 59 PREL| 60 NSURED S UNIQUE ID 61 GROUP NAME 62 INSURANCE GROUP NO
: : \es l 8
DX
63 TREATMENT AUTHORIZAT ON CODES 64 DOCUMENT CONTROL NUMBER 65 EMPLOYER NAME
% | | | | | | [
e — | l = aT i [ ; ltem 66 ltem 67A-67G
e e P rearEvone | Pl ] , : - e . i : ;
. 1 vt ] \lﬁs — Enter the appropriate diagnosis code(s).”® Enter the site-specific ICD-10-CM diagnosis
o :‘U.’:‘TH,H F‘H,‘.,[NJI"‘E‘> e HM,L\TH[H —‘HLH,.ELHJ:E'L 77 OPERATING NP1 (Qual] R .
ver = codes for the malignancy being treated as
Py =l B ] . S . 0
= w [reer documented in the patient’s medical records.
3 790THER | {Nm au| {
d LAST ‘FIHST

Please click here for Indication and Important Safety Information.

This sample form is provided for informational purposes only. The accurate completion of claims documentation is the responsibility

of the HCP. Seagen does not guarantee reimbursement for any services or product. Please see fUII Prescribing Information, including BOXED WARNING fOI" TIVDAK.
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Seagen Secure

Support Throughout the Prior Authorization and Coverage Process

Coverage support is a key way in which Seagen Secure helps patients access
prescribed therapies. Seagen Secure is available to assist patients throughout the
patient journey. Seagen Secure may be able to help

When initiating a benefit investigation for patients
who will receive Tivdak® (tisotumab vedotin-tftv)
through the network specialty distributor of the
provider’s choice

When a HCP needs to order Tivdak for eligible
patients enrolled in the Patient Assistance
Program (PAP)

When the HCP has a question about billing
the patient’s insurance for Tivdak

Enrolling in Seagen Secure

There are 2 required forms to enroll a patient in Seagen Secure.

Whenever possible, submit these forms together to ensure efficient processing.

Seagen Phone: 855-4SECURE (855-473-2873)

Seagen )
Secure SeagenSecure.com g Phone: 855-4SECURE (855-473-2873)

Secure o

Healthcare Provider Request Form for
Tivdak™ (tisotumab vedotin-tftv) for Injection Patient Authorization Form for

Tivdak™ (tisotumab vedotin-tftv) for Injection

Complete and fax to 855 557 2480 or email to CaseManager@seagensecure com

This is 1 patient into Seagen Secure®. All fields on this form are required Complete and fax to 855-557-2480 or email to CaseManager@seagensecure.com
to compl . To start assisting th s patient, a completed and signed
Patient A o submitted.

Seagen Secure® is a service provided, free of charge, from Seagen by its authorized
agents. Seagen Secure is here to help you navigate access to Seagen’s products.

| authorize Seagen Secure to contact me, my physician(s), and insurance provider(s)
for the purposes outlined here. Seagen Secure may:

Physician/Provider Information

(i) assist me with my enrollment into Seagen Secure and evaluate my eligibility for
participation in the Commercial Out-of-Pocket Assistance Program(s) and if found

eligible enroll me;
NNNNNNNNNNNNNN (i) contact me by phone, mail, or email to request or provide additional information;

(i) provide educational and other pertinent materials and information, related to
Seagen Secure;

Patient Information (iv) verify, investigate, and assist me with obtaining coverage for Tivdak from my
health insurance plan;

uuuuu

sssssss

(v) assess my eligib lity for participation in the patient assistance program, if necessary;

(vi) refer me to other independent programs or alternative sources that may be
avalable to aid me as allowed under the law, f necessary;

(vi) for Seagen’s internal business purposes, including quality control and support
enhancing survey.

nnnnnnnnnnnn

| consent to Seagen Secure contacting me, my physician(s), and insurance provider(s)
for the purposes described above.

In order to assist you as described above, Seagen Secure must have access to
protected health information (PHI). This means information including, but not limited
to, my name, address, contact number, medical condition, and health insurance
may be disclosed. | authorize to have my doctors, pharmacies, and other healthcare
providers, as we | as my health insurance plan, to disclose to Seagen (“Company”),

Click to access the Click to access the
HCP Request Form Patient Authorization Form

Please click here for Indication and Important Safety Information.
Please see full Prescribing Information, including BOXED WARNING for TIVDAK.



http://SeagenSecure.com
https://www.seagensecure.com/assets/pdfs/Tivdak/TIVDAK-Healthcare-Provider-Request-Form-Update.pdf
https://www.seagensecure.com/assets/pdfs/Tivdak/Tivdak-Patient-Authorization-Form-English.pdf
https://docs.seagen.com/Tivdak_Full_Ltr_Master.pdf

SeagenSecure.com
1-855-4SECURE (855-473-2873)
Monday-Friday, 8 AM-8 Pm ET

Seagen

Secure

Patient Assistance Program

Indication

TIVDAK is indicated for the treatment of adult patients with recurrent or metastatic
cervical cancer with disease progression on or after chemotherapy.

This indication is approved under accelerated approval based on tumor response rate
and durability of response. Continued approval for this indication may be contingent
upon verification and description of clinical benefit in confirmatory trials.

Important Safety Information

BOXED WARNING: OCULAR TOXICITY

TIVDAK caused changes in the corneal epithelium and conjunctiva resulting in
changes in vision, including severe vision loss, and corneal ulceration. Conduct
an ophthalmic exam at baseline, prior to each dose, and as clinically indicated.
Adhere to premedication and required eye care before, during, and after
infusion. Withhold TIVDAK until improvement and resume, reduce the dose,
or permanently discontinue, based on severity.

Warnings and Precautions

Ocular adverse reactions occurred in 60% of patients with cervical cancer treated
with TIVDAK across clinical trials. The most common were conjunctival adverse
reactions (40%), dry eye (29%), corneal adverse reactions (21%), and blepharitis
(8%). Grade 3 ocular adverse reactions occurred in 3.8% of patients, including
severe ulcerative keratitis in 3.2% of patients. One patient experienced ulcerative
keratitis with perforation requiring corneal transplantation. Cases of symblepharon
were reported in patients with other tumor types treated with TIVDAK at the
recommended dose.

In innovaTV 204, 4% of patients experienced visual acuity changes to 20/50 or worse
including 1% of patients who experienced a visual acuity change to 20/200. Of the
patients who experienced decreased visual acuity to 20/50 or worse, 75% resolved,
including the patient who experienced decreased visual acuity to 20/200.

Refer patients to an eye care provider for an ophthalmic exam, including visual acuity
and slit lamp exam, at baseline, prior to each dose, and as clinically indicated. Adhere

to premedication and required eye care to reduce the risk of ocular adverse reactions.

Promptly refer patients to an eye care provider for any new or worsening ocular signs
and symptoms. Withhold dose, reduce the dose, or permanently discontinue TIVDAK
based on the severity of the adverse reaction.

Peripheral neuropathy (PN) occurred in 42% of cervical cancer patients treated with
TIVDAK across clinical trials; 8% of patients experienced Grade 3 PN. PN adverse
reactions included peripheral neuropathy (20%), peripheral sensory neuropathy (11%),
peripheral sensorimotor neuropathy (5%), motor neuropathy (3%), muscular weakness
(3%), and demyelinating peripheral polyneuropathy (1%). One patient with another tumor
type treated with TIVDAK at the recommended dose developed Guillain-Barre syndrome.

Monitor patients for signs and symptoms of neuropathy such as paresthesia, tingling

or a burning sensation, neuropathic pain, muscle weakness, or dysesthesia. For new or
worsening PN, withhold, then dose reduce, or permanently discontinue TIVDAK based on
the severity of PN.

Hemorrhage occurred in 62% of cervical cancer patients treated with TIVDAK across
clinical trials. The most common all grade hemorrhage adverse reactions were
epistaxis (44%), hematuria (10%), and vaginal hemorrhage (10%). Grade 3 hemorrhage
occurred in 5% of patients.

Monitor patients for signs and symptoms of hemorrhage. For patients experiencing
pulmonary or central nervous system (CNS) hemorrhage, permanently discontinue
TIVDAK. For Grade =2 hemorrhage in any other location, withhold until bleeding

has resolved, blood hemoglobin is stable, there is no bleeding diathesis that could
increase the risk of continuing therapy, and there is no anatomical or pathologic
condition that can increase the risk of hemorrhage recurrence. After resolution, either
resume treatment or permanently discontinue TIVDAK.

Pneumonitis that is severe, life-threatening, or fatal can occur in patients treated with
antibody-drug conjugates containing vedotin, including TIVDAK. Among patients
with cervical cancer treated with TIVDAK across clinical trials, 2 patients (1.3%)
experienced pneumonitis, including 1 patient who had a fatal outcome.

Please see additional Important Safety Information on pages 18 and 19.
Please see full Prescribing Information, including BOXED WARNING for TIVDAK.
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Important Safety Information (cont'd)

Monitor patients for pulmonary symptoms of pneumonitis. Symptoms may include
hypoxia, cough, dyspnea or interstitial infiltrates on radiologic exams. Infectious,
neoplastic, and other causes for symptoms should be excluded through appropriate
investigations. Withhold TIVDAK for patients who develop persistent or recurrent
Grade 2 pneumonitis and consider dose reduction. Permanently discontinue TIVDAK
in all patients with Grade 3 or 4 pneumonitis.

Severe cutaneous adverse reactions, including events of fatal or life-threatening
Stevens-Johnson syndrome (SJS), can occur in patients treated with TIVDAK.

Monitor patients for signs or symptoms of severe cutaneous adverse reactions, which
include target lesions, worsening skin reactions, blistering or peeling of the skin,
painful sores in mouth, nose, throat, or genital area, fever or flu-like symptoms, and
swollen lymph nodes. If signs or symptoms of severe cutaneous adverse reactions
occur, withhold TIVDAK until the etiology of the reaction has been determined. Early
consultation with a specialist is recommended to ensure greater diagnostic accuracy
and appropriate management. Permanently discontinue TIVDAK for confirmed Grade
3 or 4 severe cutaneous adverse reactions, including SJS.

Embryo-fetal toxicity: TIVDAK can cause fetal harm when administered to a
pregnant woman. Advise patients of the potential risk to a fetus. Advise females of
reproductive potential to use effective contraception during treatment with TIVDAK
and for 2 months after the last dose. Advise male patients with female partners of
reproductive potential to use effective contraception during treatment with TIVDAK
and for 4 months after the last dose.

Adverse Reactions

Serious adverse reactions occurred in 43% of patients; the most common (=3%) were
ileus (6%), hemorrhage (5%), pneumonia (4%), PN, sepsis, constipation, and pyrexia (each
3%). Fatal adverse reactions occurred in 4% of patients who received TIVDAK, including
septic shock, pneumonitis, sudden death, and multisystem organ failure (each 1%).

Adverse reactions leading to permanent discontinuation occurred in 13% of patients
receiving TIVDAK; the most common (=3%) were PN (5%) and corneal adverse
reactions (4%). Adverse reactions leading to dose interruption occurred in 47% of
patients; the most common (=3%) were PN (8%), conjunctival adverse reactions (4%),
and hemorrhage (4%). Adverse reactions leading to dose reduction occurred in 23%
of patients; the most common (=3%) were conjunctival adverse reactions (9%) and
corneal adverse reactions (8%).

The most common (=25%) adverse reactions, including laboratory abnormalities, were
hemoglobin decreased (52%), fatigue (50%), lymphocytes decreased (42%), nausea
(41%), PN (39%), alopecia (39%), epistaxis (39%), conjunctival adverse reactions (37%),
hemorrhage (32%), leukocytes decreased (30%), creatinine increased (29%), dry eye
(29%), prothrombin international normalized ratio increased (26%), activated partial
thromboplastin time prolonged (26%), diarrhea (25%), and rash (25%).

Drug Interactions

Strong CYP3A4 inhibitors: Concomitant use with strong CYP3A4 inhibitors may
increase unconjugated monomethyl auristatin E (MMAE) exposure, which may
increase the risk of TIVDAK adverse reactions. Closely monitor patients for TIVDAK
adverse reactions.

Use in Specific Populations

Moderate or severe hepatic impairment: MMAE exposure and adverse reactions
are increased. Avoid use.

Lactation: Advise lactating women not to breastfeed during TIVDAK treatment and
for at least 3 weeks after the last dose.

Please see full Prescribing Information, including BOXED WARNING for TIVDAK.
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Contact Seagen Secure

Seagen Secure is a dynamic and comprehensive suite of solutions to help patients
access prescribed Seagen therapies.

There are 3 ways to contact Seagen Secure for assistance:

855-4SECURE (855-473-2873)

Call Monday-Friday, 8 AM-8 PM ET

SeagenSecure.com or email

Go online
casemanager@seagensecure.com

855-557-2480

For more information on Seagen Secure, please
contact your Field Reimbursement Manager.
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SAMPLE LETTER TEMPLATE OF MEDICAL NECESSITY ‐ Medical Benefit



[bookmark: _GoBack]To Prescriber: please refer to the full Prescribing Information

when determining whether therapy is medically appropriate for the individual patient.



[Date]



[Contact Name]

[Insurance Company]

[Insurance Company Address]

[City, State ZIP Code]

[Fax Number]



ATTN: Prior Authorizations/Appeals



Re: 	Coverage of [Seagen Product Name]

[Patient First Name] [Patient Last Name]

[Policy Number]

[Group Number]

[Patient Date of Birth]

Diagnosis: [ICD‐10‐CM Code] [Diagnosis]



To whom it may concern:



I am submitting this letter to document the medical necessity of [Seagen Product Name]  for [Patient Name]. [Seagen Product Name] is indicated for the treatment of [insert FDA‐approved indication].



[Patient Name] has been diagnosed with [insert appropriate ICD‐10‐CM Code and diagnosis], [insert any additional criteria necessary for on‐label treatment], and has been receiving treatment for this diagnosis.



[Describe the patient’s history, including diagnostic test results, previous and current treatment

regimens, and their outcomes]



Based on the information provided above, I have determined that treatment with [Seagen Product Name] is medically necessary and reasonable for [Patient Name]. Enclosed are copies of [Patient Name]’s medical records documenting related symptoms and medical necessity, as well as the full Prescribing Information for [Seagen Product Name]. Please approve coverage for [Seagen Product Name] for [Patient Name] as recommended. Thank you for your prompt attention to this matter. If I can provide any additional information, please contact me.



Regards,

[Physician Name]

[NPI Number]

[Phone Number]

[Fax Number]
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