Risk Evaluation and Mitigation Strategy (REMS) Document
BLENREP™ (belantamab mafodotin) REMS Program

I. Administrative Information

Application Number: BLA 761158
Application Holder: GlaxoSmithKline
Initial REMS Approval: [08/2020]

II. REMS Goal

The goal of the BLENREP REMS is to manage the risk of ocular toxicity by:

1. Ensuring that healthcare providers are educated on the risk of ocular toxicity associated with the
use of BLENREP
2. Ensuring that healthcare providers are educated and adhere to the following:
a. submit documentation that ophthalmic exams are being done at baseline and prior to each dose
to identify ocular toxicity
b. counsel patients on the risk of ocular toxicity and the requirement for monitoring via ophthalmic
exams at baseline, prior to each dose, and promptly for worsening symptoms as described in
the Prescribing Information
3. Ensuring safe use of BLENREP by:
a. Ensuring that BLENREP is infused in certified healthcare settings only after verification of
ophthalmic exams
4. Ensuring that patients are informed about:
a. the risk of ocular toxicity associated with the use of BLENREP
b. the requirement for ophthalmic exams at baseline, prior to each dose and promptly for
worsening symptoms, as described in the Prescribing Information

III. REMS Requirements
GlaxoSmithKline must ensure that healthcare providers, patients, healthcare settings, and
wholesalers-distributors comply with the following requirements:
1. Healthcare Providers who prescribe BLENREP must:

To become certified to 1. Review the drug’s Prescribing Information.

prescribe
2. Review the following: Program Overview and Education Program

for Prescribers.

3. Successfully complete the Knowledge Assessment and submit it
to the REMS Program.

4. Enroll in the REMS by completing the Prescriber Enrolilment Form
and submitting it to the REMS Program.
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Before treatment initiation
(first dose)

During treatment; before each
infusion

10.

Counsel the patient on the risks associated with BLENREP,
including the ocular toxicity and the requirement for monitoring
via ophthalmic examinations (e.g., visual acuity and slit lamp) at
baseline, prior to each dose, and promptly for worsening
symptoms using the Patient Guide.

Enroll the patient by completing and submitting the Patient
Enrollment Form to the REMS Program.

Assess the patient’s ocular health by consulting an eye care
professional to complete visual acuity and slit lamp examinations
using the Eye Care Professional Consult Request Form.

Assess the patient’s ophthalmic consult results for
appropriateness of initiating treatment. Document and submit to
the REMS Program using the Patient Status Form.

Assess the patient’s ocular health by consulting an eye care
professional to complete visual acuity and slit lamp examinations
using the Eye Care Professional Consult Request Form

Assess the patient’s ophthalmic consult results for
appropriateness of continuing treatment. Document and submit to
the REMS Program using the Patient Status Form.

2. Patients who are prescribed BLENREP:

Before treatment initiation

During treatment; before each
infusion

At all times

Receive counseling from the prescriber using the Patient Guide.

Enroll in the REMS Program by completing the Patient Enroliment
Form with the prescriber. Enroliment information will be provided

to the REMS Program.

Get an eye exam.

Get an eye exam.

Inform the prescriber if you have signs or symptoms of worsening
eyesight or eye health.

3. Healthcare Settings that dispense BLENREP must:

To become certified to dispense 1.
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Designate an authorized representative to carry out the certification
process and oversee implementation and compliance with the REMS
Program on behalf of the healthcare setting.

Have the authorized representative review the Prescribing
Information, Program Overview and Education Program for Health



Care Settings.

3. Have the authorized representative enroll in the REMS Program by
completing the Healthcare Setting Enrollment Form and submitting it
to the REMS Program.

4. Train all relevant staff involved in dispensing BLENREP using the
Program Overview and Education Program for Health Care Settings.

5. Establish processes and procedures to verify the REMS Checklist is
completed and submitted for each patient.

Before administering 6. Obtain authorization to dispense each dose by contacting the REMS
Program to verify that the prescriber is certified, and the patient is
enrolled and authorized to receive the drug.

7. Complete the REMS Checklist.

After administering, within 5 8. Submit the REMS Checklist to the REMS Program.
business days

To maintain certification to 9. Have a new authorized representative enroll in the REMS Program by

dispense completing and submitting the Healthcare Setting Enrollment Form to
the REMS program.

At all times 10. Not distribute, transfer, loan, or sell BLENREP.

11. Maintain records documenting staff’'s completion of REMS training.

12. Maintain records that all processes and procedures are in place and
are being followed.

13. Comply with audits carried out by GlaxoSmithKline or third party

acting on behalf of GlaxoSmithKline to ensure that all processes and
procedures are in place and are being followed.

4. Wholesalers-distributors that distribute BLENREP must:
To be able to distribute 1. Establish processes and procedures to ensure that the drug is
distributed only to certified healthcare settings.
2. Train all relevant staff involved in distribution on the REMS
requirements.
At all times 3. Distribute only to certified healthcare settings.
4. Maintain records of all drug distribution.
5. Comply with audits carried out by GlaxoSmithKline or a third party

acting on behalf of GlaxoSmithKline to ensure that all processes and
procedures are in place and are being followed.
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GlaxoSmithKline must provide training to healthcare providers who prescribe BLENREP.
The training includes the following educational materials: Program Overview, Education Program for
Prescribers and Prescriber Knowledge Assessment. The training must be available online and in a hard
copy format via mail or fax.

GlaxoSmithKline must provide training to healthcare settings that dispense BLENREP.
The training includes the following educational material: Program Overview and Education Program for
Healthcare Settings. The training must be available online and in a hard copy format via mail or fax.

To inform healthcare providers about the REMS Program and the risks and safe use of
BLENREP, GlaxoSmithKline must disseminate REMS communication materials according to the
table below:

Target Audience Communication Materials-& Dissemination Plans

Healthcare providers REMS Letter: Healthcare Provider REMS Letter, REMS Letter for Professional
likely to prescribe Societies with attachment: REMS Factsheet

BLENREP, oncology 1. Email within 30 calendar days of the date BLENREP is first

nurses, and commercially distributed and again 12 months later.

pharmacists a. Send by mail within 30 calendar days of the date the first email

was sent if a healthcare provider’'s email address is not available
or the email is undeliverable.

b. Send a second email within 30 calendar days of the date the first
email was sent if the first email is marked as unopened.

c. Send by mail within 30 calendar days of the date the second
email was sent if the second email is marked as unopened.

2. Disseminate through field-based sales and medical representatives.

3. Disseminate through the following professional societies and request
the letter or content be provided to their members.

a. American Society of Clinical Oncology (ASCO), American Society
of Hematology (ASH), Advanced Practitioner Society for
Hematology and Oncology (APSHO), Oncology Nursing Society
(ONS), National Comprehensive Cancer Network (NCCN), Society
of Hematologic Oncology (SOHO), Hematology Oncology
Pharmacy Association (HOPA)

4. Disseminate at Professional Meetings for 12 months from the date
BLENREP is first commercially distributed.

Fact Sheet

1. Disseminate through field-based sales and medical representatives
during the initial discussion with healthcare providers for 12 months after
BLENREP is first commercially distributed. Field-based sales and/or
medical representatives will discuss ocular toxicity and associated
management messages contained in the REMS Factsheet during the visit
with the health care provider.

To support REMS Program operations, GlaxoSmithKline must:

1. Authorize dispensing for each patient based on receipt of the Patient Enrollment Form and Patient
Status Form on the following schedule: Authorize the first dispensing upon receipt of the Patient
Enrollment Form and Patient Status Form. If a completed Patient Enrollment Form and Patient Status
Form are not received, the patient is not authorized to receive the drug. For subsequent dispensing,
authorize dispensing based on receipt of the Patient Status Form. The authorization is valid for 14
calendar days from receipt of the Patient Status Form.
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2. Establish and maintain a REMS Program website, www.BLENREPREMS.com. The REMS Program
website must include the capability to complete prescriber and healthcare setting certification and
enrollment online, the capability to enroll and manage patients online, the capability to review
patient enrollment status and prescriber and healthcare facility certification status, the capability to
search for a REMS certified prescriber or healthcare facility, and the option to print the Prescribing
Information, Medication Guide, and REMS materials. All product websites for consumers and
healthcare providers must include prominent REMS-specific links to the REMS Program website. The
REMS Program website must not link back to the promotional product website(s).

3. Make the REMS Program website fully operational and all REMS materials available through
www.BLENREPREMS.com and the REMS Program call center.

4.  Establish and maintain a REMS Program call center for REMS participants at [1-855-209-9188].

Establish and maintain a validated, secure database of all REMS participants who are enrolled and/or
certified in the BLENREP REMS Program.

6. Ensure prescribers and healthcare settings are able to complete the certification process online and
by fax.

7. Ensure prescribers are able to use the Eye Care Professional Consult Request Form by fax and to
adapt it as a template to use within healthcare information technology system software

8. Ensure healthcare settings are able to obtain authorization to dispense BLENREP by phone and
online.

9. Ensure healthcare settings are able to complete and submit the REMS Checklist online or by
phone/fax.

10. Provide Prescriber Enrollment Form, Patient Enrollment Form, Healthcare Setting Enrollment Form,
Program Overview, Education Program for Prescribers, Eye Care Professional Consult Request Form,
Patient Status Form, REMS Checklist, Education Program for Healthcare Settings, Patient Guide and
the Prescribing Information to prescribers or healthcare settings who want to prescribe/dispense
BLENREP but are not yet certified.

11. Notify prescribers and healthcare settings within 2 business days after they become certified in the
REMS Program.

12. Provide certified prescribers access to the database of certified healthcare settings and their enrolled
patients.

13. Provide certified healthcare settings access to the database of certified prescribers and enrolled
patients.

14. Provide authorized wholesalers-distributors access to the database of certified healthcare settings.

To ensure REMS participants’ compliance with the REMS Program, GlaxoSmithKline must:
15. Verify annually that the designated authorized representative for the healthcare setting is the same.
If different, the healthcare setting must re-certify with a new authorized representative.

16. Notify healthcare settings if a completed REMS Checklist has not been received by the REMS.

17. Maintain adequate records to demonstrate that REMS requirements have been met, including, but
not limited to records of: drug distribution and administration; certification of prescribers and
healthcare settings; enrolled patients; and audits of health care settings and wholesalers-
distributors. These records must be readily available for FDA inspections.

18. Establish a plan for addressing noncompliance with REMS Program requirements.

19. Monitor prescribers and healthcare settings on an ongoing basis to ensure the requirements of the
REMS are being met. Take corrective action if non-compliance is identified, including de-certification.

20. Audit certified health care settings no later than 180 calendar days after they have dispensed
BLENREP, and once every 3 years thereafter to ensure that all REMS processes and procedures are in
place, functioning, and support the REMS Program requirements.
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21. Audit wholesalers-distributors that have distributed BLENREP no later than 90 calendar days after
they become authorized to distribute the drug and annually thereafter to ensure that all REMS
processes and procedures are in place, functioning, and support the REMS requirements.

22. Take reasonable steps to improve implementation of and compliance with the requirements in the
BLENREP REMS Program based on monitoring and evaluation of the BLENREP REMS Program.

IV. REMS Assessment Timetable

GlaxoSmithKline must submit REMS Assessments at 6 months, 12 months, and annually thereafter from
the date of the initial approval of the REMS. To facilitate inclusion of as much information as possible while
allowing reasonable time to prepare the submission, the reporting interval covered by each assessment
should conclude no earlier than 60 calendar days before the submission date for that assessment.

GlaxoSmithKline must submit each assessment so that it will be received by the FDA on or before the due
date.

V. REMS Materials
The following materials are part of the BLENREP REMS:

Enrollment Forms
Prescriber:
1. Prescriber Enrollment Form

Patient:
2. Patient Enrollment Form

Healthcare Setting:
3. Healthcare Setting Enrollment Form

Patient Care Forms
4. Patient Status Form
5. REMS Checklist
6. Eye Care Professional Consult Request Form

Training and Educational Materials
Prescriber:

7. Program Overview

8.  Education Program for Prescribers

9.  Prescriber Knowledge Assessment

Patient:
10. Patient Guide

Healthcare Setting:
11. Program Overview
12. Education Program for Health Care Settings

Communication Materials
13. Healthcare Provider REMS Letter
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14. REMS Fact Sheet

15. REMS Letter for Professional Societies

Other Materials
16. Program website
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To become a certified prescriber in the BLENREP REMS and prescribe BLENREP:

1. Review the BLENREP Prescribing Information

belam!:!‘!EEP 2. Review the REMS Program Overview and Education Program for Prescribers
mafodotin-blmf 3. Successfully complete and submit the Knowledge Assessment to the BLENREP REMS

forinjection 100mg 4. Enroll in the BLENREP REMS by completing and submitting this Prescriber Enrollment Form

Submit the completed Prescriber Enroliment Form:
*  Go to www.BLENREPREMS.com to login and complete this form online. If online capabilities are not available
this form can be completed and faxed to the BLENREP REMS at 1-888-635-1044.

(Fields marked with an * are REQUIRED)

Prescriber Information

First Name*: Middle Last Name™:
Initial:

Credentials*:

[IMD DO [INP [PA [ Other (please specify)

Specialty*:
[ ] Oncology [ Hematology [ Internal Medicine [ Other (please specify)

National Provider Identifier (NPI) #*: State License #:

Practice/Facility Name*:

Address*:

City™ State*: ZIP Code™:

Phone*: Fax*: Email*:

Preferred Method of Communication: Preferred Time of Contact:

{plesesdlect one) (1 Phone [J Fax [ Email JAM [IPM

Prescriber Delegate Information

Note: If you want to add a delegate, the first name, last name and email are required fields. If you have any questions, please reach out to the
BLENREP REMS at 1-855-209-9188.

First Name* Last Name*: Email*:

[] Address - Same as Prescriber
Address: City: State: ZIP Code:

Phone: Fax:

Alternative Practice/Facility Location
Address:

City: State: ZIP Code:

Phrone: 1-855-209-9188  www. BLENREPREMS.com  Fax: 1-888-635-1044
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BLENREP™ REMS Prescriber Enrollment Form (continued)

| have:
« Reviewed the drug’s Prescribing Information.

Reviewed the Program Overview and Education Program for Prescribers.
Successfully completed the Knowledge Assessment and submitted it to the BLENREP REMS.

Before treatment initiation (first dose), | must:
Counsel the patient, using the Patient Guide, on

- the risk of ocular toxicity associated with BLENREP and
- requirement for monitoring via ophthalmic examinations (e.g., visual acuity and slit lamp) at
+ baseline,
+ prior to each dose, and
+ promptly for worsening symptoms
Enroll the patient by completing and submitting the Patient Enrollment Form to the BLENREP REMS.

« Assess the patient’s ocular health by consulting an eye care professional to complete the visual acuity and slit lamp
examinations using the Eye Care Professional Consult Request Form or equivalent.
Assess the patient’s ophthalmic consult results for appropriateness of initiating treatment. Document and submit to
the BLENREP REMS using the Patient Status Form.

Before each infusion, | must
« Assess the patient’s ocular health by consulting an eye care professional to complete visual acuity and slit lamp
examinations using the Eye Care Professional Consult Request Form or equivalent.
Assess the patient’s ophthalmic consult results for appropriateness of continuing treatment. Document and submit to
the BLENREP REMS using the Patient Status Form.

| understand that if | do not maintain compliance with the requirements of the BLENREP REMS, 1 will no longer be able to
prescribe BLENREP.

| understand the BLENREP REMS may contact me via phone, mail, or email to discuss and/or to survey me on the
effectiveness of the REMS requirements.

By signing this form, | agree BLENREP is only available through the BLENREP REMS and | must comply with the REMS Requirements.

Prescriber Signature™: Date*:

Month/Day/Year
Print Name*:

BLM-LTR-200010 =
0002-0008-21 A
GSK Final (08/2020) “UBLENREP

belantamab
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This form must be completed before you can receive BLENREP.
NREP Your prescriber will submit the completed Form:

belantamab * Go to www.BLENREPREMS.com to login and complete this form online. If online
,f;:?nf,gggn‘:g,;,':gmf capabilities are not available, this form can be completed and faxed to the BLENREP REMS
at 1-888-635-1044.

Fields marked with an * are REQUIRED.

Patient Information (Please Print)

First Name*: Middle Initial: Last Name*:

- . -
Dotrof Bt (IMMEB/NIVE: Gender™ [ Female [ Male [ Other
Address*:
City™: State*: ZIP Code*:
Phone*: Email:

Preferred Method of contact*: [] Phone [ Email

Secondary Contact Phone for secondary contact:

Prescriber Information: Please PRINT your name, National Provider Identifier (NPI) and phone number here.
First Name*: Last Name*:

Prescriber National Provider Identifier (NPI)#*: Phone*:

Patient Agreement:

Before | start treatment, | must

+ Receive counseling from my prescriber using the Patient Guide.
+ Enroll in the BLENREP REMS by completing the Patient Enrollment Form with my prescriber.

«  Getaneye exam.

During my treatment and before each infusion, | must
«  Getaneye exam.

At all times

+ | must inform my prescriber if | have any signs or symptoms of worsening eyesight or eye health including:
- Blurry vision
= Dry eyes
- Worsening vision

« lunderstand | must tell the BLENREP REMS if | change my BLENREP doctor.

« lunderstand | must tell the BLENREP REMS if my contact information changes.

+ | understand GlaxoSmithKline and its agents may use and share my personal information to enroll me into and manage the BLENREP REMS.
Information about all patients who get BLENREP will be stored in a private and secure database. My health information may be shared with
the U.S. Food and Drug Administration (FDA) to evaluate the BLENREP REMS. However, my name will not be shared.

« | give permission for GlaxoSmithKline and its agents to contact me or my prescriber by phone, mail, or email to manage the BLENREP REMS.

Patient Acknowledgement
By signing this form, | agree BLENREP is only available through the BLENREP REMS and | must comply with the REMS Requirements.

Patient/Legal Guardian Signature*: Date*:
PRINT NAME*:

Month/DayYear

Prescriber Acknowledgement
| have reviewed and discussed the risks of BLENREP and the requirements of the BLENREP REMS with this patient.

Prescriber Signature*; Date*:

PRINT NAME™:

Month/Day'Year

BLM-LTR-200012
0002-0008-23 GSK
Final (08/2020)
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Page 10f3

BLENREP™ REMS Healthcare Setting Enrollment Form

Submit the completed Form:

2 ﬁ‘f_tNREP « Go to www.BLENREPREMS.com to login and complete this form online. If online capabilities
belantamab are not available this form can be completed and faxed to the BLENREP REMS at
o™ 1-888-635-1044.

(Fields marked with an * are REQUIRED)

Healthcare Setting Information

Healthcare Setting Name*:

National Provider Identifier (NPI)#*: HIN: DEA#:

Site Type™: O Infusion Center [ Group Practice [ii] Independent Practice O Qutpatient Clinic

[ Hospital [ Other (please specify)

Address*:
City*: State*: ZIP Code™:
Phone*: Fax*:

Ship To Information

Ship To Address [] Same as above Ship To Contact Name*:

Address*:

City™: State™: ZIP Code™
Phone: Fax:

Authorized Representative Information

First Name*: Last Name*:

Credentials M po [ MD OO PharmD O RN O NP [OPA [ Other (please specify)
National Provider Identifier (NPI)#:

Phone*: Fax*: Email*:

Healthcare Setting Agreement:

As the Authorized Representative:
+ | have reviewed the drug’s Prescribing Information.
+ | have reviewed the Program Overview and Education Program for Healthcare Settings.
+ | must train all relevant staff involved in dispensing and administering BLENREP using the Program Overview and Education Program for
Healthcare Settings.
+ | must establish processes and procedures to ensure the REMS Checklist is completed and submitted for each patient.
On behalf of the healthcare setting, | must comply with the following REMS requirements:
Before administering each dose:
» Obtain authorization to dispense each dose by contacting the BLENREP REMS to verify
- The prescriber is certified in the BLENREP REMS
- The patient is enrolled in the BLENREP REMS and authorized to receive this dose of BLENREP
+ Complete the REMS Checklist
After administering BLENREP, within 5 business days:
+  Submit the REMS Checklist to the BLENREP REMS.
At all times:
+ Notdistribute, transfer, loan or sell BLENREP.
» Maintain records documenting staff completion of REMS training.
« Maintain records that all processes and procedures are in place and are being followed.

+  Comply with audits carried out by GlaxoSmithKline or third party acting on GlaxoSmithKline's behalf to ensure that all processes and
procedures are in place and are being followed.

By signing this form, | agree BLENREP is only available through the BLENREP REMS and | must comply with the REMS Requirements.

Authorized Representative Signature*: Date*:

PRINT NAME: Month/Day/Year

GSK Final (08/2020)
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Representative will be responsible.

(Fields marked with an * are REQUIRED)

Use this section to add each additional Healthcare Setting location for which the same Authorized

Healthcare Setting Information
Healthcare Setting Name™:

National Provider Identifier (NPI}#*:

HIN: DEA#:

Ship To Information
Ship To Address [] Same as above

Site Type™ 7 |nfusion Center [J Group Practice [ Independent Practice [ Outpatient Clinic
[] Hospital [ Other (please specify)
Address*:
City*: State*: ZIP Code*:
Phone*: Fax*:

Ship To Contact Name*:

Address*:
City™: State*: ZIP Code™:
Phone: Fax:

Healthcare Setting Information
Healthcare Setting Name*:

National Provide Identifier (NPI)#*:

HIN: DEA#:

Site Type™ [ |nfusion Center [J Group Practice [ Independent Practice [] Outpatient Clinic

[] Hospital [ Other (please specify)
Address*:
City™: State*: ZIP Code*:
Phone*: Fax*:
Ship To Information
Ship ToAddress [] Same as above Ship To Contact Name*:
Address*:
City™*: State*: ZIP Code*:
Phone: Fax:

GSK Final (08/2020)

Pheone: 1-855-209-9188 www. BLENREPREMS.com

Fax: 1-888-635-1044

NREP

belantamab
mafodotin-blmf
for injection 100 mg



http:www.BLENREPREMS.com

BLENREP™ REMS Healthcare Setting Enrollment Form Page3of3

Use this section to request portal access for Healthcare Setting staff that are trained and authorized
to use the BLENREP REMS portal to generate authorization codes prior to dispensing and submit REMS

Checklists.
(Fields marked with an * are REQUIRED)

User Access Form. Please Print clearly.

Healthcare Setting Name*: | First Name™: Last Name*; Credentials*: Email™:

BLM-LTR-200011
0002-0008-22
GSK Final (08/2020)

ENREP
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,é For Certified Prescriber to Complete
NREP |NSTRUCTIONS for Prescriber
belantamab

faldoun ot = (BZCL:EanII;I\Ets this BLENREP Patient Status Form for each patient prior to each dose of

* Submit completed form online at www.BLENREPREMS.com. If online capabilities are not
available, this form can be completed and faxed to the BLENREP REMS at 1-888-635-1044.

(All fields marked with an * are REQUIRED)

Patient Information
First Name*: Middle Initial: Last Name*:

Date of Birth (MM/DD/YYYY)*: Phone:

Prescriber Information:

First Name*: Last Name*:

National Provider Identifier (NPI)#*: Phone*: Fax*:

Eye Care Professional Information
First Name*: Last Name*: Phone*:

Email: Fax: National Provider Identifier (NPI) #*:

Practice/Facility Name:

Address:

City: State: ZIP Code:

Prescriber Attestation:

| confirm that | have reviewed the ophthalmic exam for this patient and authorize treatment.*| []Yes [ No

Date of last ophthalmic assessment (MM/DD/YYYY)*:

Assessment:

1. What are the current best corrected Snellen visual acuity results*?

Right eye (OD) /[ Lefteye (OS) __ /_

2. Is this the patient’s 1st dose*? OYes [ No

If no, please complete the rest of this form >>

GSK Final (08/2020)
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Patient Status Form
First Name*: Middle Initial: | Last Name*: Date of Birth (MM/DD/YYYY)™

3. Are yourecommending dose modifications due to a corneal adverse event based on this ophthalmic
assessment*?

OYes O No
Please refer to Table 1 for information on relevant corneal examination findings for BLENREP
If Y, please check affected eyes:

[J Right eye (OD)
O Left eye (0OS)

If yes, please complete the following*:

Corneal Examination Findings and Change in BCVA from Baseline for Right Eye

Corneal Examination Finding Change in BCVA from Baseline

Check One (per Snellen Visual Acuity) Check One
[ No change from baseline [] No change from baseline
[ Mild superficial keratopathy [ Decline from baseline of 1line
[J Moderate superficial keratopathy [ Decline from baseline of 2 or 3 lines on

Snellen Visual Acuity and not worse than 20/200

[] Severe superficial keratopat!
Right eye (OD) P Py

o [ Decline from baseline by more than 3 lines on
[ Corneal epithelial defect Snellen Visual Acuity and not worse than 20/200

[ Snellen Visual Acuity worse than 20/200

Additional Corneal Examination Finding:

Corneal Examination Findings and Change in BCVA from Baseline for Left Eye

Corneal Examination Finding Change in BCVA from Baseline

Check One (per Snellen Visual Acuity) Check One
[ No change from baseline [ No change from baseline
[ Mild superficial keratopathy [ Decline from baseline of 1 line
[1 Moderate superficial keratopathy [] Decline from baseline of 2 or 3 lines on

Snellen Visual Acuity and not worse than 20/200

[ Severe superficial keratopat
Left eye (OS) P pathy

A [ Decline from baseline by more than 3 lines on
[ Corneal epithelial defect Snellen Visual Acuity and not worse than 20/200

[ Snellen Visual Acuity worse than 20/200

Additional Corneal Examination Finding:

GSK Final (08/2020) ’é NREP

belantamab
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Patient Status Form
First Name*: Middle Initial: | Last Name*: Date of Birth (MM/DD/YYYY)™

4. Was the last cycle held due to a corneal adverse reaction*?
Cdves [INo

Please refer to Table 1for information on relevant corneal examination findings for BLENREP
If ¥, please check affected eyes:

[ Right eye (OD)
[ Left eye (OS)
If yes, please complete the following*:

Corneal Examination Findings and Change in BCVA from Baseline for Right Eye

Corneal Examination Finding Change in BCVA from Baseline

Check One (per Snellen Visual Acuity) Check One
[ No change from baseline [ No change from baseline
[] Mild superficial keratopathy [ Decline from baseline of 1line
[ Moderate superficial keratopathy [ Decline from baseline of 2 or 3 lines on

Snellen Visual Acuity and not worse than 20/200

. [ Severe superficial keratopathy
Right eye (OD)

[ o [ Decline from baseline by more than 3 lines on
Corneal epithelial defect Snellen Visual Acuity and not worse than 20/200

[ Snellen Visual Acuity worse than 20/200

Additional Corneal Examination Finding:

Corneal Examination Findings and Change in BCVA from Baseline for Left Eye

Corneal Examination Finding Change in BCVA from Baseline

Check One (per Snellen Visual Acuity) Check One
[ No change from baseline [ No change from baseline
[J Mild superficial keratopathy [ Decline from baseline of 1line
[] Moderate superficial keratopathy [ Decline from baseline of 2 or 3 lines on

Snellen Visual Acui d not than 20/200
[ Severe superficial keratopathy - A

< [ Decline from baseline by more than 3 lines on
Lefteye (O5) [ Corneal epithelial defect Snellen Visual Acuity and not worse than 20/200

[ Snellen Visual Acuity worse than 20/200

Additional Corneal Examination Finding:

5.What is the current grading from the examinations finding(s) and BCVA?
(Report the grade for the worst eye based on Keratopathy and Visual Acuity (KVA) scale) Check one

[ Normal [ Grade1 O Grade2 [ Grade3 O Grade 4

NREP

- belantamab
Phone: 1-855-209-9188  www. BLENREPREMS.com  Fax: 1-888-635-1044 Tadadatin-plm

for injection 100 mg
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Patient Status Form

First Name*: Middle Initial: | Last Name*: Date of Birth (MM/DD/YYYY)™:

Please submit this completed form to the BLENREP REMS online at www.BLENREPREMS.com or fax at 1-888-635-1044

Signature*: Date*:

Month/Day/Year

Print Name*:

Submitted by*: 7 prescriber [ Prescriber Delegate

Please Note: A BLENREP REMS certified prescriber or prescriber delegate may complete and submit this form on behalf
of the certified prescriber of record. The certified prescriber of record is responsible for compliance with the REMS
requirements, including monitoring, evaluation, and management of each patient under his/her care.

Dosage Modifications for Corneal Adverse Reactions per the KVA Scale
Determine the recommended dosage modification of BLENREP based on the worst finding in the worst affected eye.

Worst finding should be based on either a corneal examination finding or a change in visual acuity per the Keratopathy
and Visual Acuity (KVA) scale.

Table 1. Dosage Modifications for Corneal Adverse Reactions per the KVA Scale*

Corneal Adverse Reaction Recommended Dosage Modifications

Corneal examination finding(s):
Cornea clear/ No change from baseline
Normal  Change in BCVAS
No decline from baseline of 1line on Snellen Visual Acuity

Continue treatment at current dose.

Corneal examination finding(s):
Mild superficial keratopathy®

Change in BCVAc=
Decline from baseline of 1line on Snellen Visual Acuity

Grade 1 Continue treatment at current dose.

Corneal examination finding(s):
Moderate superficial keratopathy?
Grade 2 Changein BCVA=

Decline from baseline of 2 or 3 lines on Snellen Visual
Acuity and not worse than 20/200

Corneal examination finding(s):
Severe superficial keratopathy®
Grade 3  Change in BCVA:
Decline from baseline by more than 3 lines on Snellen

Visual Acuity and not worse than 20/200
Corneal examination finding(s):
Corneal epithelial defect”

Grade 4 Change in BCVA=
Snellen Visual Acuity worse than 20/200

Withhold BLENREP until improvement in both corneal
examination findings and change in BCVA to Grade 1or
better and resume at same dose.

Withhold BLENREP until improvement in both corneal
examination findings and change in BCVA to Grade 1or
better and resume at reduced dose.

Consider permanent discontinuation of BLENREP. If
continuing treatment, withhold BLENREP until improvement
in both corneal examination findings and change in BCVA to
Grade 1 or better and resume at reduced dose.

3 Adapted and modified from the Prescribing Information

Mild superficial keratopathy (documented worsening from baseline), with or
without symptoms.

¢ Changes invisual acuity due to treatment-related corneal findings.

Moderate superficial keratopathy with or without patchy microcyst-like
deposits, sub-epithelial haze (peripheral), or a new peripheral stromal opacity.

BLM-LTR-200013
0002-0008-24
GSK Final (08/2020)

Phrne: 1-855-209-9188

www. BLENREPREMS.com

Fax: 1-888-635-1044

¢ Severe superficial keratopathy with or without diffuse microcyst-like deposits,
sub-epithelial haze (central), or a new central stromal opacity.
" Corneal epithelial defect such as corneal ulcers.
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FOR HEALTHCARE SETTING USE

As a condition of your authorization to infuse BLENREP, this checklist must be completed
online or faxed to 1-888-635-1044.

" belantamab
mafodotin-blmf Verify patient eligibility by obtaining an authorization code prior to dispensing BLENREP online

for injection 100 mg

atwww.BLENREPREMS.com.

1. Loginto the BLENREP REMS online portal at www.BLENREPREMS.com

2. Select the REMS Verification tab in the online portal to verify patient eligibility (i.e. prescriber is certified, patient
is enrolled and authorized to receive the dose)

a. If the patient is eligible you must generate an authorization code prior to dispensing BLENREP
b. If the patient is not eligible call the BLENREP REMS at 1-855-209-9188

3. Select the REMS Checklist Tab (online portal referenced above) to provide the dosing information and submit
within 5 days of the infusion.

If you complete this information online, you do not need to fax a paper copy to the BLENREP REMS.

If online capabilities are not available, you have the option to call the BLENREP REMS at 1-855-209-9188 to verify patient
eligibility and obtain an authorization code prior to dispensing BLENREP.

(Fields marked with an * are REQUIRED)

Patient Information

First Name*: Last Name™*:

Date of Birth (MM/DD/YYYY): Patient BLENREP REMS Identification #:

Prescriber Information

First Name*: Last Name™*:

National Provider Identifier (NPI) #*:

Healthcare Setting Information

Healthcare Setting Name*:

National Provider Identifier (NPI) #*:

Healthcare Setting BLENREP REMS Identification #:

Phone*:

Autharization Code Prior to Dispensing

Authorization:

Dosing Information
Date of infusion(MM/DD/YYYY)*: Actual dose (mg)*:

Phnne: 1-855-209-9188 www. BLENREPREMS.com  Fax: 1-888-635-1044
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REMS Checklist PAGE20F 2

FORHEALTHCARE SETTING USE

Signature of Staff Completing Checklist

First Name*: Last Name*:

Signature®:

Credentials™ [T D0 [JMD [JPharmD [JRN O NP [OJPA [J Other (please specify)

Phone*: Fax*: E-mail*:

Send infusion information to the BLENREP REMS

Fax to the BLENREP REMS at 1-888-635-1044 within 5 business days of infusion. You will receive a confirmation
of receipt via e-mail.

BLM-LTR-200014
0002-0008-25

GSK Final (08/2020)
Phene: 1-855-209-9188 www. BLENREPREMS.com  Fax: 1-888-635-1044
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cause changes in the corneal epithelium, resulting in changes in vision, including severe

ﬁ_.:-;. This patient is being treated with BLENREP (belantamab-mafodotin-blmf). BLENREP can
NREP yision loss and corneal ulcer, and symptoms, such as blurred vision and dry eyes.

belantamab
mafodotin-blmf  Conduct ophthalmic examinations (visual acuity and slit lamp) at baseline, prior to each

Ll dose, and promptly for worsening symptoms.

The information that is requested in this form is vital for the prescriber of BLENREP to
make treatment and dose modification decisions.

INSTRUCTIONS

» Please complete this form and provide to the prescriber. This form may be faxed, carried by the patient or
adapted into healthcare technology.

(All fields marked with an * are REQUIRED)

Patient Information

First Name: Middle Initial: Last Name:

Date of Birth (MM/DD/YYYY)*: Phone:

First Name: Last Name:

Phone: Fax: Email:

Eye Care Professional Information

First Name: Last Name: Credentials:

Phone: Fax: Email:

Information for Eye Care Professional:

The prescriber will determine the recommended dosage modification of BLENREP based on the worst finding in the
worst affected eye.

During the ophthalmic exam, the eye care professional should:

- Assess the patient for corneal examination finding(s) and decline of best corrected visual acuity (BCVA).
- Determine the most severely affected eye as both eyes may not be affected to the same degree.

Report the grade for the worst eye for examination finding(s) and BCVA to the treating physician by using Table 1
Corneal Adverse Reactions for KVA Scale, which was used in the clinical trial.

Corneal Examination Findings and Best Corrected Visual Acuity

Please refer to Table 1 for information on relevant examination findings for BLENREP

Date of Assessment:

Section 1: For Baseline Examination Only

- What are the current best corrected Snellen visual acuity results?

ob__/ _0OS__/

Phone: 1855-209-9188 www. BLENREPREMS.com  Fax: 1-888-635-1044
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Eye Care Professional Consult Form Section 3: What is the current grading from the examination finding(s) and BCVA? (Report the grade for the worst
First Name*: Middle Initial: | Last Name*: Date of Birth (MM/DD/YYYY)*: eye by checking the box)

Section 2: For Follow Up Examinations Table 1. Corneal Adverse Reactions per the for KVA Scale®.

» What are the current best corrected Snellen visual acuity results? Report the grade
for the worst eye by Corneal Adverse Reaction
oD / 0S / checking the box

Corneal examination finding(s)

Were there findings upon corneal examination and/or visual acuity assessment? []VYes [] No Cornea clear / No change from baseline

] Normal
If ¥, please check affected eyes: Change in BCVA=:
No decline from baseline of 1line on Snellen Visual Acuity
dJob
Corneal examination finding(s)
ild superficial keratopathy®
[10sS Mild superficial k h

] ou . Grade | Change in BCVA=

Decline from baseline of 1 line on Snellen Visual Acuity

Corneal Examination Findings and Change in BCVA from Baseline for Right Eye e

Corneal Examination Findings Changes in BCVA from Baseline ] Grade 2 Moderate superficial keratopathy*
Check One (per Snellen Visual Acuity) Check One Change in BCVA<:
Decline from baseline of 2 or 3 lines on Snellen Visual Acuity and not worse than 20/200
[] No change from baseline I No change from baseline
) o ) ) ) Corneal examination finding(s):
O mild superficial keratopathy ] Decline from baseline of 1line . Severe superficial keratopathy®
Right eye (OD) [ Moderate superficial keratopathy [ Decline from baseline of 2 or 3 lines on Snellen Visual O Grade 3 Change in BCVA=: : : ; ;
Acuity and not worse than 20/200 Decline from baseline by more than 3 lines on Snellen Visual Acuity and not worse than
[ Severe superficial keratopathy 20/200 '
-y [ Decline from baseline by more than 3 lines on Snellen
[ Corneal epithelial defect Visual Acuity and not worse than 20/200 Corneal examination finding(s):
= ) ) = Grade 4 Corneal epithelial defect’
Snellen Visual Acuity worse than 20/200 Change in BCVA®
Snellen Visual Acuity worse than 20/200

Additional Corneal Examination Finding:

# Adapted and modified from the Prescribing Information ® Severe superficial keratopathy with or without diffuse microcyst-like deposits,
" Mild superficial keratopathy (documented worsening from baseline), with or sub-epithelial haze (central), or a new central stromal opacity.
without symptoms. " Corneal epithelial defect such as corneal ulcers.
¢ Changes in visual acuity due to treatment-related corneal findings.
Corneal Examination Findings and BCVA Changes from Baseline for Left Eye * Moderate superficial keratopathy with or without patchy microcyst:like depos-
its, sub-epithelial haze (peripheral), or a new peripheral stromal opacity.
Corneal Examination Findings Changes in BCVA from Baseline
Check One (per Snellen Visual Acuity) Check One
O No change from baseline O No change from baseline
[ Mild superficial keratopathy [ Decline from baseline of 1line
Leftt eye (OS) O Moderate superficial keratopathy [ Decline from baseline of 2 or 3 lines on Snellen Visual

Acuity and not than 20/200
[ Severe superficial keratopathy cuity and not worse than 20/

0 ) ) [ Decline from baseline by more than 3 lines on Snellen
Corneal epithelial defect Visual Acuity and not worse than 20/200

[ Snellen Visual Acuity worse than 20/200

Additional Corneal Examination Finding:

BLM-LTR-200015
0002-0008-26
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If you have any questions regarding the BLENREP REMS, please visit
www.BLENREPREMS.com or call 1-855-209-9188.

Please see BLENREP™ Prescribing Information, including

BOXED WARNING for ocular toxicity, for additional
Important Safety Information

Reference ID: 4652412
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This overview describes the requirements of the BLENREP™ (belantamab
mafodotin-blmf) REMS and responsibilities of prescribers and Healthcare Settings.

What is the BLENREP REMS (Risk Evaluation and Mitigation Strategy)?

The BLENREP REMS is a safety program that manages the risk of ocular toxicity from BLENREP.
The BLENREP REMS is required by the Food and Drug Administration (FDA) to ensure the potential
benefits of BLENREP outweigh its risks. The BLENREP REMS is a restricted distribution program.

Indication

BLENREP is a B-cell maturation antigen (BCMA)-directed antibody and microtubule inhibitor
conjugate indicated for the treatment of adult patients with relapsed or refractory multiple
myeloma who have received at least 4 prior therapies including an anti-CD38 monoclonal
antibody, a proteasome inhibitor, and an immunomodulatory agent.

Risks of BLENREP

Boxed Warning for Ocular Toxicity

BLENREP caused changes in the corneal epithelium resulting in changes in vision, including
severe vision loss and corneal ulcer, and symptoms such as blurred vision and dry eyes.

Conduct ophthalmic exams at baseline, prior to each dose, and promptly for worsening
symptoms. Withhold BLENREP until improvement and resume or permanently discontinue
based on severity.

Because of the risk of ocular toxicity, BLENREP is available only through a restricted program
under a Risk Evaluation and Mitigation Strategy (REMS) called the BLENREP REMS.

3 Phone: 1-855-209-9188 www.BLENREPREMS.com Fax: 1-888-635-1044
Reference 1D: 4652412
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What are the Requirements of the BLENREP REMS?

In order to receive BLENREP, prescribers, Healthcare Settings, and patients must comply with
the requirements of the BLENREP REMS.

® : A

ol .

9,

FaTA v
Wholesalers-
Prescribers Distributors
To prescribe To dispense To receive To be able to
BLENREP: BLENREP: BLENREP: distribute BLENREP:

1. Become certified by 1. Establish processes

1. Designate an authorized 1. Understand the eye

completing a one-

representative and

problems associated

and procedures to

time certification become certified by with BLENREP ensure that BLENREP
process completing a one-time is distributed only to
certification process 2. Understand the need certified Healthcare
2. As you start patients to get an eye exam at Settings
on BLENREP, counsel 2. Train staff and comply baseline, prior to each
and enroll them with REMS requirements dose, and promptly for . Train all relevant staff
into the BLENREP : o worsenin mptoms involved in distribution
REMSand complete > Obtain authorization to e of the REMS
Patient Status Forms dispense each dose by 3. Enroll in the BLENREP yectiraments
pl'iOl’tOBﬂCh dose contacting the BLENREP REMS by completing
' REMS to verify that the the Patient Enrollment

prescriber is certified,
the patient is enrolled
and authorized to receive
the drug. Complete

and Submit the REMS
Checklist

Form with your
healthcare provider

4. Inform your healthcare
provider if you have
signs or symptoms of
worsening eyesight or
eye health
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Prescriber Instructions:

Become Certified Enroll Your Patients

(One-time) Before starting each patient on BLENREP
Before prescribing BLENREP

1. Counsel your patient using the Patient Guide about the

1. Review the following educational 1) the risk of ocular toxicity and
materials on BLENREP to understand 2) the requirements for monitoring via ophthalmic exams (visual
the risk of ocular toxicity and the need acuity and slit lamp)
for the BLENREP REMS:

- at baseline,
prior to each dose and
promptly for worsening symptoms

Prescribing Information
Program Overview (this document)

B cetion Pregyod for Prescrirs 2. Compete and submit using the submission details at the end of this

2. Complete and submit using the document:
submission details at the end of this

- Patient Enrollment Form
document:

3. Once completed, the BLENREP REMS will provide confirmation

Prescriber Knowledge Assessment of patient enrollment via email provided in the Enroliment Form

Prescriber Enrollment Form (automated and sent immediately from the online portal) or within
3. Once completed, the BLENREP REMS 2 business days (if enrollment by fax)
will notify you that you are certified to 4. Assess the patient's ocular health by consulting an eye care
prescribe BLENREP via email provided professional to complete visual acuity and slit lamp examinations
in the Enrollment Form (automated and using the Eye Care Professional Consult Request Form or equivalent

sent immediately from the online portal)
or within 2 business days (if enrollment
by fax)

(93]

. Assess the patient’s ophthalmic consult results for appropriateness
of initiating treatment. Document and submit to the REMS Program
using the:

- Patient Status Form

At all times

During treatment, before each infusion

1. Assess the patient’s ocular health by consulting an eye care professional to complete visual acuity and slit lamp
examinations using the Eye Care Professional Consult Request Form or equivalent

2. Assess the patient’s ophthalmic consult results for corneal adverse reactions, which are based on both corneal
examination findings and changes in best-corrected visual acuity (BCVA)

3. Manage corneal adverse reactions per Table 1. Dosage Modifications for Corneal Adverse Reactions per the
Keratopathy and Visual Acuity (KVA) Scale in the Prescribing Information with dose reductions or withhold BLENREP
until improvement or permanently discontinue based on severity

4. If continuation of therapy is appropriate, document and submit the Patient Status Form to the BLENREP REMS

5. Notify the BLENREP REMS if an enrolled patient who has received BLENREP is no longer under your care or has
discontinued treatment

The BLENREP REMS will send confirmation of your enrollment in the BLENREP REMS, including your assigned
BLENREP REMS identification number, to the email provided in your Enrollment Form. You will not be able to prescribe
BLENREP without completing your certification in the BLENREP REMS. If you fail to comply with the BLENREP REMS
requirements, you will no longer be able to participate in the BLENREP REMS.

The Healthcare Setting where BLENREP will be administered to the patient also needs to be enrolled in the REMS.
If this is at your clinic, please refer to the Healthcare Setting Instructions within this Program Overview. If this is not at
your clinic, then reach out to the Healthcare Setting to inform them that they need to enroll in the REMS.

e DBR:1:55-209-9188 www.BLENREPREMS.com Fax: 1-888-635-1044
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To Become Certified

1.

Review the following educational materials on
BLENREP to understand the risk of ocular toxicity and
the need for the BLENREP REMS:

Prescribing Information
- Program Overview (this document)
Education Program for Healthcare Settings

. Complete and submit using the submission details at

the end of this document:
- Healthcare Setting Enrollment Form

. Once completed, the BLENREP REMS will notify you

that you are certified to dispense BLENREP via email
provided in the Enrollment Form (automated and sent
immediately from the online portal) or within

2 business days (if enrollment by fax)

At all times

Do not distribute, transfer, loan, or sell BLENREP

. Maintain records documenting staff’s completion of

REMS training

Maintain records to demonstrate all processes and
procedures are in place and being followed

. Comply with audits carried out by GSK or third parties

acting on behalf of GSK to ensure all processes and
procedures are in place and are being followed

Before administering

1. Train all relevant staff involved in dispensing and
administering BLENREP using:

« Program Overview (this document)
- Education Program for Healthcare Settings
2. Establish processes and procedures to verify the

REMS Checklist is completed and submitted for
each patient

3. Obtain authorization to dispense each dose by
logging into the BLENREP REMS portal at www.
BLENREPREMS.com* to verify:

1) prescriber is certified
2) patient is enrolled and authorized to receive
BLENREP

4. Capture the dose and date of infusion in the online
REMS Checklist and submit it to the REMS program
within 5 business days of the infusion’

To maintain certification
to administer

1. Have a new authorized representative enroll in
the BLENREP REMS by completing the Healthcare
Setting Enroliment Form and submitting it to the
REMS program if the authorized representative
changes

The BLENREP REMS will send confirmation of your Healthcare Setting’s enrollment in the BLENREP REMS, including
your Healthcare Setting’s assigned BLENREP REMS identification number, to the email provided in the Enrollment Form.
Your Healthcare Setting will not be able to order or dispense BLENREP without completing certification in the BLENREP
REMS. If your Healthcare Setting fails to comply with the BLENREP REMS requirements, the Healthcare Setting will no
longer be able to participate in the BLENREP REMS.

* Alternatively, you may contact the BLENREP REMS Coordinating Center at 1-855-209-9188 to verify this information and obtain the authorization

to dispense BLENREP.

t If online capabilities are not available, you have the option to fax the REMS Checklist to the BLENREP REMS at 1-888-635-1044.

Who Can Be An Authorized Representative?

An authorized representative at the Healthcare Setting can be a:

Pharmacist Director of Healthcare Setting
Physician Physician’s Assistant
Nurse « Or any responsible individual in the Healthcare Setting

Nurse Practitioner

Please check with your manager to ensure the appropriate person represents the Healthcare Setting and attests to the
enrollment requirements as stated on the BLENREP REMS Healthcare Setting Enrollment Form.

One representative needs to enroll per Healthcare Setting (the “authorized representative”). One authorized
representative can manage more than one Healthcare Setting and has the ability to add additional users to the online
portal.
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Patient Instructions:

Before treatment initiation During Treatment; before each dose
1. Receive counseling from the prescriber on the 1. Get an eye exam

eye problems associated with BLENREP using

the Patient Guide

2. Enroll in the REMS Program by completing the
Patient Enroliment Form with the prescriber.
Enrollment information will be provided to the
REMS Program

3. Get an eye exam

At all times

1. Inform the prescriber if you have signs or symptoms of worsening eyesight or eye health

Wholesalers-Distributors Instructions:

To be able to distribute At all times
1. Distribute only to certified Healthcare Settings
2. Maintain records of all drug distribution

1. Establish processes and procedures to ensure
that BLENREP is distributed only to certified

Healthcare Settings 3. Comply with audits carried out by GSK or a third
party acting on behalf of GSK to ensure that all
processes and procedures are in place and are being
followed

2. Train all relevant staff involved in distribution of
the REMS requirements
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How to Enroll in the BLENREP REMS

The completed forms should be submitted to the BLENREP REMS online, using the BLENREP REMS Portal at
www.BLENREPREMS.com. If online capabilities are not available, you have the option to fax to the BLENREP REMS at

1-888-635-1044.

BLENREP REMS Portal Overview

www.BLENREPREMS.com

The BLENREP REMS Portal is a web-based tool designed to:
«  Provide real-time access to BLENREP REMS patient, prescriber, and Healthcare Setting information
- Maintain compliance with the BLENREP REMS

The BLENREP REMS Portal allows prescribers to:
- Certify and enroll in the BLENREP REMS

- Enroll and manage patients

- Complete the required Patient Status Forms
- Report corneal adverse reactions

The BLENREP REMS Portal allows Healthcare Settings to:
- Certify and enroll in the BLENREP REMS

- Obtain the authorization to dispense BLENREP

- Complete and submit the REMS Checklist

The BLENREP REMS portal contains all of the BLENREP REMS resources.
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BLENREP REMS Resources

Before Prescribing/ Before treatment
Dispensing initiation (first dose) During treatment
= Prescribing Information » Eye Care Professional » Eye Care Professional

- Program Overview Consult Request Form or Consult Request Form

i equivalent or equivalent (Before
‘Q - Education Program for each infusion)
"

Dcoctibore - Patient Status Form

Patient Status Form

s\ ErsscrilicrRhoniedge (Before each infusion)

Prescribers Asscstrent

- Prescriber Enrollment
Form

- Prescribing Information - REMS Checklist
(within 5 business

= Program Overview
days of infusion)

- Education Program for
Healthcare Settings

- Healthcare Setting
Enrollment Form

Q - Patient Guide
- Patient Enrollment

Patients Form

Visit www.BLENREPREMS.com to begin enrollment and for additional information.

You may also contact the BLENREP REMS at 1-855-209-9188.

You are encouraged to report adverse reactions of BLENREP to GSK at 1-888-825-5249 and/or FDA at 1-800-FDA-1088
or www.fda.gov/medwatch.

This is not a comprehensive description of the risks associated with the use of BLENREP. Please see the
full Prescribing Information, including Boxed WARNING, WARNINGS AND PRECAUTIONS, and ADVERSE
REACTIONS, for further information regarding the use of BLENREP.

Rgfmlilgﬁn‘l%sg 5%55—209-91 88 www.BLENREPREMS.com Fax: 1-888-635-1044
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Important information

* This educational module contains information on BLENREP (belantamab mafodotin-bimf) associated
ocular adverse events observed in DREAMM-2 (Study 205678) in patients with relapsed or refractory
multiple myeloma.

« Because of the risks of ocular toxicity, BLENREP is available only through a restricted program under a
Risk Evaluation and Mitigation Strategy (REMS) called the BLENREP REMS.

« This education module is not intended to be a comprehensive description of risks associated with the
use of BLENREP.

« Please see full Prescribing Information, including Boxed WARNING, WARNINGS AND
PRECAUTIONS, and ADVERSE REACTIONS, for further information regarding the use of
BLENREP.

BLENREP Risk Evaluation and Mitigation Strategy (REMS) oo 7P 7290029
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BLENREP: Key US Prescribing Information

 BLENREP is a B-cell maturation antigen (BCMA)-directed antibody
and microtubule inhibitor conjugate indicated for the treatment of adult
patients with relapsed or refractory multiple myeloma who have

L received at least 4 prior therapies including an anti-CD38 monoclonal

ULINEUICEE  ontibody, a proteasome inhibitor, and an immunomodulatory agent.

and Usage

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

Prescribing Information for BLENREP

BLMPPT200025
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BLENREP: Key US Prescribing Information

WARNING: OCULAR TOXICITY

 BLENREP caused changes in the corneal epithelium resulting in changes in vision,
Including severe vision loss and corneal ulcer, and symptoms, such as blurred vision
and dry eyes.

 Conduct ophthalmic exams at baseline, prior to each dose, and promptly for worsening
symptoms. Withhold BLENREP until improvement and resume, or permanently
discontinue, based on severity.

» Because of the risk of ocular toxicity, BLENREP is available only through a restricted
program under a Risk Evaluation and Mitigation Strategy (REMS) called the BLENREP
REMS.

Prescribing Information for BLENREP

BLMPPT200025
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Due to the risks of ocular toxicity, BLENREP is available only through a < Wl B
restricted program called the BLENREP REMS

What is the BLENREP REMS?

« A Risk Evaluation and Mitigation Strategy, or REMS, is a strategy to manage known or potential risks

associated with a product. It is required by the Food and Drug Administration (FDA) to ensure the benefits
0 of the drug outweigh its risks.

« Because of the risk of ocular toxicity, BLENREP is available only through a restricted program called the
BLENREP REMS.

What are the BLENREP REMS requirements?

Prescribers must be certified with the program by enrolling and completing training in the BLENREP REMS,

and they must counsel patients receiving BLENREP about the risk of ocular toxicity and the need for
ophthalmic examinations prior to each dose.

E.

Patients must be enrolled in the BLENREP REMS and comply with monitoring.

Healthcare facilities must be certified with the program and verify that patients are authorized to receive
BLENREP.

Wholesalers and distributers must only distribute BLENREP to certified healthcare facilities.

TLE

Prescribing Information for BLENREP

BLMPPT200025
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Jilil Mechanism of
Action

Overview of BLENREP: What it is and how it works

The Target

@ B-cell maturation antigen (BCMA) is a protein expressed on normal B lymphocytes and multiple myeloma cells that promotes cellular

proliferation and survival'2

C.? BLENREP is a BCMA-directed antibody and microtubule inhibitor conjugate, composed of 3 components3

ADC

"’J » e ADCC/ADCP

Anti-BCMA, humanized
@ IgG1 mAb that binds to
BCMA-expressing MM cells

MMAF, microtubule-

@ disrupting cytotoxic agent
that leads to apoptosis of
BCMA-expressing MM cells

Protease-resistant,
@ maleimidocaproyl

linker that joins the

MMAF to the mAb

ADC = antibody-drug conjugate; ADCC = antibody-dependent cellular cytotoxicity; ADCP = antibody-dependent cellular phagocytosis; BCMA = B-cell maturation antigen; Fc = fragment crystallizable; IlgG1 = immunoglobulin G1;
mAb = monoclonal antibody; MM = multiple myeloma; MMAF = monomethyl auristatin F

1. O'Connor BP e al. J Exp Med. 2004;199(1):91-8; 2. Lee L et al. BrJ Haematol. 2016;174(6):911-22; 3. Tai Y-T et al. Blood. 2014;123(20):3128-38. Figure from Farooq et al. manuscript under review

BLMPPT200025
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DREAMM-2
Iﬁ Study Data

The safety and efficacy of BLENREP as a single agent were evaluated in the DREAMM-2 study

« DREAMM-2 was an open-label, multicenter study

* Eligible patients had:
- relapsed or refractory multiple myeloma
- previously received 3 or more prior therapies, including an anti-CD38 monoclonal antibody
- were refractory to an immunomodulatory agent and a proteasome inhibitor

 Patients with corneal epithelial disease, except mild punctate keratopathy, at baseline were excluded
from the study.

» Patients had measurable disease by International Myeloma Working Group (IMWG) criteria.

* Patients received either BLENREP 2.5 mg/kg or 3.4 mg/kg intravenously once every 3 weeks until
disease progression or unacceptable toxicity.

* Only the efficacy results of the recommended dosage of 2.5 mg/kg are described in the Prescribing Information

* The major efficacy outcome measure was overall response rate as evaluated by an Independent
Review Committee (IRC) based on the IMWG Uniform Response Criteria for Multiple Myeloma.

Prescribing Information for BLENREP

BLMPPT200025
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DREAMM-2
lﬁ Study Data

Ocular Adverse Reactions Observed in the 2.5mg/kg Cohort of DREAMM-2

Adverse Reactions (210%) in| BLENREP 2.5 mg/kg dosing; N = 95 — The most common ocular adverse reactions

Patients Who Received (220%) were keratopa’[hy decreased visual aCUity
- A 0 4 0 ) ’

— The most frequent adverse reaction resulting in
ye Lisorders permanent discontinuation was keratopathy (2.1%)

peratopaily? i i — QOcular adverse reactions which required a dosage

Decreased Visual Acuity® 93 28 interruption in >3% of patients included keratopathy

Blurred Vision® 22 4 (47%), blurred vision (5%) and dry eye (3.2%)

Dry Eyes® 14 1 — Ocular adverse reactions which required a dose
reduction in >3% of patients included keratopathy
(23%)

Clinically relevant adverse reactions in <10% of patients included the
following eye disorders: Photophobia, eye irritation, infective keratitis,
ulcerative keratitis.

aKeratopathy was based on slit lamp eye examination, characterized as corneal epithelium changes with or without symptoms
bVisual acuity changes were determined upon eye examination

‘Blurred vision included diplopia, vision blurred, visual acuity reduced, and visual impairment

9Dry eyes included dry eye, ocular discomfort, and eye pruritus

Prescribing Information for BLENREP
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Q Safety Data

Warnings and Precautions: Ocular Toxicity

BLENREP
Ocular Adverse Reactions 2.5 mg/kg dosing
N =95
Keratopathy? 71% (n=67)
With Ocular Symptoms® 43% (n=29)

With decline of 2 or more lines on Snellen Visual

0 =
Acuity in any eye S67 (p=dt)

With both Ocular Symptoms and decline of 2 or more

0, =
lines on Snellen Visual Acuity in any eye 30% (n=20)

Visual Acuity Changes® 53% (n=50)
Blurred Visiond 22% (n=21)
Dry Eye® 14% (n=13)

2Keratopathy was based on slit lamp eye examination, characterized as corneal epithelium changes with or without symptoms
®Ocular symptoms included visual acuity changes, blurred vision, or dry eye

“Visual acuity changes included all grade BCVA change per KVA scale

dBlurred vision included diplopia, vision blurred, visual acuity reduced, and visual impairment

¢Dry eyes included dry eye, ocular discomfort, and eye pruritus.

DREAMM-2 Data on file.

BLMPPT200025
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q Safety Data

Warnings and Precautions: Keratopathy?

» Keratopathy was reported in 67 of 95 patients as (per the KVA scale):

Patients with Keratopathy

Grade per KVA Scale BLENREP 2.5 mg/kg dosing; N = 95
All Grades 1%

Grade 1 8%

Grade 2 18%

Grade 3 44%

Grade 4 0%

* Most keratopathy events developed within the first 2 treatment cycles
(cumulative incidence of 54% by Cycle 2).

IKeratopathy was based on slit lamp eye examination, characterized as corneal epithelium changes with or without symptoms
Based on 21JUN2019 data cut-off. 1 patient experienced a grade 4 event (corneal ulcer / infective keratitis) per KVA at the 9-month safety update

DREAMM-2 Data on file.

BLMPPT200025
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Q Safety Data

Resolution of Grade 2-4 Keratopathy?; Median follow up: 6.3 months

Patients with
Keratopathy (Grade 2 2)

BLENREP 2.5 mg/kg |

dosing, N = 59

Recovered to Grade 1 or lower, % 41%
Median time to resolution, days (range) 62 (11, 193)

Had ongoing keratopathy, % 59%

Still on treatment 29%

In follow-up 7%

Follow-up ended due to death, study withdrawal, or lost to follow up 24%

aKeratopathy was based on slit lamp eye examination, characterized as corneal epithelium changes with or without symptoms

DREAMM-2 Data on file.

BLMPPT200025
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Q Safety Data

Visual Acuity Changes

BLENREP 2.5 mg/kg dosing

N =95
Visual Acuity in Visual Acuity in
Better-seeing Eye Better-seeing Eye
Worse than 20/40 20/200 or Worse
Patients, % 17% 1%
Resolved, % 94% 100%
Median duration, days (range) 22 (7-64 days) 22 (22-22 days)

DREAMM-2 Data on file.

BLMPPT200025
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Corneal ARs and
*Z] | Dose Mods

Monitoring and Required Ophthalmic Exams

« Conduct ophthalmic examinations (visual acuity and slit lamp) at baseline, prior to
each dose, and promptly for worsening symptoms.

— Perform baseline examinations within 3 weeks prior to the first dose.

— Perform each follow-up examination at least 1 week after the previous dose and within 2 weeks prior to the
next dose

« Withhold BLENREP until improvement and resume at same or reduced dose, or
consider permanently discontinuing, based on severity (see Dosage and Admin
(2.3), US Prescribing Information)

Prescribing Information for BLENREP

BLMPPT200025
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Corneal ARs and
*Z] | Dose Mods

Recommended Dosage and Dosage Modifications for Adverse Reactions

Recommended Dosage

The recommended dosage of BLENREP is 2.5 mg/kg of actual body weight given as an intravenous infusion
over approximately 30 minutes once every 3 weeks until disease progression or unacceptable toxicity.

Dosage Modifications for Adverse Reactions

The recommended dose reduction for adverse reactions is:
« BLENREP 1.9 mg/kg intravenously once every 3 weeks.
« Discontinue BLENREP in patients who are unable to tolerate a dose of 1.9 mg/kg.

Corneal Adverse Reaction

 The recommended dosage modifications for corneal adverse reactions, based on both corneal examination
findings and changes in best-corrected visual acuity (BCVA), are provided in on the following slide

« Determine the recommended dosage modification of BLENREP based on the worst finding in the worst
affected eye.

« Worst finding should be based on either a corneal examination finding or a change in visual acuity per the
Keratopathy and Visual Acuity (KVA) scale.

Prescribing Information for ELENREP

BLMPPT200025
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Corneal ARs and
*Z] | Dose Mods

Dosage Modifications for Corneal Adverse Reactions per the KVA Scale

Dosage Modifications for Corneal Adverse Reactions per the KVA Scale

Category Corneal Adverse Reaction Recommended Dosage Modifications

Corneal examination finding(s): Mild superficial keratopathy=

CICOCNIN Change in BCVAP: Decline from baseline of 1 line on Snellen ~ Continue treatment at current dose.
Visual Acuity

Corneal examination finding(s): Moderate superficial i - ; -
Withhold BLENREP until improvement in both corneal examination

keratopathy©
Grade 2 P ) y _ ) ) findings and changes in BCVA to Grade 1 or better and resume at
Change in BCVAP: Decline from baseline of 2 or 3 lines on same dose.

Snellen Visual Acuity and not worse than 20/200

Corneal examination finding(s): Severe superficial _ . i L
keratopathy? Withhold BLENREP until improvement in both corneal examination

Grade 3 ) _ ) _ findings and changes in BCVA to Grade 1 or better and resume at
Change in BCVAP: Decline from baseline by more than 3 lines  oqyuced dose.

on Snellen Visual Acuity and not worse than 20/200

- - Consider permanent discontinuation of BLENREP. If continuing
Corneal examination finding(s): Corneal epithelial defect® treatment, withhold BLENREP until improvement in both corneal

Change in BCVA®: Snellen Visual Acuity worse than 20/200 examination findings and change in BCVA to Grade 1 or better and
resume at reduced dose.

Grade 4

Reference Prescribing Information for BLENREP for management of other adverse reactions

aMild superficial keratopathy (documented worsening from baseline), with or without symptoms; PChanges in visual acuity due to treatment-related corneal findings; “Moderate
superficial keratopathy with or without patchy microcyst-like deposits, sub-epithelial haze (peripheral), or a new peripheral stromal opacity; 9Severe superficial keratopathy with
or without diffuse microcyst-like deposits, sub-epithelial haze (central), or a new central stromal opacity; ®Corneal epithelial defect such as corneal ulcers.

Prescribing Information for BLENREP

BLMPPT200025
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Patient counseling can support management and identification of corneal adverse e
reactions

& Monitoring

Prior to starting treatment with BLENREP, advise patients:

» That ocular toxicity may occur during treatment with BLENREP

» To use preservative-free lubricant eye drops at least 4 times a day starting with the first infusion and continuing until end
of treatment.

» To avoid wearing contact lenses during treatment unless directed by an ophthalmologist

« That changes in visual acuity may be associated with difficulty for driving and reading. Advise patients to use caution
when driving or operating machinery.

» Tell your healthcare provider if you notice any changes with your eyes, such as dry eyes, blurred vision, worsening
vision
* Your healthcare provider will send you to see an eye specialist

» During treatment, even if your vision seems fine, it is important that you get your eyes checked prior to each dose
because some changes can happen without symptoms

Prescribing Information for BLENREP
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REMS Goals and Operations
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++<o | REMS Process

e-H | Overview

The goal of the BLENREP REMS is to manage the risk of ocular toxicity by:

1. Ensuring that healthcare providers are educated on the risk of ocular toxicity associated with the
use of BLENREP

2. Ensuring that healthcare providers are educated and adhere to the following:

a. submit documentation that ophthalmic exams are being done at baseline and prior to each dose to
identify ocular toxicity

b. counsel patients on the risk of ocular toxicity and the requirement for monitoring via ophthalmic exams
at baseline, prior to each dose, and promptly for worsening symptoms as described in the Prescribing
Information

3. Ensuring safe use of BLENREP by:

a. Ensuring that BLENREP is infused in certified healthcare settings only after verification of ophthalmic
exams

4. Ensuring that patients are informed about:
a. the risk of ocular toxicity associated with the use of BLENREP

b. the requirement for ophthalmic exams at baseline, prior to each dose and promptly for worsening
symptoms, as described in the Prescribing Information

BLENREP Risk Evaluation and Mitigation Strategy (REMS)  o50"F7209029



Prior to prescribing BLENREP, the Prescriber will review training materials,
complete a Knowledge Assessment, and enroll in the REMS

. Review Training Materials
Access Knowledge Assessment
Complete Enrollment Form
Enroll Patients
Manage Enrolled Patients
Complete Patient Status Form
Report Adverse Event

1. Review Training Materials

> 2. Complete Knowledge Assessment )

3. Enroll in the REMS

)

BLENREP Risk Evaluation and
Mitigation Strategy (REHﬁ

Education Program for Prescrib

Education Program for Healthcare Settings
(this presentation)

-
A
BLENREP sk Exaluation and
@&
US Prescribing REMS

Information

Program Overview

BLEMRRER Risk Evaluation and Mitigation Strategy (REMS)

MENREP

BLENREP REMS Prescriber Knowledge Assessment

Wik srmphets Tha (5 oaiig Frese i Raeh 2 Srassamint ant rick “Setmar

Q@
s

n—

. o il e 0 T o
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Access and Complete Knowledge Assessment fOllOWING | s knowidge acsessmen

Complete Enrollment Form

review of Training Materials

Manage Enrolled Patients
Complete Patient Status Form

BUENREP
belantamab
el

BLENREP REMS Prescriber Knowledge Assessment

Please complets the following Prescriber Knowledge Assessment and dlick "Submit",

Mesication Guide Report Adverse Event

Youmust answer ALL 9 questions correctly on this assessmeant.

You have e attempt{s) to answer all questions correctly,

Answer nine multiple choice and/or true/false questions

Question1 x »

While on treatment with BLENREP

BLEMRRER Risk Evaluation and Mitigation Strategy (REMS)

If you answer all questions correctly, you will proceed to finalize enroliment

If you do not answer all questions correctly, you will have 2 more opportunities
to complete the Assessment. Incorrect answers will be indicated with a red X

If you do not answer all questions correctly after 3 attempts,
you must review educational materials prior to attempting the test again

BLMPPT200025
0002-0008-13



After completing the Knowledge Assessment, fill out and T
submit the Prescriber Enrollment Form to complete enroliment *| “™Gare

T———
Report Adverse Event

PRESCRIBER INFORMATION

*National Provider Identifier (NPI) #: State License #:

1234567880
"First Name Middie Initial *Last Name
*Credentials *Specialty

Civo Coo One OJea O other (please specify) [ oncology ] Hematotogy | Internal Medicine [ Other (please specify)

*Practice/Facility Name

*Address Line 1 Address Line 2
*City *State *ZIP Code
— Please Select —
*FPhone *Fax *Email
Preferred Method of Communication Preferred Time of Contact
Oiphone O Fax () Email Clam [Cem

Provide requested personal and practice contact information

BLMPPT200025
0002-0008-13
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You may designate a delegate who will be copied on your automatic

Review Training Materials
Access Knowledge Assessment
Complete Enrollment Form

e-mail notifications; you may also designate a second practice location " Enroll Patients

PRESCRIBER DELEGATE INFORMATION

Note: if you want 1o add a delegate, the first name, last name and emaill are required fieids. If you have any questions, please reach oul to the BLENREP REMS at 1-885-209-9188.

*First Name *Last Name *Email

John

() Address - Same as Prescriber Address

Address Line 1 Address Line 2

State

Manage Enrolled Patients
Complete Patient Status Form
Report Adverse Event

— Please Selecl —

Fax

ALTERNATIVE PRACTICE/FACILITY LOCATION @

Address Line 1 Address Line 2

City State ZIP Code

- Please Select —

Delegates added by Prescribers
will be able to enter Patient Status
Forms on their behalf starting in
late 2020

The Certified Prescriber of Record
Is responsible for compliance with
the REMS Requirements,
including monitoring, evaluation,
and management of each patient
under his or her care

BLMPPT200025
0002-0008-13




Review and agree to Prescriber Responsibilities to complete N T
enrollment M
' Manage Enrolled Patients
Complete Patient Status Form
Report Adverse Event

| have:
= Reviewed the drug's Prescribing Information.

= Reviewed the Program Overview and Education Program for Prescribers.

« Buccessiully comp the Ki ledge As nent and submitted It Lo the BLENREP REMS.

Before treatment initiation (first dose), | must:

» Counsei the patient, using the Patient Guide, on
= the risk of ocular taxicily associaled with BLENREP and

« requirement for monitoring via ophthalmic examinations (e.g., vieual acuity and slit lamp) at
« baseling,

« prior to each dose, and
= promptly for worsening symptoms

= Enroll the patient by completing and submitting the Patfert Enroliment Form to the BLENREP REMS,
» Assess the patient's ocular health by consulting an eye care professional to complete the visual aculty and slit lamp examinations using the Eye Care Professional Consult Reguest Form or equivalent

« Assess the patient's ophthalmic consult resuits for appropriateness of initiating treatment. Document and submit to the BLENREP REMS using the Patient Status Form,

Before each infusion, | must:
« Assess the patient's ocular health by consulting an eye care professional to complete visual acuity and siit lamp using the Eye Care Professional Consult Request Form or equivalent.

= Assess the patient's ophthalmic consult results for appropriateness of continuing treatment. Document and submil to the REMS Program using the Patiant Status Farm

| understand that if | do not maintain compliance with the requirements of the BLENREF REMS, | will no longer be able to prescribe BLENREP. A You may aISO fax a

completed paper enroliment

| understand the BLENREP REMS may contact me via phone, mail, or email to discuss andlor to survey me on the effectiveness of the REMS requirements.

form (available at
By signing this form, | agree BLENREP is only available through the BLENREP REMS and | must comply with the REMS Requirements. WWW. B L E N RE P RE M S co m)

L *Prescriber signatura tO 1 —8 88—635-1 044

For support, call

1-855-209-9188

BLMPPT200025
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http:www.BLENREPREMS.com

Review Training Materials

To enroll patients, the prescriber will login to BLENREPREMS.com, s Ko i
ompiete cnroliment rorm

access “My Patients” and select “Enroll Patient” o Enroll Patients

Manage Enrolled Patients
Complete Patient Status Form

"ﬁNREP £ s Vs~ Report Adverse Event

belantamab
mafodotin-oimf
Tt injection 104 mig

My Patients

Below is a list of your patients. Click "Enroll Patient" to sdd a new patient.

Please begin the enroliment process by entering
patient information and clicking on "Continue".

Patient Listing

M Doanload the list to spreadsheet format by clicking the Excsl icon just above the colummn headers

@ Search/Filter the list by entering informaficn in the texdbox below any column header

Note: Fields marked with an * are required.

& Sortthe list by clicking on any column header *First Name
g
REME ID = First Name & Last Mame s Zip + Date of Birth + Prescriber Signature = Patient Signature + Pabient = Status Form Completed Date & Action “Last Name
(MDD VYY) Stotue Statua Siatus (MMDDIYYYY)
“Date of Birth (MM/DD/YYYY)
L You currently have no patisnis enrolied ﬁ
| CANCEL || CONTINUE
Click “Enroll Patient” to begin Patient Enroliment; Enter Name and Date of Birth

each Patient must be enrolled prior to receiving BLENREP

=MNREP Risk Evaluation and Mitigation Strategy (REMS)  S-MFE 1299029

0002-0008-13


http:BLENREPREMS.com

Patients will provide their contact information

B

PATIENT INFORMATION

*First Name

Mary

*Date of Birth (MM/DD/YYYY)
1/1/2000

*Address Line 1

Secondary Contact

PRESCRIBER INFORMATION

First Name: Leslie

Last Name; Patlerson

Middle Initial

*Gender

Cremale O Male O Other

Address Line 2

*State
— Please Select —

*Email

Phone for secondary contact

Prescriber National Provider Identifier (NPI)#: 1234567880

*Last Name

Smith

*ZIP Code

*Preferred Method of contact
Ul Phone [ Email

Review Training Materials
Access Knowledge Assessment
Complete Enrollment Form
Enroll Patients
Manage Enrolled Patients
Complete Patient Status Form
Report Adverse Event

BLMPPT200025
0002-0008-13




Review Training Materials

To allow Patients or Legal Guardians to electronically sigh and agree to the AC(":fmSp"l‘;‘t‘;“gi‘:g;mA:;e;z::"‘
terms, patients will receive a verification code via email or text message b Enroll Patients

Manage Enrolled Patients
Complete Patient Status Form
Report Adverse Event

PATIENT ACKNOWLEDGEMENT
By signing this form, | agree BLENREP is only available through the BLENREP REMS and | must comply with the REMS Reguirements,

*Patient Attestation
) Patient Attestation ' Legal Guardian Atlestation

*Print Name

*Is patient or parent/guardian currently available to complete patient signature during online enroliment?
Oves ONo

Ll would you like to receive taxt messages from the BLENREP REMS in order to sign your BLENREP REMS enroliment form? Message and data rates may apply. By
clicking this check box, you are confirming that the patient has verbally agreed to receive text messages.

If this box is checked, patients will receive both an email and text message
with a verification code (based on the contact information provided); if not
checked, patients will only receive the verification code at their email address

BLMPPT200025
0002-0008-13
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Patients will enter the verification code received via text message or
e-mail, agree to the terms and conditions, and adopt a signature

Review Training Materials
Access Knowledge Assessment
Complete Enrollment Form

» Enroll Patients

A e cocument fram BLENREP REMS & avaitatse for you 1o ugn.
YoUu Will De gven ine opooimEy i

= Ereview tha document

« Send feedback of quesions 1o BLENIEFR REMS

« Decine signing A send feadoack 1o BLENRER REMS
= Sign the document elecionicaly using AssreSigr

UserName: abo@atic com

Hote - Plaase check your til mesiage/emall for the passward,
Password®

Fawsind by Asuure Sign

Patient will enter the verification
code received via email or text

BLEMRRER Risk Evaluation and Mitigation Strategy (REMS)

Manage Enrolled Patients
Complete Patient Status Form
Report Adverse Event

You may also fax a completed
paper enroliment form (available
at www.BLENREPREMS.com)
to 1-888-635-1044

Agres o Terms

o O

s

Dy thecxng She box beiew. | agee i the checironec dipiized wgnstues | appdy on the Ioowing dooument ane repesseriabons. of my sgnature and sre legally wak! and

Dindng
Hational

Commerne Act (E-80N) of 2000

ign cormges wilh tegub ke of e Electronc Signabuss In Gooel aed (BN,
At {UETAY 00 M Goverrmant Paperswo Eamiabon Act (GFEA)

Diciober 1, 3000, hee U

1 nave read and agree to the tams and condtions

Preview Document =.

e £ Abems Sign

Patient will read and agree to the
terms and conditions

d

R 1be berms. and conditions below and ched the checkbon indicating your agreemint bo ieceives and sign this document elclioncally. Chck Start Signing shen you ane ready 1o

s 11 hivd Signed the doCument with ink on papet i accordance with the Usitorm Electronic Transactions Act (UETA) and the Ekcirons Signatures in Giobal and

Adopt a Signature

Provide your name by drawing with touch, mouse, or stylus.
Signature

By chcking "Adopt Signature”, | agree that the signature and initials above will be the electronic representation of my signature

and intials for all purposes when | use them to sign documents. Applying them to a document is legally equivalent to signing
with & pen on paper.

BLMPPT200025
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Review Training Materials

The Prescriber assesses the Patient’s ocular health prior to each Access Knowledge Assessment

Complete Enrollment Form
Enroll Patients

dose by consulting an Eye Care Professional

Corneal Examination Findings and Best Corrected Visual Acuity
Piease refer to Table 1 for information on relevant examination findings for BLENREP
Date of Assessment:

Section 1: For Baseline Examination Only
+ What are the current best corrected Snellen visual acuity results?
op__/___05__J

First Name*: Migdie Initiak: | Last Name®™. | Date of Birth (MM/DO/YYYY)*:

Section 2: For Follow Up Examinations
« What are the current beu corrected Snellen visual acuity results?
oD _/__0OS__J

+ Were there findings upon corneal examination and/or visual acuity assessment? [ Yes [ No
If ¥, please check affected eyes:

[Job
Jos
Cou
Corneal Examination Findings and Change in BCVA from Mho for Right Eye
Eml Examination Fimling; | gai in BCVA from Baseline
ne (per Snellen Visual Acuity) Check One
[ No change from baseline I ONe change from baseline
[ Mid superficial keratopathy [0 Decline from baseline of 1 line
Right eye (OD) [0 Moderate superficial keratopathy [ Decline from baseline of 2 or 3 lines on Snellen Visual

Acuity and not worse than 20/200
O severe superficial keratopathy ol
! [ Decline trom baseline by more than 3 lines on Snellen
] Corneal epithetial defect Visual Acuity and not worse than 20/200

[0 snellen Visual Aculty worse than 20/200

i' Additional Corneal Examination Finding:

Corneal Examination Findings and BCVA Changes from Baseline for Left Eye

| Corneal Examination Flndings Changes in BCVA from Baseline
| Check One . (per Snellen Visual Acuity) Check One
O e change from baseling One change from baseline
[ Mg supaerficial keratopathy [ Decline from baseline of 1 line
Leftt eye (OS) [ Moderate superficial keratopathy [ Deciine from basaline of 2 or 3 lines on Snallen Visual

. Acuity and not worse than 201200
[0 severe superficial keratopathy

w Y0 [J Dacline from bassline by more than 3 lines on Snellen
[ Corneal epithetial defect Visual Acuity and not worse than 207200

[ Snellen Visual Acuity worse than 20/200

Additional Comeal Examination Finding:

BLMPPT200025
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Complete Patient Status Form
Report Adverse Event
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= a = A Review Training Materials
To manage enrolled patients, the prescriber will login to s

Access Knowledge Assessment
a Complete Enrollment Form
BLENREPREMS.com and access “My Patients” Enroll Patients
' . Manage Enrolled Patients
Complete Patient Status Form
Report Adverse Event

*fgﬁw REP

belantamab
mafodstin-blmi
Tor Tojuction FO0my

MY PATIENTS

My Patients

Below i a list of your patients. Click "Enroll Patient” tc add a new patient.

Patient Listing

B Downiodd e sl o spreadsheet lonmal by Cicking the Exce icon just sbove e column headers
a Search/Fiter the list by entering information in the texdbox belcw any column header
3 Sorl the list by clicking on any column header

&
REM3 ID = First = Lasi = Z&p = Date of Bisth = Prescriber = Patient Signature 3 Falieot Status = Status Form Completed = Action
fame Hama |MMIDOYYYY] Signature Status Date (MMDOIYYYY)
Staws

. & ENROLLED - FENDING
1234 Een) Sua 1658 217000 @ @

= B PATIENT STATUS FORM
ga76 Ivartin Bermy 34534 8311995 @ @ PENDING

@ © 5 ®»E)

Page i of 11 | Total Records: S5

A list of enrolled patients may be downloaded,
or search enrolled patients using the fields provided

=MNREP Risk Evaluation and Mitigation Strategy (REMS)  S-MFE 1299029
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Review Training Materials

The Prescriber will review information provided by the Eye Care Acgismspfg:;w;jg:mf;e:z-:nent
Professional and input it to a Patient Status Form by selecting “Submit PSF”

Enroll Patients
Manage Enrolled Patients
» Complete Patient Status Form
Report Adverse Event

*gﬁw REP

belantamab
mafodstin-blmi
Tor Tojuction FO0my

My Patients

Below i a list of your patients. Click "Enroll Patient” tc add a new patient.

Patient Listing

B Downoad e lisliospraadshaet fonmal by Cicking the Excel icon just above e column headers
a Search/Fiter the list by entering information in the texdbox belcw any column header
3+ Zorl the list by clicking on any column header

REM3 ID = First = Lasi = Z&p = Date of Bisth = Prescriber = Patient Signature 3 Falieot Status = Status Form Completed = Action
fame Hama |MMIDOYYYY] Signature Status Date (MMDOYYYY)
Staws

1234 Pagay Sua 16537 22000 @

# ENROLLED - FENDING
PATIENT STATU S FORM

Sa76 Iartin Berry 34534 8311985

| @ PENDING

@ © 5 ®»E)

Page i of 11 | Total Records: S5

BLMPPT200025
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Review Training Materials

The Prescriber will enter the Eye Care Professional’s Information, -
= g & = ompiete chroliment rorm
Ophthalmic Assessment, and attest to having reviewed the ophthalmic exam

Enroll Patients
Manage Enrolled Patients

EYE CARE PROFESSIONAL INFORMATION . Complete Patient Status Form

Report Adverse Event

“First Name: *Last Nama:

National Provider Identifier (NPI) #

PracticelFacility Name: Address Line 1: Address Line2:

City: State: ZIP Code:

— Pleasa Saloct —

PRESCRIBER ATTESTATION

*I confirm that | have reviewed the ophthalmic exam for this patient and authorize treatment.
Clyves No

*Date of last ophthalmic assessment (MMDDIYYYY)

ASSESSMENT

What are the current bast corrected Snallen visual acuity resuits?

*Right eye (0D) : f) *Left eya (OS):

* Is this the patient’s 1% dose?

Additional detail will be requested
| if you select “no™: see next slide
“What Is the current grading from the examinations finding(s) and BCVA7? (Report the grade for the worst eye based on Keratopathy and Visual Acuity (KVA) scale)

DiNormal L Grade't D Grade2 O Graged 1D Grade 4

PRESCRIBER SIGNATURE

[ *Prascriber Signaturs

| CANCEL |

BLMPPT200025
0002-0008-13 his docum ) ced or distributed w




For the second and later doses, the Prescriber will enter (if applicable) dose Review Training Materials
modifications, dose holds, and ophthalmic adverse event findings and BCVA gradings S e

Complete Enrollment Form

from the Eye Care Professional Enroll Patients
Manage Enrolled Patients
* s this the patient’s 1** dose? ’ Complete Patient Status Form
DYes @ No Report Adverse Event

8-

* Are you recommending dose modifications due to a corneal adverse reaction based on this ophthalmic assessment?

©ves No

Please rafer lo Table 1 for information on relevant corneal adverse reaclions for BLENREP CO”SUlt the DOSEige MOdIfIC&tIOﬂS
i asemssi ks for Corneal Adverse Reactions per
it yes, pisase complets the following: the KVA Scale Table in the

CORNEAL EXAMINATION FINDINGS AND CHANGE IN BCVA FROM BASELINE FOR RIGHT EYE

Prescribing Information to

*Corneal Examination Finding *Change in BCVA from Baseline (per Snellen Additional Corneal Examinati ing
Right eye (OD)

e Support Dose Modification or
-/ Miid superficial keratopalhy o change fro... basalna g
Modarala suparficial keratopathy : ) Daciing from bassling of 1 line D ose H 0 I d D ecisions
RepeatEd fOI' Leﬁ eye Severe suparhicial keralopathy 9 Darl..ne frf:m baseline of 2.or 3 ines on
= e Snetien Visual Acuity and not worse than
(not pictured) = (R Ry e 20200
! Dacline from baseline by more than 3 lines
on Snelien Visuval Acuity and not worse then
200200
) Snen Visust Aculy worse hen 201200 You may also fax a completed
.T“Tiulw las::: cle held due to a corneal adverse reaction? pape r p atlent Statu S form (aval Iable

at www.BLENREPREMS.com)
to 1-888-635-1044

Please refer lo Table 1 for information on relevant cormeal adverse reactions for BLENREP

*What is the current grading from the examinations finding(s) and BCVA? (Report the grade for the worst eye based on Keratopathy and Visual Acuity (KVA) scale)

CriNomal O Grade 1 O Gade 2 O Graded Grada 4

For support,
If the Prescriber answers “yes” to these questions: information about Affected call 1-855-209-9188
Eyes, Corneal Exam Findings, and Change in BCVA will be requested

BLMPPT200025

BLEMRRER Risk Evaluation and Mitigation Strategy (REMS) 0002-0008-13
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To report a Corneal Adverse Event, access “My Patients”

and select “Report Corneal Adverse Event”

Review Training Materials
Access Knowledge Assessment
Complete Enrollment Form
Enroll Patients

"%NREP
betant b

amal
mafodotin-blmi
ket injctine: 1B =y

MY PATIENTS

My Patients

Balow Is a lit of your patients, Click "Enroll Patient” to add a new patient.

Patient Listing

B Downioad ihe fisl o spieadshae] Tommal by Ciceing e Eoca icon jus) above (T colmnn heddecs
o SoarchiFilter the list by ontering information in tha textbox bakow sny column header

& Sortthe st by clicking on any column header

-1
REMS 1D 2 First s Last ¢ Zip s+ Date of Birth = Prescriber
Name Name IMMDDIYYYY) Signatura
Status
234 Peaay Sus 16547 3212000 @
GG Martin Berry 34534 311095 @

= PaGient Signature & Fatient Stetus

Status

-

@ & ENROLLED - PENDING
PATIENT STATUS FORM

| & PENDING

s Siztus Form Compietsy

Date (MRODYYYY|

CRCRONCIC ]

BLEMRRER Risk Evaluation and Mitigation Strategy (REMS)

BLMPPT200025

2 Action

Page 1 of 11 | Fetnl Becaads: 55

Manage Enrolled Patients
Complete Patient Status Form
. Report Adverse Event

Patient Adverse Event Form

SELECT PATIENT
Please click on the row to select the patient

First Name = Last Name = Date of Birth

20212000

{ioi1gh

Pajgy Sus
Martin Bermy

] o

Select the Correct Patient

0002-0008-13



l Reminders

BLENREP REMS: Key points to remember

Ensure you enroll in the BLENREP REMS

« Enroll each patient in the BLENREP REMS

« Counsel patients on the risk of corneal adverse reactions and the requirement for monitoring via
ophthalmic examinations at baseline, prior to each dose and promptly for worsening symptoms

« Assess the patient’s ocular health by consulting an eye care professional to complete visual acuity and
slit lamp examinations using the Eye Care Professional Consult Request Form Template

« Manage corneal adverse reactions per the Prescribing Information with dose reductions or withhold
BLENREP until improvement based on severity.

 Document ophthalmic exam findings using the Patient Status Form prior to each dose in the REMS

This educational module for Prescribers is not intended to be a comprehensive description of the complete safety information for BLENREP. For complete safety information,
please see the full Prescribing Information, including Boxed Warning, available at wvw.BLENREPREMS.com

BLMPPT200025

BLEMRRER Risk Evaluation and Mitigation Strategy (REMS) 0002-0008-13
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BLENREPREMS.com provides rapid support for the BLENREP REMS program, with | B
additional support available via the REMS Coordinating Center

'gﬁNREP

halantamah
mafodotin-blmi
fur mbection 100 ma

Key Features of BLENREPREMS.com
&k Loon v" real-time enroliment certification

e @ s | ¥ real-time patient status form entry
i | | —rR\enil?rE?:pr- arcpint for the Bl ENREF REMS, please selart wheiher you sre repsteing a5 / a u toma ti C e m a i I n O tifi Catio n S fo r R E M S
e enrollment and patient status form

submission

Visit www.BLENREPREMS.com

BLMPPT200025

BLEMRRER Risk Evaluation and Mitigation Strategy (REMS) 0002-0008-13
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BLENREP™ REMS Prescriber Knowledge Assessment

Pl
i

B

Y
. FENREP Tobecome a certified prescriber in the BLENREP (belantamab mafodotin-bimf) Risk Evaluation
belantamab and Mitigation Strategy (REMS), you must review the Prescribing Information, Program Overview,
mafodotin-blmf  5nq Fducation Program for Prescribers and complete this Prescriber Knowledge Assessment and the
Prescriber Enrollment Form. You must answer ALL 9 questions correctly on this assessment.

for injection 100 mg

* Go to www.BLENREPREMS.com to register and complete the Prescriber Knowledge Assessment and Prescriber Enrollment
Form online. If online capabilities are not available, you may also fax the completed forms to the BLENREP REMS at

1-888-635-1044.

« You will receive correspondence from the BLENREP REMS within two business days via email or fax confirming your
certification in the BLENREP REMS or providing instructions on how to retake your Knowledge Assessment, if necessary.

ASSESSMENT QUESTIONS

1 - While on treatment with BLENREP patients are at risk of
experiencing ocular adverse reaction, such as

[] Keratopathy

[] Blurred vision/Changes in visual acuity
[ ] Dry eyes

[1 All of the above

2- BLENREP can cause corneal adverse reactions that may or
may not be symptomatic

] True

6- Throughout a patient’s treatment with BLENREP | must
complete a Patient Status Form attesting that | have reviewed
the ophthalmic examination prior to each dose

] True

[] False

7- If a patient experiences a Grade 3 corneal adverse reaction
per the KVA Scale in the Prescribing Information (Table 1), |
should withhold BLENREP until improvement in both corneal
examination findings and change in BCVA to Grade 1 or better
and resume at reduced dose.

[] False [ True

Fal
3- Before starting a patient on BLENREP | need to do the [ False

Following: i ] ) 8- Which of the following statements is FALSE:
N Enru:_} the tp?tlent in the BLENREP REMS using the Patient [ 1 Ophthalmic exams need to include an assessment of visual
A acuity and a slit lamp exam

[ Assist the patient in finding an eye care professional if they [ ] The Healthcare Setting where BLENREP will be administered
are not already under an eye care professionals care (infused) also needs to enroll in the BLENREP REMS

[] Ensure the Healthcare Setting or infusion center where ; :
administration of BLENREP will take place for the patient [ g%:;ﬁligﬂiiixgas";ifpllﬂﬂﬁ only be peiformed when a patient

i lled in the BLENREP REMS if itisatth
kehdriioasiiin e il Risattesame 1 Each patient being started on BLENREP needs to have an

el 45y (ractice] ophthalmic exam before initiating thera
[] Complete the Patient Status Form attesting that | have P g Py

. Lelrliw:d tl;e ophthalmic exam for the patient 9- | should complete and submit the Patient Status Form to the
of the above BLENREP REMS:

[ 1 Once annually

[ ] After every dose of BLENREP
[ 1 Before every dose of BLENREP
] None of the above

4- While treating patients with BLENREP, | should advise
patients:
[] That they may experience loss of sense of smell

[] To administer preservative-free lubricant eye drops at least
four times a day during treatment, starting with the first

infusion, as it may help reduce corneal symptoms Please provide your name and NPl number so we can associate
[] That they should not eat grapefruit while taking BLENREP your PWB“‘-‘S_S Wi“_‘ FOUE 5“"‘_“—“10“9? record.
[] That BLENREP is for at home administration You can provide this information below:

*indicates REQUIRED field

5- As a part of patient counseling, | should inform patients
starting on BLENREP of the following:

Prescriber Information (please print)

[] They will need to visit an eye care professional before First Name*: Last Name*:
initiating treatment with BLENREP and before each
subsequent dose National Provider Identifier (NPI) *:
[] ltis important they get their eyes checked because some
changes can happen without symptoms Phone:
[] They should use preservative-free lubricating eye drops at
least four times a day during treatment with BLENREP to help —
reduce corneal symptoms '
[] They should use caution when driving or operating machinery
as BLENREP may adversely affect their vision Access this form and enroll online at www.BLENREPREMS.com.
[ All of the above To submit this form via fax, please complete all required fields

above and fax to the BLENREP REMS at 1-888-635-1044.

BLM-LTR-200004
0002-0008-15
GSK Final (08/2020)
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Patients: Your healthcare provider will go over this Patient Guide
with you. It is important to ask your healthcare provider any questions
you might have during treatment with BLENREP.

Healthcare Providers: Review this Patient Guide with your patient
prior to initiating treatment with BLENREP.

Reference ID: 4652412



Reference ID: 4652412

Why am | receiving this
Patient Guide?

Before you receive BLENREP,
you must read and agree to all
the instructions in the BLENREP
Risk Evaluation and Mitigation
Strategy (REMS). Before
prescribing BLENREP, your
healthcare provider will explain
the BLENREP REMS to you

and ask you to sign the

Patient Enrollment Form.

Table of Contents

Why am | receiving this Patient Guide? ......... ... .. i, 1
WHAL TS BLENRERT. . . cic v sisus min simin i simmisss s s mie smsmcnis son isis i meug ais Somsais e 2
Whatisthe BLENREP REMS? . ... .o i et ieeeenn 2
Why does BLENREPhave aREMS? .. ... ... . e 2
What is the most important information | should know
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Where can | Get More Information on BLENREP? ... ... ... ... ... ... ...... 6
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Whatis BLENREP?

BLENREP is a prescription medicine used to treat adults with multiple myeloma who:
- have received at least 4 prior medicines to treat multiple myeloma, and
- their cancer has come back or did not respond to prior treatment.

It is not known if BLENREP is safe and effective in children.

What is the BLENREP REMS?

A Risk Evaluation and Mitigation Strategy (REMS) is a drug safety program that the U.S.
Food and Drug Administration (FDA) can require for certain medicines with serious safety
concerns. Drug companies and healthcare providers must take extra steps to make sure
the benefits of using the drug are more than the risks. FDA must approve these steps as
part of a REMS.

Why does BLENREP have a REMS?

BLENREP has a REMS because of the risk of eye problems. The BLENREP REMS educates
patients and doctors about the risks associated with BLENREP. You must be enrolled in the
BLENREP REMS to get BLENREP.

BLENREP
belantamab

mafodotin-blmf
for injection 100 mg

RBference ID: 4652412

What is the most important information | should know about
the eye problems with BLENREP?

Eye problems are common with BLENREP.

BLENREP can cause changes to the surface of your eye that can lead
to:

- dry eyes

blurred vision

worsening vision

severe vision loss

open sores on the cornea (corneal ulcer)

Tell your healthcare provider if you have any vision changes or eye problems
during treatment with BLENREP.

Your healthcare provider will send you to see an eye specialist to check your
eyes:

- before starting treatment

- prior to each dose of BLENREP

- if you have worsening symptoms of eye problems

Tell your healthcare provider if you have a history of vision or eye problems.

Even if your vision seems fine, it is important that you get your eyes checked
during treatment with BLENREP because some changes can happen
without symptoms and may only be seen on an eye exam.

Tell your healthcare provider if you notice any changes with your eyes.

You should use preservative-free lubricant eye drops at least 4 times per
day during treatment with BLENREP as instructed by your healthcare
provider.

You should use caution when driving or operating machinery as BLENREP
may affect your vision.

Avoid wearing contact lenses during treatment with BLENREP unless
directed by your eye specialist.

Eye problems are not the only side effect you should be aware

A of while on treatment with BLENREP. For more information

please see the Medication Guide for BLENREP or talk to your
healthcare provider.



How is BLENREP given?

BLENREP will be given to you by your healthcare provider by intravenous
infusion into your vein over approximately 30 minutes.

BLENREP is usually given every 3 weeks.

Your healthcare provider will decide how many treatments you need.

Your healthcare provider may decrease your dose, temporarily stop or
completely stop treatment with BLENREP if you have serious side effects.

If you miss any appointments, call your healthcare provider as soon as possible
to reschedule your appointment.

Preservative-free lubricant eye drops are an over-the-counter medicine that
should be used at least 4 times per day during treatment with BLENREP as
instructed by your healthcare provider.

If your infusion is scheduled before you get preservative-free lubricant eyes drops,
please discuss with your healthcare provider on how to obtain them. If you need to
purchase preservative-free lubricant eyes drops over-the-counter, please ensure
that the label on the eye drops says “preservative-free”.

R&>terence ID: 4652412

1

How do | enroll in the BLENREP REMS and what is

required of me?

Your healthcare provider will go over this Patient Guide with you to ensure you
understand:

a e The risk of eye problems while you are on treatment with BLENREP, which can
0

9 worsening vision, severe vision loss, and corneal ulcer.

e The need to see an eye specialist to check your eyes:
- before starting treatment with BLENREP

- prior to each dose of BLENREP
- if you have worsening symptoms of eye problems

e The eye exam performed by the eye specialist will include a slit lamp exam and a
visual acuity exam.

Slit lamp exam

The surface of the eye is examined
to identify damaged cells or any
changes to the surface of the eye.

Visual acuity exam

A chart is placed a distance from
you, and you are asked to read the
letters. A viusal acuity score of 20/20
is considered normal vision.

¢ Your healthcare provider will discuss the importance of using preservative-free
lubricant eye drops (Page 5 in this document)

2 ' Your healthcare provider will help you complete and sign the Patient Enrollment

Form to enroll you in the BLENREP REMS.

cause changes to the surface of your eye that can lead to dry eyes, blurred vision,



Where can | Get More Information on BLENREP? BLENREP Treatment Overview

Your healthcare provider will give you a BLENREP Medication Guide at the beginning of your
treatment course. You can ask your pharmacist or healthcare provider for information about
BLENREP that is written for healthcare professionals. You can also find additional information

at www.BLENREPREMS.com or call the BLENREP REMS at 1-855-209-9188. Preservative-free lubricant eye drops

You should use eye drops at least 4 times a day starting with

You are encouraged to report side effects of prescription drugs to the FDA. Visit the first infusion and continuing until end of treatment
MedWatch online at www.fda.gov/medwatch, or call 1-800-FDA-1088. h

First Second Third Ongoing >
dose dose dose treatment
E E E
8. e F P s
Baseline eye exam Eye exam prior Eye exam prior Eye exam prior
including slit lamp to each dose to each dose to each dose

and visual acuity
prior to initial dose

------------------------------

- Eye exams are required for treatment
with BLENREP. Your doctor will use your
eye exam results to make sure that you
are receiving the correct dose.

REference ID: 4652412
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Slit lamp exam

The surface of the eye is examined
to identify damaged cells or any
changes to the surface of the eye.

Visual acuity exam

A chartis placed a distance from
you, and you are asked to read

the letters. A viusal acuity score of
20/20 is considered normal vision.

(E RN R BN R RN R R A N R R R N R R R R R R R R N N NN

- If you experience eye problems during

treatment with BLENREP you may need
to see your eye care specialist more often.


www.fda.gov/medwatch
http:www.BLENREPREMS.com

BLENREP
belantamab

mafodotin-blmf
for injection 100 mg
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BLENREP: Key US Prescribing Information

 BLENREP is a B-cell maturation antigen (BCMA)-directed antibody
and microtubule inhibitor conjugate indicated for the treatment of adult
patients with relapsed or refractory multiple myeloma who have

L received at least 4 prior therapies including an anti-CD38 monoclonal

ULINEUICEE  ontibody, a proteasome inhibitor, and an immunomodulatory agent.

and Usage

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

Prescribing Information for BLENREP

BLMPPT200026
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BLENREP: Key US Prescribing Information

WARNING: OCULAR TOXICITY

 BLENREP caused changes in the corneal epithelium resulting in changes in vision,
Including severe vision loss and corneal ulcer, and symptoms, such as blurred vision
and dry eyes.

 Conduct ophthalmic exams at baseline, prior to each dose, and promptly for worsening
symptoms. Withhold BLENREP until improvement and resume, or permanently
discontinue, based on severity.

» Because of the risk of ocular toxicity, BLENREP is available only through a restricted
program under a Risk Evaluation and Mitigation Strategy (REMS) called the BLENREP
REMS.

Prescribing Information for BLENREP

BLMPPT200026

BLEMRREP Risk Evaluation and Mitigation Strategy (REMS) 0002-0008-14



BLENREP:
REMS Overview
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Due to the risks of ocular toxicity, BLENREP is available only through a < Wl B
restricted program called the BLENREP REMS

What is the BLENREP REMS?

« A Risk Evaluation and Mitigation Strategy, or REMS, is a strategy to manage known or potential risks

associated with a product. It is required by the Food and Drug Administration (FDA) to ensure the benefits
0 of the drug outweigh its risks.

« Because of the risk of ocular toxicity, BLENREP is available only through a restricted program called the
BLENREP REMS.

What are the BLENREP REMS requirements?

Prescribers must be certified with the program by enrolling and completing training in the BLENREP REMS,

and they must counsel patients receiving BLENREP about the risk of ocular toxicity and the need for
ophthalmic examinations prior to each dose.

E.

Patients must be enrolled in the BLENREP REMS and comply with monitoring.

Healthcare facilities must be certified with the program and verify that patients are authorized to receive
BLENREP.

Wholesalers and distributers must only distribute BLENREP to certified healthcare facilities.

TTE

Prescribing Information for BLENREP

BLMPPT200026

BLEMRREP Risk Evaluation and Mitigation Strategy (REMS) 0002-0008-14



Prior to first patient infusion, the Healthcare Setting will designate an authorized representative
to review training, enroll in the REMS, establish REMS processes and train staff

3. Healthcare Setting
Establishes REMS Processes
and Trains Staff

1. Designate an Authorized Representative 2. Authorized Representative
to Review Training Materials Completes Online Enroliment

BLENREP Risk Evaluation and

Mitigation Strategy (REMS) Bk

Healthcare Setting Training

Fiets st wlitan * e AEGLINED.

Education Program for Healthcare Settings
(this presentation)

N = —
@
US Prescribing REMS
Information Program Overview

BLMPPT200026

BLEMRREP Risk Evaluation and Mitigation Strategy (REMS) 0002-0008-14



After reviewing training materials, the Healthcare Setting Authorized Representative B8 | envoliment
will enroll in the BLENREP REMS via the online portal

p Prescribing Information Weckcation Guice
-
BLENREP™ REMS Healthcare Setting Enroliment Form You will need to pI'OVidE'
o (] a aEE a

» Healthcare Setting NPI
» Healthcare Setting Name and Type

Submit the completed Form online below.

Fields marked with an * are REQUIRED,

» Healthcare Setting Address

HEALTHCARE SETTING INFORMATION | » Authorized Representative contact information

“National Frovider ldentifier (NPI}%

1234557880
During enroliment, you may designate one Authorized
= = Representative for multiple healthcare settings
+Healthcare Setting Name “Site Type (e.g. multiple affiliated infusion centers), if relevant

| intusion Center [ Gioup Practice

L Paper form available for fax submission

BLMPPT200026

BLEMRREP Risk Evaluation and Mitigation Strategy (REMS) 0002-0008-14



H Healthcare Setting

Enroliment

Following REMS enroliment, each Healthcare Setting must establish processes to support
REMS Compliance and Train Staff

1. Establish Processes & Procedures

|—_| 2. Train Relevant Team Members using the Education Program for
&/~ Healthcare Settings (this presentation), and the REMS Program Overview

3. Maintain a list of trained staff for auditing, and add as delegates
for portal access

REMS VERIFICATION HEALTHCARE SETTING MANAGEMENT REMS CHECKLIST

Delegate/User Management

Below is a list of your associated Delegates/Users who require access (o the BLENREP REMS portal.

DELEGATES ehmﬂl!mJY! DELEGATE

123 Main Street
City, State Zip

Healthcare Settings / ,
l 9 ADD/ASSOCIATE DELEGATE

NP #: 34567800

BLMPPT200026
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REMS Authorization

and Checklist

Prior to Patient Infusion: obtain authorization to dispense;

Following infusion: complete the REMS Checklist
3. Complete and Submit REMS

Checklist within 5 Business Days

2. Infusion

1. Obtain Authorization to Dispense

- | P —— ——f——
s
&?Emep ) ‘-

Bl = SR —

Cetenner .
HEALT} TN ADEME 31 © et
REMS Verification FEMZVERIFISATION  FEATHCARE SETTING RARMSEMERT m
REMS Checkfist

PHAES SN0 1 ifOCTIADNN BUIoW 10 WTY APTIMARL
Fiakts muarked with * sre reguired

WEALTHOARE BETTING INFONBLATH
Yoo may entes the Mestacery Setting P, Mems o AdoreseCityoain/Ein, then select the hesthosrs mitiig

sttt Setthoy

PRESCRBES INFORRATION
i Ty #led it Prescricer NPIR, Firit Mame of Lan Mams. Ehan Sl T presdribed.

Wrencritus

FATIENT INFORBATION
Lt Marma ~Bats

Piat Mams

BLMPPT200026
0002-0008-14
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Select REMS Verification tab in the online portal to verify patient eligibility and obtain an et
authorization to dispense

and Checklist

Enter requested information about the Healthcare Setting, Prescriber, and Patient into the
REMS Portal:

| —
CBLENREP

REMS Verification

Please enter the Information below to verify enrolimant.

LTHCARE SETTING MANAGEMENT REMS CHECKLIST

Fields marked with * are required,

HEALTHCARE SETTING INFORMATION

You may enter the Healthcare Setting NPS®, Name or Address/City/State/Zip, then select the healthcare sefting

. The REMS Coordinating Center
R (1-855-209-9188) can also provide
authorization information

You may enter the Prescriber NPI#, First Name or Last Name, then select the prescriber.

"Prescriber

PATIENT INFORMATION

"First Name *Lagt Name *Date of Birth

]l

BLENREP Risk Evaluation and Mitigation Strategy (REMS) o507 F209928



E REMS Authorization
and Checklist

REMS Verification will indicate if it is okay to infuse the patient or not

If patient is eligible, you will receive the “OK TO INFUSE” message noted below;
select “Generate Authorization Code” and note the code for the REMS Checklist:

Verification Results

You must generate an autharization code 10 complete this verification |". .,_“_-,.'-:" -"f. ol FU SE
/ ~="  REMS verification successtul.
P . REMS Authorization Code: Authorization Code needed
Prescriber + Susan Gold Certified

Prescriber REMS ID: 12345

Patient + Janet Bowers Enrolled - Gleared for Infusion
Patient REMS ID: 987374

If patient is not eligible, do not proceed; contact the REMS Coordinating Center (1-855-209-9188 )

Verification Results

PLEASE CALL FOR ASSISTANCE ® DO NOT INFUSE

1-855-209.0188 RENMS varification failad

Prascriber " Susan Gold Certified
Prescriber REMS D 12345

Patient X Jangt Bowers Enrclled - Pending Patent Stalus Form
Fatient REMS |D; 987374

BLMPPT200026

BLEMRREP Risk Evaluation and Mitigation Strategy (REMS) 0002-0008-14



Complete the REMS Checklist within 5 business days of infusion by entering the date of e
administration, actual dose, and by electronically signing the checklist (1/2)

'BLENREP ) Y

belantamab

mafodotin-bimf
fgr Injection 'Glmg

REMS VERIFICATION HEALTHCARE SETTING MAMAGEMENT

REMS Checklist

Submit the completed form online below.

As a condition of your authorization to dispense BLENRER. this checkiist must be completed for each patient within 5 business days of infusion. You will receive a confirmation of recelpt via an automatic emall notification
afler submission of this checkiisl. Keep a copy of the nolification in the palient's medical record
Fields marked with an * are REQUIRED,

2 PATIENT INFORMATION

First Name: Feguy Date of Birth (MM/DD/YYYY): 3/22000
Last Name; Sue Patient BLENREP REMS |dentification #: 12345

2 PRESCRIBER INFORMATION

First Name: Maura National Provider Identifier (NP} #: 1234567550

Last Name: Ban

2> HEALTHCARE SETTING INFORMATION

Healthcare Setting Name: Professionsl Assocales HCS Healthcare Setting BLENREP REMS Identification #: 12345
National Provider ldentifier (NPI} #: 254567200° Phone: 555 555-3434

B BLMPPT200026
? 0002-0008-14



Complete the REMS Checklist within 5 business days of infusion by entering the date of e
administration, actual dose, and by electronically signing the checklist (2/2)

AUTHORIZATION CODE PRIOR TO DISPENSING

Authorization: 32327

Dosing Information

*Date of Infusion: (MM/DDIYYYY) *Actual dose (mg)

SIGNATURE OF STAFF COMPLETING CHECKLIST

& *Signature

*First Name *Last Name *Credentials

Peaay Sie Boo oy

*Email

AHITEDC Ccom

SEND INFUSION INFORMATION TO THE BLENREP REMS

Please submit this completed form by clicking "Submit” below within 5 business days of infusion, You will receive a confirmation of recelpt via e-mail.

CANCEL SUBMIT

BLMPPT200026
0002-0008-14
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Reminders

Important Reminders

» Ensure the training, enroliment, authorization to dispense and REMS checklist procedures in this
document are followed

* Notify the REMS Coordinating Center (1-855-209-9188) if the authorized representative designated
by the healthcare setting changes

* Maintain records to demonstrate all processes and procedures are in place and being followed, and
to document staff completion of REMS training

« Comply with all audits carried out by GSK or third parties acting on behalf of GSK to ensure all
processes and procedures are in place and are being followed

« BLENREP may not be administered outside of the certified healthcare setting administering the
infusion

« BLENREP must not be distributed, transferred, loaned, or sold

This educational module for Healthcare Settings is not intended to be a comprehensive description of the complete safety
information for BLENREP. For complete safety information, please see the full Prescribing Information, including Boxed Warning,
available at wwyw.BLENREPREMS.com

BLMPPT200026
0002-0008-14

BLEMRREP Risk Evaluation and Mitigation Strategy (REMS)
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/\ | Important

BLENREPREMS.com provides rapid support for the BLENREP REMS program, AN e
with additional support available via the REMS Coordinating Center

0 a3y AU + 80T ET.
g Homa Prescribers Healthcars Sattings Patients

Belantamsb
maledatin-bimi
=t epecsion 100 my

a Login

. . n't have an online account?
Login / Register 4®_ PRt il
and other users suthonized by e HE Ms Coow dirating Canker
Register

o cr=ale your wels accoun| for the BLENREP REMS. plesse select whether you sie regsienng as

To report side effects please contact
GlaxoSmithKiine at 1-BA8-825-5249

or FDA st v)\ww ] i

or call 1-800 FDA-1082 (1-800-332-1088)

gsk’

For More Information
Call 1-855-209-9188

BLMPPT200026

BLEMRREP Risk Evaluation and Mitigation Strategy (REMS) 0002-0008-14

Key Features of BLENREPREMS.com

v" real-time enrollment verification
real-time authorization to dispense
real-time treatment checklist submission

Automatic email notifications for REMS
enrollment and treatment checklist
submission that can be saved for record
keeping and audits

% WK

Visit www.BLENREPREMS.com
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FDA-REQUIRED REMS* SAFETY INFORMATION

Subject:

¢ Risk of Ocular Toxicity with BLENREP Treatment
e« FDA Required BLENREP REMS

Dear Healthcare Provider:

This letter is to inform you about the risk of ocular toxicity associated with BLENREP and the BLENREP
REMS. BLENREP is indicated for the treatment of adult patients with relapsed or refractory multiple
myeloma who have received at least 4 prior therapies, including an anti-CD38 monoclonal antibody, a
proteasome inhibitor, and an immunomodulatory agent.

The U.S. Food and Drug Administration (FDA) has determined a Risk Evaluation and Mitigation Strategy
(REMS) is necessary to manage the risk of ocular toxicity. BLENREP is only available through a restricted
program; the BLENREP REMS.

Risks of BLENREP:
e BLENREP can cause changes in the corneal epithelium resulting in changes in vision, including
severe vision loss and corneal ulcer, and symptoms such as blurred vision and dry eyes.

¢ Ophthalmic exams must be performed at baseline, prior to each dose, and promptly for
worsening symptoms.

¢ Dosage modifications or discontinuation of treatment may be needed to mitigate the risk of
ocular toxicity.

REMS Requirements

o Prescribers of BLENREP must be certified in the BLENREP REMS in order to prescribe BLENREP.

* Additional details about the requirements of the BLENREP REMS are included in the Factsheet
that is included with this letter.

e To enroll in the BLENREP REMS, visit www.BLENREPREMS.com.

For additional details about the REMS, visit www.BLENREPREMS.com or contact the BLENREP REMS
at 1-888-209-9188.

The information in this letter is not intended as a complete description of the benefits and risks
associated with the use of BLENREP. Please see accompanying Prescribing Information including
Medication Guide.

Adverse Event Reporting

You are encouraged to report adverse reactions of BLENREP to GSK at 1-888-825-5249 and/or FDA at
1-800-FDA-1088 or www.fda.gov/medwatch.

Sincerely,
GlaxoSmithKline
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From: PDR Drug Alerts <do-not-reply@email.pdr.net>

Sent: <Day>, <Month> <Date>, <Year> <Time>

To: <Last Name, First Name> <XX@XXXX.com>

SUBJECT: BLENREP Healthcare Provider Risk Evaluation and Mitigation Strategy (REMS) Letter
ATTACHMENT: Factsheet

Having trouble reading this email? View it in your browser.

For additional important information, including the complete Prescr bing Information, please visit: http://www.pdr.net/pdr-drug-
communications/drug-alert/?2id=XXXXXXX.

BLENREP \

belantamab
rnafodotin-blmf

far injection 100 mg

FDA-REQUIRED REMS* SAFETY INFORMATION

Subject:
e  Risk of Ocular Toxicity with BLENREP Treatment
e FDA Required BLENREP REMS

Dear Healthcare Provider:

This letter is to inform you about the risk of ocular toxicity associated with BLENREP and the BLENREP REMS.
BLENREP is indicated for the treatment of adult patients with relapsed or refractory multiple myeloma who have
received at least 4 prior therapies, including an anti-CD38 monoclonal antibody, a proteasome inhibitor, and an
immunomodulatory agent.

The U.S. Food and Drug Administration (FDA) has determined a Risk Evaluation and Mitigation Strategy (REMS) is
necessary to manage the risk of ocular toxicity. BLENREP is only available through a restricted program; the
BLENREP REMS.

Risks of BLENREP:

e  BLENREP can cause changes in the corneal epithelium resulting in changes in vision, including severe
vision loss and corneal ulcer, and symptoms such as blurred vision and dry eyes.

e  Ophthalmic exams must be performed at baseline, prior to each dose, and promptly for
worsening symptoms.

o Dosage modifications or discontinuation of treatment may be needed to mitigate the risk of ocular
toxicity.
REMS Requirements
e  Prescribers of BLENREP must be certified in the BLENREP REMS in order to prescribe BLENREP.

e Additional details about the requirements of the BLENREP REMS are included in the Factsheet that is
included with this letter.

e To enrollin the BLENREP REMS, visit www.BLENREPREMS.com.

For additional details about the REMS, visit www.BLENREPREMS.com or contact the BLENREP REMS at 1-888-
209-9188.

The information in this letter is not intended as a complete description of the benefits and risks associated with
the use of BLENREP. Please see the Prescribing Information including Medication Guide.

Reference ID: 4652412
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Adverse Event Reporting

You are encouraged to report adverse reactions of BLENREP to GSK at 1-888-825-5249 and/or FDA at 1-800-FDA-
1088 or www.fda.gov/medwatch.

Sincerely,

GlaxoSmithKline

If you wish to opt out of receiving any more emails from PDR, PSKW or ConnectiveRx related to the product referenced in or the
subject matter of this email (reference code: XXXXXXXX), click here or write to us at ConnectiveRx, The Crossings at Jefferson
Park, 200 Jefferson Park, Whippany, NJ 07981, Attention: Customer Service. If you want to manage your communication
preferences with PDR, click here to log into PDR.net.

©YYYY PDR, LLC. All Rights

Reserved. Privacy Policy | Contact Us

Reference ID: 4652412
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What is the BLENREP REMS (Risk Evaluation and Mitigation Strategy)?

The BLENREP REMS is a safety program that manages the risk of ocular toxicity from
BLENREP. The BLENREP REMS is required by the Food and Drug Administration (FDA)
to ensure that the benefits of the drug outweigh its risks. The BLENREP REMS is a
restricted distribution program.

&

Prescribers must be certified with the program by enrolling and completing training
in the BLENREP REMS

Healthcare Settings must be certified with the program and verify that patients are
authorized to receive BLENREP

Patients must be enrolled in the BLENREP REMS and comply with monitoring

& P B o

7
¥

Wholesalers and distributors must only distribute BLENREP to certified Healthcare
es Settings

e BLENREP caused changes in the corneal epithelium resulting in:

®

o Changes in vision, including severe vision loss and corneal ulcer
o Symptoms such as blurred vision and dry eyes

¢ Counsel patients receiving BLENREP about the risk of ocular toxicity and on the need for ophthalmic
examinations (visual acuity and slit lamp) at baseline, prior to each dose, and promptly for worsening
symptoms.

Assess the patient’s ocular health by consulting an eye care professional to complete visual acuity and slit
lamp examinations using the Eye Care Professional Consult Request Form or equivalent

Assess the ophthalmic exam results for corneal adverse reactions, which are based on both corneal
examination findings and changes in best-corrected visual acuity (BCVA). Document these findings using the
Patient Status Form prior to each dose in the REMS.

Manage corneal adverse reactions per the Prescribing Information with dose reductions or withhold
BLENREP until improvement and resume, or permanently discontinue, based on severity.

MORE INFORMATION >>



http:www.BLENREPREMS.com

What are the key requirements of the BLENREP REMS?

Review the training: BLENREP Prescribing Information, Program Overview,
and Education Program for Prescribers

Complete the Knowledge Assessment and Prescriber Enrollment Form

O

Qrh

Prescribers

Submit the completed and signed Knowledge Assessment and Prescriber
Enrollment Form at www.BLENREPREMS.com, or fax to 1-888-635-1044

You will not be able to prescribe BLENREP without completing your
certification in the BLENREP REMS

O my = =

Designate an authorized representative to review the following:

BLENREP Prescribing Information, Program Overview and Education Program
for Healthcare Settings

Complete the Healthcare Setting Enrollment Form

Implement staff training and procedures to comply with the BLENREP REMS

You will not be able to order BLENREP without completing your certification in
the BLENREP REMS

OF B o

Prescribers: Using the Patient Guide, counsel patient on ocular adverse
reaction risk and ophthalmic exam requirements

o

Patient . Complete the Patient Enrollment Form and submit a copy online or via fax
Responsibilities

0

ooo
L84

+
‘@ I E Establish processes and procedures to ensure that BLENREP is distributed only
* 7 # to certified Healthcare Settings
Wholesalers- Train all relevant staff involved in distribution of the BLENREP REMS requirements

Distributors

Reporting Adverse Events

You are encouraged to report adverse reactions of BLENREP to GSK at 1-888-825-5249 and/or FDA at
1-800-FDA-1088 or www.fda.gov/medwatch.

This Fact Sheet does not contain the complete safety information for BLENREP. For complete
safety information, please see the full Prescribing Information, including Boxed Warning,
available at www.BLENREPREMS.com.

'For More Information and to enroll in the BLENREP

REMS Program call 1-855-209-9188 L BFENREP
go to www.BLENREPREMS.com belantamab
BLMATR 200008 oot
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FDA-REQUIRED REMS* SAFETY INFORMATION

Subject:
¢ Risk of Ocular Toxicity with BLENREP Treatment
¢ FDA Required BLENREP REMS

Dear Professional Society:
We request that you share the following with your members.

This letter is to inform you about the risk of ocular toxicity associated with BLENREP and the BLENREP
REMS. BLENREP is indicated for the treatment of adult patients with relapsed or refractory multiple
myeloma who have received at least 4 prior therapies, including an anti-CD38 monoclonal antibody, a
proteasome inhibitor, and an immunomodulatory agent.

The U.S. Food and Drug Administration (FDA) has determined a Risk Evaluation and Mitigation Strategy
(REMS) is necessary to manage the risk of ocular toxicity. BLENREP is only available through a restricted
program; the BLENREP REMS.

Risks of BLENREP:

e BLENREP can cause changes in the corneal epithelium resulting in changes in vision, including
severe vision loss and corneal ulcer, and symptoms such as blurred vision and dry eyes.

¢ Ophthalmic exams must be performed at baseline, prior to each dose, and promptly for
worsening symptoms.

* Dose modifications or discontinuation of treatment of BLENREP may be necessary to mitigate
the risk of ocular toxicity
REMS Requirements
e Prescribers of BLENREP must be certified in the BLENREP REMS in order to prescribe BLENREP.

¢ See the Factsheet that is included with this letter for more information about the requirements
of the BLENREP REMS.

e To enroll in the BLENREP REMS, visit www.BLENREPREMS.com.

For additional details about the REMS, visit www.BLENREPREMS.com. or contact the BLENREP REMS
at 1-888-209-9188.

Sincerely,
GlaxoSmithKline

BLM-LTR-200008
0002-0008-19
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Prescribing Information  Medication Guide

This site is intended for US residents only.
BLENREP REMS: 1-855.209-9188 Monday-Friday, 8:00am -8:00pm ET

Home Prescribers Healthcare Settings Patients Certified Participant Locator Resources Contact Us

"BLENREP
belantamab
mafodotin-blmf

for injection 100 mg

BLENREP REMS (Risk Evaluation and Mitigation Strategy)

The BLENREP REMS is a safety program that manages the risk of ocular toxicity from BLENREP. The BLENREP REMS is required by the
Food and Drug Administration (FDA) to ensure the potential benefits of BLENREP outweigh its risks. BLENREP is only available through
the BLENREP REMS, a restricted distribution program.

Prescribers must become certified in the BLENREP REMS to prescribe BLENREP

PRESCR'BE RS LEARN ABOUT PRESCRIBER CERTIFICATION.

Healthcare settings must become certified in the BLENREP REMS to order and

HEALTHCARE dispense BLENREP.

SETT'NGS LEARN ABOUT HEALTHCARE SETTING CERTIFICATION.,

LEARN MORE

Patients who are prescribed BLENREP must be enrolled in the BLENREP REMS.

PAT'EN Ts LEARN ABOUT PATIENT ENROLLMENT.

To learn more about the nisks associated with BLENREP please refer to the Prescribing Information, including Boxed Warning, and the Medication Guide

To report side effects please contact Privacy Notice Terms of Use

GlaxoSmithKline at 1-888-825-5243
or FDA at www.fda gov/medwatch

or call 1-800-FDA-1088 (1-800-332-1088).

gsk’

Reference ID: 4652412
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This site is intended for US msndents only.
BLENREP REMS: 1-855-209-9188 Monday-Friday, 8:00am - 8:00pm ET

BLENREP

belantamab
mafodotin-blmf

for injection 100 mg

BLENREP REMS (Risk Evaluation
and Mitigation Strategy)

The BLENREP REMS is a safety program that manages
the risk of ocular toxicity from BLENREP. The BLENREP
REMS is required by the Food and Drug Administration
(FDA) to ensure the potential benefits of BLENREP
outweigh its risks. BLENREP is only available through the
BLENREP REMS, a restricted distribution program.

PRESCRIBERS

Frescribers must become cerfified in the BLENREP REMS to prescribe
BLENREP

LEARN ABOUT PRESCRIBER CERTIFICATICN.

LEARN MORE

HEALTHCARE
SETTINGS

Healthcare settings must become certified in the BLENREP REMS to
order and dispense BLENREP.

LEARN ABOUT HEALTHCARE SETTING CERTIFICATION.

LEARN MORE

PATIENTS

Patients who are prescribed BLENREP must be enrolled in the BLENREP
REMS.

LEARN ABOUT PATIENT ENROLLMENT.

LEARN MORE

To learn more about the nsks associated with BLENREP please refer to the
Prescribing Information, including Boxed Warning, and the Medication
Guide.

To report side effects please contact
GlaxoSmithKline at 1-B88-825-5249

or FDA at www fda gov/imedwatch

or call 1-B00-FDA-1088 (1-800-232-1088).

Privacy Notice

Terms of Use

Reference ID: 4652412
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O Prescribers
rh

BLENREP is only available through the BLENREP REMS. In order for a prescriber to prescribe BLENREP, they must become certified.

P artibned s m
= ‘B =0
> Lertirieq In tne

Complete the training program, which includes reviewing the following educational materials:

» Prescribing Information

» Program Overview

Education Program for Prescribers

Successfully complete and submit the Knowledge Assessment
* Online
« By fax at 1-888-635-1044

Enroll in the program by completing the Prescriber Enrollment Form and submitting it to the BLENREP REMS

* Online
« By fax at 1-888-635-1044

The Healthcare Setting where BLENREP will be administered to the patient also needs to be enrolled in the REMS. If this is at your clinic, please refer to the
Healthcare Setting Instructions within the Program Overview. If this is not at your clinic, then reach out to the Healthcare Setting to inform them that they need to
enroll in the REMS.

The BLENREP REMS will send confirmation of a prescriber’'s enrollment within 2 business days, including the prescriber's assigned BLENREP REMS identification number. You will
not be able to prescribe BLENREP without completing your certification in the BLENREP REMS. If you fail to comply with the BLENREP REMS requirements, you will no longer be
able to participate in the BLENREP REMS.

\7 D,..,, ] = .-_..Jlu a Datiant in tha BIFNRPEP REMS E‘“’r’x;-.':*-:- [ I,
¥V LSS l-ni-"v o i \.-,'-.!‘v"i':t. .EE --m'ﬂ'-,- LN ' b L L s 1 :'\:J‘,-I;»LLHJ :

Counsel your patient using the Pafient Guide about:
» the risk of ocular toxicity and

« the requirements for monitoring via ophthalmic exams (visual acuity and slit lamp):
« at baseline
= prior to each dose and
- promptly for worsening symptoms

Complete and submit the Patient Enroliment Form:

¢« Online
« By fax at 1-888-635-1044

The BLENREP REMS will send confirmation of a patient's enroliment within 2 business days, including the patient's assigned BLENREP REMS identification number. Patients who
are prescribed BLENREP must be enrolled in the BLENREP REMS.

= Assess the patient's ocular health by consulting an eye care professional to complete visual acuity and slit lamp examinations using the Eye Care Professional Consult Request
Form or equivalent.

* Assess the patient's ophthalmic consult results for appropriateness of initiating treatment. Document and submit to the BLENREP REMS using the Patient Status Form.

» Assess the patient's ocular health by consulting an eye care professional to complete visual acuity and slit lamp examinations using the Eye Care Professional Consult Request
Form or equivalent

= Assess the patient's ophthalmic consult results for corneal adverse reactions, which are based on both corneal examination findings and changes in best-corrected visual acuity
(BCVA).

* Manage corneal adverse reactions per Table 1. Dosage Modifications for Corneal Adverse Reactions per the Keratopathy and Visual Acuity (KVA) Scale in the
Prescribing Information with dose reductions or withhold BLENREP until improvement or permanently discontinue based on severity

« If continuation of therapy is appropriate, document and submit the Patient Stafus Form to the BLENREP REMS

o Online
« By fax at 1-888-635-1044

Notifiy the ELENREP REMS if an enrolled patient who has received ELENREP is no longer under your care or has discontinued treatment.

To report side effects please contact
GlaxoSmithKline at 1-888-825-5249
OrFDAat_ i e e e et T y

or call 1-800-FDA

gsk
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Healthcare Settings

BLENREP is only available through the BLENREP REMS. In order for a Healthcare Setting to order and dispense BLENREP, they must become certified. Certified Healthcare Settings may
access BLENREP through BLENREP-authorized Specialty Distributors contracted with GlaxoSmithKline.

MS, Healthcare Settings Must:

Designate an Authorized Representative.

Review the Prescribing Information, Program Overview and the Education Program for Healthcare Settings.

Complete and submit the Healfthcare Setting Enroliment Form.
® Online

« By fax at 1-888-635-1044

The BLENREP REMS will send confirmation of a Healthcare Setting's enrcliment within 2 business days, including the Healthcare Setting's assigned BLENREP REMS identification
number. The Healthcare Setting will not be able to order or dispense BLENREP without completing certification in the BLENREP REMS. If the Healthcare Setting fails to comply
with the BLENREP REMS requirements, the Healthcare Setting will no longer be able to participate in the BLENREP REMS.

Before administering:

Train all relevant staff involved in dispensing and administering BLENREP using:

& Education Progam for Healthcare Settings

Establish processes and procedures to verify the REMS Checklist is completed and submitted for each patient.

Obtain authorization to administer each dose by logging into the BLENREP REMS portal to verify™:

= prescriber is cerlified

= patient is enrolled and authorized to receive BLENREP

After administering, within 5 business days:

_‘J:T;':."I‘T. Capture the dose and date of infusion in the online REMS Checklist and submit it to the REMS within 5 business days of the infusion.
ilI

s Online

* By fax at 1-888-635-1044

Have a new authorized representative enroll in the REMS Program by completing the Healthcare Setfing Enroliment Form and submitting it to the REMS program if
the authorized representative changes.

Maintain records documenting staff's completion of REMS training.

Maintain records to demonstrate all processes and procedures are in place and being followed

Comply with audits carried out by GlaxoSmithKline or third parties acting on behalf of GlaxoSmithKline to ensure all processes and procedures are in place and are
being followed.

*Alternatively, you may contact the ELENREP REMS Coordinating Center at 1-855-209-9188 to verify this information and obtain the authorization to dispense
BLENREP.

Who Can Be an Authorized Representative?

An Authorized Representative at the Healthcare Setting can be a:

Pharmacist Please check with your manager to ensure the appropriate person represents the
Physician Healthcare Setting and attests to the enroliment requirements as stated on the
Healthcare Setting Enroliment Form.

« Director of Healthcare Setting

« Nurse One representative needs to enroll per Healthcare Setting (the “authorized
representative”). One authorized representative can manage more than one

* Nurse Practioner Healthcare Setting and has the ability to add additional users to the online portal.

* Physician's Assistant

« Or any responsible individual in the Healthcare Setting
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A Risk Evaluation and Mitigation Strategy (REMS) is a drug safety program that the U.S. Food and Drug Administration (FDA) can require for certain medicines with serious safety
concerns. Drug companies and healthcare providers must take extra steps to make sure the benefits of using the drug are more than the risks. FDA must approve these steps as part of a
REMS.

BLENREP has a REMS because of the risk of eye problems. The BLENREP REMS educates patients and doctors about the risks associated with BLENREP. You must be enrolled in the
BLENREP REMS to get BLENREP.

Your healthcare provider will go over this Patient Guide with you to ensure that you understand:

= Eye problems are common with BLENREP.

* The risk of eye problems while you are on treatment with BLENREP, which can cause changes to the surface of your eye that can lead to dry eyes, blurred
vision, worsening vision, severe vision loss, and corneal ulcer.

The need to see an eye specialist to check your eyes:
= before starting treatment with BLENREP

= prior to each dose of BLENREP

= if you have worsening symptoms of eye problems

Even if your vision seems fine, it is important that you get your eyes checked during treatment with BLENREP because some changes can happen without
symptoms and may only be seen on an eye exam.

You should use preservative-free lubricant eye drops at least 4 times per day during treatment with BLENREP as instructed by your healthcare provider.
- You should use caution when driving or operating machinery as BLENREP may affect your vision.

Avoid wearing contact lenses during treatment with BLENREP unless directed by your eye specialist.

Your healthcare provider will help you complete and sign the Patient Enrollment Form to enroll you in the BLENREP REMS.

To report side effects please contact
GlaxoSmithKline at 1-888-825-5249

or FDA at ww nedwatch

or call 1-800-FDA 8 (1-800-332-1088).
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Please enter a street address, city, state, or ZIP Code you would like to search for.
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Login

. : Don't have an online account?
Login / Register 4®7

and other users authorized by the REMS Coordinating Center.

Register
To create your web account for the BLENREP REMS, please select whether you are registering as
a Prescriber or Healthcare Setting.

User Name

*| want to reqgister as a:
I/“'\ - I/_\’ -
Forgot Username () Prescriber (_)Healthcare Setiing

To report side effects please contact
GlaxoSmithKline at 1-888-825-5249

or FDA at w ]

or call 1-800-FDA-1088 (1-800-332-1088).
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	BLENREP™ REMS Prescriber Enrollment Form .
	BLENREP™ REMS Prescriber Enrollment Form .
	To become a certified prescriber in the BLENREP REMS and prescribe BLENREP: 
	Figure

	1. Review the BLENREP Prescribing Information 
	NREP 
	2. Review the REMS Program Overview and Education Program for Prescribers 
	belantamab 
	mafodotin-blmf 3. Successfully complete and submit the Knowledge Assessment to the BLENREP REMS 
	for injection 100 mg 
	4. Enroll in the BLENREP REMS by completing and submitting this Prescriber Enrollment Form Submit the completed Prescriber Enrollment Form: 
	Go to to login and complete this form online. If online capabilities are not available this form can be completed and faxed to the BLENREP REMS at 1-888-635-1044. 
	www.BLENREPREMS.com 

	(Fields marked with an* are REQUIRED) 
	Prescriber Information First Name*: Middle Initial: Last Name*: 
	Prescriber Information First Name*: Middle Initial: Last Name*: 
	Prescriber Information First Name*: Middle Initial: Last Name*: 

	Credentials*: 0 MD 0 DO 0 NP 0 PA 0 Other (please specify) 
	Credentials*: 0 MD 0 DO 0 NP 0 PA 0 Other (please specify) 

	Specialty*: D Oncology D Hematology D Internal Medicine D Other (please specify) 
	Specialty*: D Oncology D Hematology D Internal Medicine D Other (please specify) 

	National Provider Identifier (NPI) #*: 
	National Provider Identifier (NPI) #*: 
	State License#: 

	Practice/Facility Name*: 
	Practice/Facility Name*: 

	Address*: 
	Address*: 

	City*: 
	City*: 
	State*: 
	ZIP Code*: 

	Phone*: 
	Phone*: 
	Fax*: 
	Email*: 

	Preferred Method of Communication: Preferred Time of Contact (please select one) D Phone D Fax O Email Prescriber Delegate Information 0 AM 0 PM Note: If you want to add a delegate, the first name, last name and email are required fields. If you have any questions, please reach out to the BLENREP REMS at 1-855-209-9188. 
	Preferred Method of Communication: Preferred Time of Contact (please select one) D Phone D Fax O Email Prescriber Delegate Information 0 AM 0 PM Note: If you want to add a delegate, the first name, last name and email are required fields. If you have any questions, please reach out to the BLENREP REMS at 1-855-209-9188. 

	First Name* 
	First Name* 
	Last Name*: 
	Email*: 

	0 Address -Same as Prescriber 
	0 Address -Same as Prescriber 

	Address: 
	Address: 
	City: 
	State: 
	ZIP Code: 

	Phone: Fax: Alternative Practice/Facility Location Address: 
	Phone: Fax: Alternative Practice/Facility Location Address: 

	City: 
	City: 
	State: 
	ZIP Code: 


	Ph~ne· 1-$355-209-9188 Fax: 1-888-635-1044 
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	Figure

	(continued) 
	(continued) 
	BLENREP™ REMS Prescriber Enrollment Form 

	Prescriber Responsibilities 
	I have: Reviewed the drug's Prescribing Information. Reviewed the Program Overview and Education Program for Prescribers. 
	• .Successfully completed the Knowledge Assessment and submitted it to the BLENREP REMS. 
	• .Successfully completed the Knowledge Assessment and submitted it to the BLENREP REMS. 

	Before treatment initiation (first dose), I must: 
	• .
	• .
	• .
	• .
	• .
	Counsel the patient, using the Patient Guide, on .-the risk of ocular toxicity associated with BLENREP and .-requirement for monitoring via ophthalmic examinations (e.g., visual acuity and slit lamp) at .

	• .
	• .
	• .
	baseline, 

	• .
	• .
	prior to each dose, and 

	• .
	• .
	promptly for worsening symptoms 



	• .
	• .
	Enroll the patient by completing and submitting the Patient Enrollment Form to the BLENREP REMS. 


	• .
	• .
	Assess the patient's ocular health by consulting an eye care professional to complete the visual acuity and slit lamp examinations using the Eye Care Professional Consult Request Form or equivalent. 

	• .
	• .
	Assess the patient's ophthalmic consult results for appropriateness of initiating treatment. Document and submit to the BLENREP REMS using the Patient Status Form. 


	Before each infusion, I must 
	• .
	• .
	• .
	• .
	Assess the patient's ocular health by consulting an eye care professional to complete visual acuity and slit lamp .examinations using the Eye Care Professional Consult Request Form or equivalent. .


	• .
	• .
	Assess the patient's ophthalmic consult results for appropriateness of continuing treatment. Document and submit to the BLENREP REMS using the Patient Status Form. 


	I understand that if I do not maintain compliance with the requirements of the BLENREP REMS, I will no longer be able to prescribe BLENREP. 
	I understand the BLENREP REMS may contact me via phone, mail, or email to discuss and/or to survey me on the effectiveness of the REMS requirements. 
	By signing this form, I agree BLENREP is only available through the BLENREP REMS and I must comply with the REMS Requirements. 
	Prescriber Signature*:_________________________Date*:_________ 
	Month/Day/Year 
	Print Name*:____________________________ 
	BLM-LTR-200010 0002-0008-21 GSK Final (08/2020) 
	NREP 
	NREP 
	NREP 
	Figure

	belantamab mafodotin-blmf
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	BLENREP™ REMS Patient Enrollment Form .
	BLENREP™ REMS Patient Enrollment Form .
	Figure
	This form must be completed before you can receive BLENREP. Your prescriber will submit the completed Form:
	NREP 
	belantamab • Go to to login and complete this form online. Ifonline 
	www.BLENREPREMS.com 

	mafodotin-blmf 
	capabilities are not available, this form can be completed and faxed to the BLENREP REMS
	for injection 100mg 
	at 1-888-635-1044. 
	Fields marked with an *are REQUIRED. 
	Date of Birth (MM/DD/YYYY)*: 
	Date of Birth (MM/DD/YYYY)*: 
	Date of Birth (MM/DD/YYYY)*: 
	Gender•: D Female D M
	ale D Other 

	Address•: 
	Address•: 

	City*: 
	City*: 
	State•: 
	ZIP Code*: 

	Phone*: 
	Phone*: 
	Email: 

	Preferred Method ofcontact•: D Phone O Email 
	Preferred Method ofcontact•: D Phone O Email 

	Secondary Contact 
	Secondary Contact 
	Phone for secondary contact: 


	First Name*: 
	Last Name*: 
	Prescriber National Provider Identifier (NPI)#*: 
	Phone*: 
	Patient Agreement: 
	Before I start treatment, I must • Receive counseling from my prescriber using the Patient Guide. • Enroll in the BLENREP REMS bycompleting the Patient Enrollment Form with my prescriber. • Get an eye exam. During my treatment and beforeeach infusion, I must • Get an eye exam. At all times • I must inform my prescriber if I have any signs or symptoms of worsening eyesight or eye health including: -Blurry vision -Dry eyes -Worsening vision • I understand I must tell the BLENREP REMS if I change my BLENREP do
	Before I start treatment, I must • Receive counseling from my prescriber using the Patient Guide. • Enroll in the BLENREP REMS bycompleting the Patient Enrollment Form with my prescriber. • Get an eye exam. During my treatment and beforeeach infusion, I must • Get an eye exam. At all times • I must inform my prescriber if I have any signs or symptoms of worsening eyesight or eye health including: -Blurry vision -Dry eyes -Worsening vision • I understand I must tell the BLENREP REMS if I change my BLENREP do
	Before I start treatment, I must • Receive counseling from my prescriber using the Patient Guide. • Enroll in the BLENREP REMS bycompleting the Patient Enrollment Form with my prescriber. • Get an eye exam. During my treatment and beforeeach infusion, I must • Get an eye exam. At all times • I must inform my prescriber if I have any signs or symptoms of worsening eyesight or eye health including: -Blurry vision -Dry eyes -Worsening vision • I understand I must tell the BLENREP REMS if I change my BLENREP do

	Patient Acknowledgement By signing this form, I agree BLENREP is only available through the BLENREP REMS and I must comply wit h the REMS Requirements. Patient/Legal Guardian Signature*:______________________Date*:----~----MonthfDa)O'Year PRINT NAME*:_________________________ 
	Patient Acknowledgement By signing this form, I agree BLENREP is only available through the BLENREP REMS and I must comply wit h the REMS Requirements. Patient/Legal Guardian Signature*:______________________Date*:----~----MonthfDa)O'Year PRINT NAME*:_________________________ 
	-


	Prescriber Acknowledgement I have reviewed and discussed the risks of BLENREP and the requirements of the BLENREP REMS with this pat ient Prescriber Signat ure*: ____________________________Date*:__________ Month/'Oa)O'Year PRINT NAME*:_________________________ 
	Prescriber Acknowledgement I have reviewed and discussed the risks of BLENREP and the requirements of the BLENREP REMS with this pat ient Prescriber Signat ure*: ____________________________Date*:__________ Month/'Oa)O'Year PRINT NAME*:_________________________ 
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	BLENREP™ REMS Healthcare Setting Enrollment Form 
	BLENREP™ REMS Healthcare Setting Enrollment Form 
	Submit the completed Form: 
	Figure

	• Go to to login and complete this form online. If online capabilities
	www.BLENREPREMS.com 

	NREP 
	belantamab are not available this form can be completed and faxed to t he BLENREP REMS at 
	mafodotin-blmf 
	for injection 100 mg 1-888-635-1044. 
	(Fields marked with an*are REQUIRED) 
	Healthcare Setting Information 
	Healthcare Setting Name*: 
	Healthcare Setting Name*: 
	Healthcare Setting Name*: 

	National Provider Identifier (NPI)#*: HIN: DEA#: 
	National Provider Identifier (NPI)#*: HIN: DEA#: 

	Site Type*: D Infusion Center D Group Practice D Independent Practice D Outpatient Clinic D Hospital D Other (please specify) ___________________ 
	Site Type*: D Infusion Center D Group Practice D Independent Practice D Outpatient Clinic D Hospital D Other (please specify) ___________________ 

	Address*: 
	Address*: 

	City*: 
	City*: 
	State*: ZIP Code*: 

	Phone*: 
	Phone*: 
	Fax*: 


	Address*: 
	Address*: 
	Address*: 

	City*: 
	City*: 
	State*: 
	ZIP Code*: 

	Phone: First Name*: Credentials*: D DO D MD D PharmD 
	Phone: First Name*: Credentials*: D DO D MD D PharmD 
	D RN 
	D NP 
	Fax: D PA D Other (please specify) 

	National Provider Identifier (NPI)#: 
	National Provider Identifier (NPI)#: 


	As the Authorized Representative: 
	• .I have reviewed the drug's Prescribing Information. 
	• .I have reviewed the Program Overview and Education Program for Healthcare Settings. 
	• .
	• .
	• .
	I musttrain all relevant staffinvolved in dispensing and administering BLENREP using the Program Overview and Education Program for Healthcare Settings. 

	• .
	• .
	I mustestablish processes and procedures to ensure the REMS Checklist is completed and submitted for each patient. 


	On behalf ofthe healthcare setting, I must comply with the following REMS requirements: Before administering each dose: 
	• .Obtain authorization to dispense each dose bycontacting the BLENREP REMS to verify .-The prescriber is certified in the BLENREP REMS .-The patient is enrolled in the BLENREPREMS and authorized to receive this dose of BLENREP .
	• Complete the REMS Checklist .After administering BLENREP, within 5 business days: .
	• Submitthe REMS Checklist to the BLENREP REMS. .At all times: .
	• .
	• .
	• .
	Notdistribute, transfer, loan or sell BLENREP. 

	• .
	• .
	Maintain records documenting staffcompletion of REMS training. 

	• .
	• .
	Maintain records that all processes and procedures are in place and are being followed. 

	• .
	• .
	Comply with audits carried out by GlaxoSmithKline or third party acting on GlaxoSmithKline's behalf to ensure that all processes and procedures are in place and are being followed. 


	By signing this form, I agree BLENREP is only available through the BLENREP REMS and I mustcomply with the REMS Requirements. 
	Authorized Representative Signature*:______________________Date*:__________ 
	Month/Day/ Vear
	PRINTNAME: ~~~~~~~~~~~~~~~~~~~~~~ 
	GSK Final (08/ 2020) .Ph~ne· 1-R'iS-209-9188 Fax: 1-888-635-1044 .
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	Page2 of 3
	BLENREP™ REMS Healthcare Setting Enrollment Form (continued) 
	Use this section to add each additional Healthcare Setting location for which the same Authorized Representativewill be responsible. 
	(Fields marked with an * are REQUIRED) Healthcare Setting Information 
	Healthcare Setting Name*: 
	Healthcare Setting Name*: 
	Healthcare Setting Name*: 

	National Provider Identifier (NPl)#*: HIN: DEA#: 
	National Provider Identifier (NPl)#*: HIN: DEA#: 

	Site Type*: D Infusion Center D Group Practice D Independent Practice D Outpatient Clinic D Hospital D Other (please specify) 
	Site Type*: D Infusion Center D Group Practice D Independent Practice D Outpatient Clinic D Hospital D Other (please specify) 

	Address*: 
	Address*: 

	City*: 
	City*: 
	State*: ZIP Code*: 

	Phone*: 
	Phone*: 
	Fax*: 


	Address*: 
	Address*: 
	Address*: 

	City*: 
	City*: 
	State*: 
	ZIP Code*: 

	Phone: 
	Phone: 
	Fax: 


	Healthcare Setting Information 
	Healthcare Setting Name*: 
	Healthcare Setting Name*: 
	Healthcare Setting Name*: 

	National Provide Identifier (NPl)#*: HIN: DEA#: 
	National Provide Identifier (NPl)#*: HIN: DEA#: 

	Site Type*: D Infusion Center D Group Practice D Independent Practice D Outpatient Clinic D Hospital D Other (please specify) 
	Site Type*: D Infusion Center D Group Practice D Independent Practice D Outpatient Clinic D Hospital D Other (please specify) 

	Address*: 
	Address*: 

	City*: 
	City*: 
	State*: ZIP Code*: 

	Phone*: 
	Phone*: 
	Fax*: 


	Address*: 
	Address*: 
	Address*: 

	City*: 
	City*: 
	State*: 
	ZIP Code*: 

	Phone: 
	Phone: 
	Fax: 
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	Page 3of3
	BLENREP™ REMS Healthcare Setting Enrollment Form 
	Use this section to request portal access for Healthcare Setting staff that are trained and authorized to use the BLENREP REMS portal togenerate authorization codes prior to dispensing and submit REMS 
	Checklists. 
	(Fields marked with an * are REQUIRED) 
	User Access Form. Please Print clearly. 
	User Access Form. Please Print clearly. 
	User Access Form. Please Print clearly. 

	Healthcare Setting Name*: 
	Healthcare Setting Name*: 
	First Name*: 
	Last Name*: 
	Credentials*: 
	Email*: 
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	BLENREP™ REMS Patient Status Form .
	BLENREP™ REMS Patient Status Form .
	For Certified Prescriber to Complete .NREP INSTRUCTIONS for Prescriber .
	Figure

	belantamab 
	mafodotin-blmf 
	• Complete this BLENREP Patient Status Form for each patient prior to each dose of
	for injection 100 mg 
	BLENREP. 
	• .Submit completed form online at If online capabilities are not available, this form can be completed and faxed to the BLENREP REMS at 1-888-635-1044. 
	www.BLENREPREMS.com. 

	(All fields marked with an* are REQUIRED) 
	Patient Information .First Name*: Middle Initial: Last Name*: .
	Date of Birth (MM/DD/YYYY)*: 
	Phone: 
	Prescriber Information: 
	First Name*: 
	First Name*: 
	First Name*: 
	Last Name*: 

	National Provider Identifier (NPI)#*: 
	National Provider Identifier (NPI)#*: 
	Phone*: 
	Fax*: 


	Eye Care Professional Information 
	First Name*: 
	First Name*: 
	First Name*: 
	Last Name*: 
	Phone*: 

	Email: 
	Email: 
	Fax: 
	National Provider Identifier (NPI) #*: 


	Practice/Facility Name: 
	Address: 
	City: State: ZIP Code: Prescriber Attestation: 
	I confirm that I have reviewed the ophthalmic exam for this patient and authorize treatment.* 
	I confirm that I have reviewed the ophthalmic exam for this patient and authorize treatment.* 
	I confirm that I have reviewed the ophthalmic exam for this patient and authorize treatment.* 
	D Yes 
	D No 

	Date of last ophthalmic assessment (MM/DD/YYYY)*: 
	Date of last ophthalmic assessment (MM/DD/YYYY)*: 


	Assessment: 
	1. .What are the current best corrected Snellen visual acuity results*? 
	Right eye (OD)_/_ Left eye (OS)_/__ 
	2. .Is this the patient's 1st dose*? 
	D .Yes D No 
	Ifno, please complete the rest ofthis form >> 
	GSK Final (08/ 2020) 
	Ph~ne.: 1-855-209-9188 Fax: 1-888-635-1044 
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	Patient Status Form 
	First Name*: 
	First Name*: 
	First Name*: 
	Middle Initial: 
	Last Name*: 
	Date of Birth (MM/ DD/ VYYY)*: 


	3. .Are you recommending dose modifications due to a corneal adverse event based on this ophthalmic assessment* ? D Yes D No Please refer to Table 1 for information on relevant corneal examination findings for BLENREP If V, please check affected eyes: D Right eye (OD) 
	0 Left eye (OS) .Ifyes, please complete the following*: .
	Corneal Examination Findings and Change in BCVA from Baseline for Right Eye 
	Right eye (OD) 
	Right eye (OD) 
	Right eye (OD) 
	Corneal Examination Finding Check One 
	Change in BCVA from Baseline (oer Snellen Visual Acuitv) Check One 

	D No change from baseline D Mild superficial keratopathy D Moderate superficial keratopathy D Severe superficial keratopathy D Corneal epithelial defect 
	D No change from baseline D Mild superficial keratopathy D Moderate superficial keratopathy D Severe superficial keratopathy D Corneal epithelial defect 
	D No change from baseline D Decline from baseline of 1line D Decline from baseline of 2 or 3 lines on Snellen Visual Acuity and not worse than 20/200 D Decline from baseline by more than 3 lines on Snellen Visual Acuity and not worse than 20/200 D Snellen Visual Acuity worse than 20/200 

	Additional Corneal Examination Finding: 
	Additional Corneal Examination Finding: 
	TD
	Figure



	Corneal Examination Findings and Change in BCVA from Baseline for Left Eye 
	Left eye (OS) 
	Left eye (OS) 
	Left eye (OS) 
	Corneal Examination Finding Check One 
	Change in BCVA from Baseline (per Snellen Visual Acuitv) Check One 

	D No change from baseline D Mild superficial keratopathy D Moderate superficial keratopathy D Severe superficial keratopathy D Corneal epithelial defect 
	D No change from baseline D Mild superficial keratopathy D Moderate superficial keratopathy D Severe superficial keratopathy D Corneal epithelial defect 
	D No change from baseline D Decline from baseline of 1 line D Decline from baseline of 2 or 3 lines on Snellen Visual Acuity and not worse than 20/200 D Decline from baseline by more than 3 lines on Snellen Visual Acuity and not worse than 20/200 D Snellen Visual Acuity worse than 20/200 

	Additional Corneal Examination Finding: 
	Additional Corneal Examination Finding: 
	TD
	Figure
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	Patient Status Form 
	First Name*: 
	First Name*: 
	First Name*: 
	Middle Initial: 
	Last Name*: 
	Date of Birth (MM/DD/VYYY)*: 


	4. Was the last cycle held due to a corneal adverse reaction*? D Yes D No 
	Please refer to Table 1 for information on relevant corneal examination findings for BLENREP If V, please check affected eyes: D Right eye (OD) 
	D Left eye (OS) .Ifyes, please complete the following*: .
	Corneal Examination Findings and Change in BCVA from Baseline for Right Eye 
	Right eye (OD) 
	Right eye (OD) 
	Right eye (OD) 
	Corneal Examination Finding Check One 
	Change in BCVA from Baseline (oer Snellen Visual Acuitv) Check One 

	D No change from baseline D Mild superficial keratopathy D Moderate superficial keratopathy D Severe superficial keratopathy D Corneal epithelial defect 
	D No change from baseline D Mild superficial keratopathy D Moderate superficial keratopathy D Severe superficial keratopathy D Corneal epithelial defect 
	D No change from baseline D Decline from baseline of 1line D Decline from baseline of 2 or 3 lines on Snellen Visual Acuity and not worse than 20/200 D Decline from baseline by more than 3 lines on Snellen Visual Acuity and not worse than 20/200 D Snellen Visual Acuity worse than 20/200 

	Additional Corneal Examination Finding: 
	Additional Corneal Examination Finding: 
	TD
	Figure



	Corneal Examination Findings and Change in BCVA from Baseline for Left Eye 
	Left eye (OS) 
	Left eye (OS) 
	Left eye (OS) 
	Corneal Examination Finding Check One 
	Change in BCVA from Base line (per Snellen Visual Acuitv) Check One 

	D No change from baseline D Mild superficial keratopathy D Moderate superficial keratopathy D Severe superficial keratopathy D Corneal epithelial defect 
	D No change from baseline D Mild superficial keratopathy D Moderate superficial keratopathy D Severe superficial keratopathy D Corneal epithelial defect 
	D No change from baseline D Decline from baseline of 1 line D Decline from baseline of 2 or 3 lines on Snellen Visual Acuity and not worse than 20/200 D Decline from baseline by more than 3 lines on Snellen Visual Acuity and not worse than 20/200 D Snellen Visual Acuity worse than 20/200 

	Additional Corneal Examination Finding: 
	Additional Corneal Examination Finding: 
	TD
	Figure



	5. What is the current grading from the examinations finding(s) and BCVA? (Report the grade for the worst eye based on Keratopathy and Visual Acuity (KVA) scale) Check one 
	D Normal D Grade 1 D Grade 2 D Grade 3 D G rade4 
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	Patient Status Form 
	First Name*: Middle Initial: Last Name*: Date of Birth (MM/DD/VYYY)*: 
	Please submit this completed form to the BLENREP REMS online at or fax at 1-888-635-1044 
	www.BLENREPREMS.com 

	Signature*:_______________________________Date*:__________ Month/Day/Year Print Name*:________________________________ 
	Submitted by*: D Prescriber D Prescriber Delegate 
	Please Note: A BLENREP REMS certified prescriber or prescriber delegate may complete and submit this form on behalf of the certified prescriber of record. The certified prescriber of record is responsible for compliance w ith the REMS requirements, including monitoring, evaluation, and management of each patient under his/her care. 
	Dosage Modifications for Corneal Adverse Reactions per the KVA Seale 
	Determine the recommended dosage modification of BLENREP based on the worst finding in the worst affected eye. Worst finding should be based on either a corneal examination finding or a change in visual acuity per the Keratopathy and Visual Acuity (KVA) scale. 
	Table 1. Dosage Modifications for Corneal Adverse Reactions perthe KVA Scalea 
	Corneal Adverse Reaction Recommended Dosage Modifications 
	Corneal examinationfinding(s): 
	Cornea clear/ No change from baseline Normal Change in BCVA<: Continue treatment at current dose. No decline from baseline of 1 line on Snellen Visual Acuity 
	Corneal examination finding(s): 
	Mild superficial keratopathyb Grade 1 Continue treatment at current dose. 
	Change in BCVAc<: 
	Decline from baseline of 1 line on Snellen Visual Acuity 
	Corneal examination finding(s): 
	Moderate superficial keratopathyd Withhold BLENREP until improvement in both corneal 
	Grade 2 Change in BCVA<: examination findings and change in BCVA to Grade 1 or Decline from baseline of 2 or 3 lines on Snellen Visual better and resume at same dose. Acuity and not worse than 20/200 
	Corneal examination finding(s): 
	Severe superficial keratopathy" Withhold BLENREP until improvement in both corneal 
	Grade 3 Change in BCVA<: examination findings and change in BCVA to Grade 1 or Decline from baseline by more than 3 lines on Snellen better and resume at reduced dose. Visual Acuity and not worse than 20/200 
	Corneal examination finding(s): 
	Consider permanent discontinuation of BLENREP. If
	Consider permanent discontinuation of BLENREP. If
	Consider permanent discontinuation of BLENREP. If
	Consider permanent discontinuation of BLENREP. If
	Corneal epithelial defect
	1 


	continuing treatment, withhold BLENREP until improvement 

	Grade 4 

	Change in BCVA<: in both corneal examination findings and change in BCVA to Snellen Visual Acuity worse than 20/200 Grade 1 or better and resume at reduced dose. 
	• Adapted and modified from the Prescribing Information • Severe superficial keratopathy with orwithout diffuse microcyst-like deposits, 0 Mild superficial keratopathy (documented worsening from baseline), with or sub-epithelial haze (central), or a new central stromal opacity. 
	without symptoms. Corneal epithelial defect such as corneal ulcers. ' Changes in visual acuity due to treatment-related corneal findings. 0 Moderate superficial keratopathy with orwithout patchy microcyst-like 
	1 

	deposits, sub-epithelial haze (peripheral), or a new peripheral stromal opacity. 
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	REMS Checklist 
	REMS Checklist 
	FOR HEALTHCARE SETTING USE 
	Figure
	As a condition of your authorization to infuse BLENREP, this checklist must be completed online or faxed to 1-888-635-1044. 
	belantamab mafodotin-blmf Verify patient eligibility by obtaining an authorization code prior to dispensing BLENREP online 
	for Injection 100 mg 
	at . 
	www.BLENREPREMS.com

	1. .
	1. .
	1. .
	Log into the BLENREP REMS 
	online portal atwww.BLENREPREMS.com 


	2. .
	2. .
	2. .
	Select the REMS Verification tab in the online portal to verify patient eligibility (i.e. prescriber is certified, patient is enrolled and authorized to receive the dose) 

	a. .
	a. .
	a. .
	If the patient is eligible you must generate an authorization code prior to dispensing BLENREP 

	b. .
	b. .
	If the patient is not eligible call the BLENREP REMS at 1-855-209-9188 



	3. .
	3. .
	Select the RE MS Checklist Tab (online portal referenced above) to provide the dosing information and submit within 5 days of the infusion. 


	If you complete this information online, you do not need to fax a paper copy to the BLENREP REMS. 
	If online capabilities are not available, you have the option to call the BLEN REP REMS at 1-855-209-9188 to verify patient eligibility and obtain an authorization code prior to dispensing BLENREP. 
	(Fields marked with an *are REQU IRED) 
	Figure
	National Provider Identifier (NPI) #*: 
	Healthcare Setting Information 
	Healthcare Setting Name*: National Provider Identifier (NPI) #*: Healthcare Setting BLENREP REMS Identification#: Phone*: 
	Ph~ne.: 1-855-209-9188 Fax: 1-888-635-1044 
	www.BLENREPREMS.com 

	Figure

	REMS Checklist PAGE20F2 
	REMS Checklist PAGE20F2 
	FOR HEALTHCARE SETTING USE .
	Signature*: 
	Credentials*: D DO D MD D PharmD D RN D NP D PA D Other (please specify) 
	Fax to the BLENREP REMS at 1-888-635-1044 within 5 business days of infusion. You will receive a confirmation of receipt via e-mail. 
	Figure
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	BLENREP™ REMS Eye Care Professional Consult Form .
	BLENREP™ REMS Eye Care Professional Consult Form .
	Figure
	This patient is being treated with BLENREP (belantamab-mafodotin-blmf). BLENREP can cause changes in the corneal epithelium, resulting in changes in vision, including severeNREP vision loss and corneal ulcer, and symptoms, such as blurred vision and dry eyes.
	belantamab 
	mafodotin-blmf 
	Conduct ophthalmic examinations (visual acuity and slit lamp) at baseline, prior to each 
	for injection 100 mg 
	dose, and promptly for worsening symptoms. 
	The information that is requested in this form is vital for the prescriber of BLENREP to make treatment and dose modification decisions. 
	INSTRUCTIONS 
	INSTRUCTIONS 
	• .Please complete this form and provide to the prescriber. This form may be faxed, carried by the patient or adapted into healthcare technology. 
	(All fields marked with an* are REQUIRED) Patient Information First Name: Middle Initial: Last Name: 
	Date of Birth (MM/DD/YYYY)*: .Phone: 
	Prescriber Information: 
	First Name: 
	Last Name: 
	Phone: .Fax: Email: 
	Eye Care Professional Information 
	First Name: 
	First Name: 
	First Name: 
	Last Name: Credentials: 

	Phone: 
	Phone: 
	Fax: 
	Email: 

	Information for Eye Care Professional: The prescriber will determine the recommended dosage modification of BLENREP based on the worst finding in the worst affected eye. During the ophthalmic exam, the eye care professional should: • Assess the patient for corneal examination finding(s) and decline of best corrected visual acuity (BCVA). • Determine the most severely affected eye as both eyes may not be affected to the same degree. • Report the grade for the worst eye for examination finding(s) and BCVA to 
	Information for Eye Care Professional: The prescriber will determine the recommended dosage modification of BLENREP based on the worst finding in the worst affected eye. During the ophthalmic exam, the eye care professional should: • Assess the patient for corneal examination finding(s) and decline of best corrected visual acuity (BCVA). • Determine the most severely affected eye as both eyes may not be affected to the same degree. • Report the grade for the worst eye for examination finding(s) and BCVA to 
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	Eye Care Professional Consult Form 
	First Name*: 
	First Name*: 
	First Name*: 
	Middle Initial: 
	Last Name*: 
	Date of Birth (MM/DD/YYYY)*: 

	Section 2: For Follow Up Examinations • What are the current best corrected Snellen visual acuity results? OD_l_OS_I_ • Were there findings upon corneal examination and/or visual acuity assessment? D Yes D No If V, please check affected eyes: DOD DOS oou Corneal Examination Findings and Change in BCVA from Baseline for Right Eye Right eye (OD) Corneal Examination Findings Check One D No change from baseline D Mild superficial keratopathy D Moderate superficial keratopathy D Severe superficial keratopathy D 
	Section 2: For Follow Up Examinations • What are the current best corrected Snellen visual acuity results? OD_l_OS_I_ • Were there findings upon corneal examination and/or visual acuity assessment? D Yes D No If V, please check affected eyes: DOD DOS oou Corneal Examination Findings and Change in BCVA from Baseline for Right Eye Right eye (OD) Corneal Examination Findings Check One D No change from baseline D Mild superficial keratopathy D Moderate superficial keratopathy D Severe superficial keratopathy D 


	Section 3: What is the current grading from the examination finding(s) and BCVA? (Report the grade for the worst eye by checking the box) 
	Table 1. Corneal Adverse Reactions per the for KVA Scalea. 
	Report the grade .for the worst eye by Corneal Adverse Reaction .checkingthe box .
	Corneal examinationfinding(s) .Cornea clear I No change from baseline.
	-

	Normal
	D 
	Change in BCVAc: 
	No decline from baseline of 1 line on Snellen Visual Acuity 
	Corneal examinationfinding(s) 
	Mild superficial keratopathy< 
	Mild superficial keratopathy< 
	D Grade 1 

	Change in BCVAc: 
	Decline from baseline of 1 line on Snellen Visual Acuity 
	Corneal examinationfinding(s): 
	Moderate superficial keratopathyd 
	Moderate superficial keratopathyd 
	D Grade 2 

	Change in BCVAc: 
	Decline from baseline of 2 or 3 lines on Snellen Visual Acuity and not worse than 20/200 
	Corneal examinationfinding(s): 
	Severe superficial keratopathy• 
	D Grade 3 Change in BCVAc: Decline from baseline by more than 3 lines on Snellen Visual Acuity and not worse than 
	201200 
	Corneal examinationfinding(s): 
	Corneal epithelial defect! 
	Grade 4 
	D 

	Change in BCVAc: 
	Snellen Visual Acuity worse than 20/200 
	• .
	• .
	• .
	Adapted and modified from the Prescribing Information • Severe superficial keratopathy with orwithout diffuse microcyst-like deposits, 

	• .
	• .
	Mild superficial keratopathy (documentedworsening from baseline), with or sub-epithelial haze (central), or a new centralstromal opacity. without symptoms. ' Corneal epithelial defect such as corneal ulcers. 

	• .
	• .
	Changes in visual acuity due to treatment-related corneal findings. 

	• .
	• .
	Moderate superficial keratopathywith orwithout patchy microcyst-like depos­its, sub-epithelial haze (peripheral), or a new peripheral stromal opacity. 
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	This overview describes the requirements of the BLENREP™ (belantamab mafodotin-blmf) REMS and responsibilities of prescribers and Healthcare Settings. 
	What is the BLENREP REMS (Risk Evaluation and Mitigation Strategy)? 
	The BLENREP REMS is a safety program that manages the risk of ocular toxicity from BLENREP. The BLENREP REMS is required by the Food and Drug Administration (FDA) to ensure the potential benefits of BLENREP outweigh its risks. The BLENREP REMS is a restricted distribution program. 
	Indication 
	BLENREP is a B-cell maturation antigen (BCMA)-directed antibody and microtubule inhibitor conjugate indicated for the treatment of adult patients with relapsed or refractory multiple myeloma who have received at least 4 prior therapies including an anti-CD38 monoclonal antibody, a proteasome inhibitor, and an immunomodulatory agent. 
	Risks of BLENREP 
	Boxed Warning for Ocular Toxicity 
	Boxed Warning for Ocular Toxicity 
	BLENREP caused changes in the corneal epithelium resulting in changes in vision, including severe vision loss and corneal ulcer, and symptoms such as blurred vision and dry eyes. 
	Conduct ophthalmic exams at baseline, prior to each dose, and promptly for worsening symptoms. Withhold BLENREP until improvement and resume or permanently discontinue based on severity. 
	Because of the risk of ocular toxicity, BLENREP is available only through a restricted program under a Risk Evaluation and Mitigation Strategy (REMS) called the BLENREP REMS. 

	Phone: 1-855-209-9188 Fax: 1-888-635-1044 
	www.BLENREPREMS.com 

	Reference ID: 4652412 
	What are the Requirements ofthe BLENREP REMS? 
	What are the Requirements ofthe BLENREP REMS? 
	In order to receive BLENREP, prescribers, Healthcare Settings, and patients must comply with 
	the requirements ofthe BLENREP REMS. 

	, Prescribers 
	To prescribe .BLENREP: .
	To prescribe .BLENREP: .
	1. .
	1. .
	1. .
	Become certified by completing a one­time certification process 

	2. .
	2. .
	As you start patients on BLENREP, counsel andenroll them into the BLENREP REMS and complete PatientStatus Forms prior to each dose 


	eaIthcare .ettings .
	To dispense BLENREP: 
	1. .
	1. .
	1. .
	Designate an authorized representative and become certified by completing a one-time certification process 

	2. 
	2. 
	Train staff and comply with REMS requirements 

	3. 
	3. 
	Obtain authorization to dispense each dose by contacting the BLENREP REMS to verify that the prescriber is certified, the patient is enrolled and authorized to receive the drug. Complete and Submitthe REMS 


	Checklist 
	Patients 
	To receive BLENREP: 
	1. .
	1. .
	1. .
	Understand the eye problems associated with BLENREP 

	2. .
	2. .
	Understandthe need to get an eye exam at baseline, prior to each dose, and promptly for worsening symptoms 

	3. .
	3. .
	Enroll in the BLENREP REMS by completing the Patient f nro//ment Form with your healthcare provider 

	4. 
	4. 
	Inform your healthcare provider if you have signs or symptoms of worsening eyesight or eye health 


	Wholesalers­.Distributors .
	To be able to distribute BLENREP: 
	1. .
	1. .
	1. .
	Establish processes and procedures to ensure that BLENREP is distributed only to certified Healthcare Settings 

	2. .
	2. .
	Train all relevant staff involved in distribution of the REMS requirements 


	Fax: 1-888-635-1044 
	www.BLENREPREMS.com 
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	Prescriber Instructions: 
	Become Certified .Enroll Your Patients 
	(One-time) Before starting each patient on BLENREP Before prescribing BLENREP 
	1. .Counsel your patient using the Patient Guide about the 
	1. .Counsel your patient using the Patient Guide about the 

	1. .Review the following educational 1) the risk of ocular toxicity and materials on BLENREP to understand 2) the requirements for monitoring via ophthalmic exams (visual 
	the risk of ocular toxicity and the need acuity and slit lamp) .for the BLENREP REMS: .
	the risk of ocular toxicity and the need acuity and slit lamp) .for the BLENREP REMS: .
	• at baseline, 
	• .
	• .
	• .
	Prescribing Information 


	• prior to each dose and 
	• .
	• .
	Program Overview (this document) 

	• .promptly for worsening symptoms 
	• .Education Program for Prescribers 
	2. .Compete and submit using the submission details at the end of this 

	2. .Complete and submit using the document: submission details at the end of this 
	• Patient Enrollment Form 
	• Patient Enrollment Form 
	document: 
	3. .Once completed, the BLENREP REMS will provide confirmation 
	• .Prescriber Knowledge Assessment 
	of patient enrollment via email provided in the Enrollment Form 
	• .Prescriber Enrollment Form (automated and sent immediately from the online portal) or within 2 business days (if enrollment by fax) 

	3. .Once completed, the BLENREP REMS will notify you that you are certified to 4. Assess the patient's ocular health by consulting an eye care prescribe BLENREP via email provided professional to complete visual acuity and slit lamp examinations in the Enrollment Form (automated and using the Eye Care Professional Consult Request Form or equivalent sent immediately from the online portal) 
	5. Assess the patient's ophthalmic consult results for appropriateness 
	5. Assess the patient's ophthalmic consult results for appropriateness 
	5. Assess the patient's ophthalmic consult results for appropriateness 
	5. Assess the patient's ophthalmic consult results for appropriateness 
	5. Assess the patient's ophthalmic consult results for appropriateness 
	5. Assess the patient's ophthalmic consult results for appropriateness 
	or within 2 business days (if enrollment 

	of initiating treatment. Document and submit to the REMS Program

	by fax) 

	using the: 

	• .Patient Status Form 

	At all times 
	During treatment, before each infusion 
	1. .
	1. .
	1. .
	Assess the patient's ocular health by consulting an eye care professional to complete visual acuity and slit lamp examinations using the Eye Care Professional Consult Request Form or equivalent 

	2. .
	2. .
	Assess the patient's ophthalmic consult results for corneal adverse reactions, which are based on both corneal examination findings and changes in best-corrected visual acuity (BCVA) 


	3. .Manage corneal adverse reactions per Table 1. Dosage Modifications for Corneal Adverse Reactions per the Keratopathy and Visual Acuity {KVA} Scale in the Prescribing Information with dose reductions or withhold BLENREP until improvement or permanently discontinue based on severity 
	4. 
	4. 
	4. 
	If continuation of therapy is appropriate, document and submit the Patient Status Form to the BLENREP REMS 

	5. 
	5. 
	Notify the BLENREP REMS if an enrolled patient who has received BLENREP is no longer under your care or has discontinued treatment 


	The BLENREP REMS will send confirmation of your enrollment in the BLENREP REMS, including your assigned .BLENREP REMS identification number, to the email provided in your Enrollment Form. You will not be able to prescribe .BLENREP without completing your certification in the BLENREP REMS. Ifyou fail to comply with the BLENREP REMS .requirements, you will no longer be able to participate in the BLENREP REMS. .
	The BLENREP REMS will send confirmation of your enrollment in the BLENREP REMS, including your assigned .BLENREP REMS identification number, to the email provided in your Enrollment Form. You will not be able to prescribe .BLENREP without completing your certification in the BLENREP REMS. Ifyou fail to comply with the BLENREP REMS .requirements, you will no longer be able to participate in the BLENREP REMS. .
	The Healthcare Setting where BLENREP will be administered to the patient also needs to be enrolled in the REMS. .Ifthis is at your clinic, please refer to the Healthcare Setting Instructions within this Program Overview. If this is not at .your clinic, then reach out to the Healthcare Setting to inform them that they need to enroll in the REMS. .
	Fax: 1-888-635-1044 
	www.BLENREPREMS.com 

	Healthcare Settings Instructions: .

	To Become Certified 
	1. .Review the following educational materials on BLENREP to understand the risk of ocular toxicity and the need for the BLENREP REMS: 
	• .
	• .
	• .
	• .
	Prescribing Information 

	• .
	• .
	Program Overview (this document) 

	• .
	• .
	Education Program for Healthcare Settings 



	2. Complete and submit using the submission details at the end of this document: 
	• .Healthcare Setting Enrollment Form 
	• .Healthcare Setting Enrollment Form 

	3. .Once completed, the BLENREP REMS will notify you that you are certified to dispense BLENREP via email provided in the Enrollment Form (automated and sent immediately from the online portal) or within 2 business days (if enrollment by fax) 
	At all times 
	1. .
	1. .
	1. .
	Do not distribute, transfer, loan, or sell BLENREP 

	2. 
	2. 
	Maintain records documenting staff's completion of REMS training 

	3. .
	3. .
	Maintain records to demonstrate all processes and procedures are in place and being followed 

	4. 
	4. 
	Comply with audits carried out by GSK or third parties acting on behalf of GSK to ensure all processes and procedures are in place and are being followed 


	Before administering 
	Before administering 
	1. .Train all relevant staff involved in dispensing and administering BLENREP using: 
	• .
	• .
	• .
	Program Overview (this document) 

	• .
	• .
	Education Program for Healthcare Settings 


	2. .
	2. .
	2. .
	Establish processes and procedures to verify the REMS Checklist is completed and submitted for each patient 

	3. .
	3. .
	3. .
	Obtain authorization to dispense each dose by logging into the BLENREP REMS portal at www. to verify: 1) prescriber is certified 
	BLENREPREMS.com* 


	2) patient is enrolled and authorized to receive BLENREP 

	4. 
	4. 
	Capture the dose and date of infusion in the online REMS Checklist and submit it to the REMS program within 5 business days of the infusiont 


	To maintain certification to administer 
	1. .Have a new authorized representative enroll in the BLENREP REMS by completing the Healthcare Setting Enrollment Form and submitting it to the REMS program if the authorized representative changes 

	The BLENREP REMS will send confirmation of your Healthcare Setting's enrollment in the BLENREP REMS, including your Healthcare Setting's assigned BLENREP REMS identification number, to the email provided in the Enrollment Form. Your Healthcare Setting will not be able to order or dispense BLENREP without completing certification in the BLENREP REMS. If your Healthcare Setting fails to comply with the BLENREP REMS requirements, the Healthcare Setting will no longer be able to participate in the BLENREP REMS.
	* .Alternatively, you may contact the BLENREP REMS Coordinating Center at 1-855-209-9188 to verify this information and obtain the authorization 
	to dispense BLENREP. t Ifonline capabilities are not available, you have the option to fax the REMS Checklist to the BLENREP REMS at 1-888-635-1044. 
	Who Can Be An Authorized Representative? 
	An authorized representative at the Healthcare Setting can be a: 
	• .
	• .
	• .
	• .
	Pharmacist • Director of Healthcare Setting 

	• .
	• .
	Physician • Physician's Assistant 

	• .
	• .
	Nurse • Or any responsible individual in the Healthcare Setting 

	• .
	• .
	Nurse Practitioner 



	Please check with your manager to ensure the appropriate person represents the Healthcare Setting and attests to the enrollment requirements as stated on the BLENREP REMS Healthcare Setting Enrollment Form. 
	One representative needs to enroll per Healthcare Setting (the "authorized representative"). One authorized representative can manage more than one Healthcare Setting and has the ability to add additional users to the online portal. 
	wwwBLENREPREMS_com Fax: 1-888-635-1044 
	wwwBLENREPREMS_com Fax: 1-888-635-1044 

	Patient Instructions: 
	.Q. 
	.Q. 
	Before treatment initiation 

	1. .
	1. .
	1. .
	Receive counseling from the prescriber on the eye problems associated with BLENREP using the Patient Guide 

	2. 
	2. 
	Enroll in the REMS Program by completing the Patient Enrollment Form with the prescriber. Enrollment information will be provided to the REMS Program 

	3. 
	3. 
	Get an eye exam 


	At all times 
	During Treatment; before each dose 
	During Treatment; before each dose 
	1. .Get an eye exam 

	1. .Inform the prescriber ifyou have signs or symptoms of worsening eyesight or eye health 
	WhoI esale rs-D istri bu tors Instructions: 
	To be able to distribute 
	1. .
	1. .
	1. .
	Establish processes and procedures to ensure that BLENREP is distributed only to certified Healthcare Settings 

	2. 
	2. 
	Train all relevant staff involved in distribution of the REMS requirements 


	At all times 
	At all times 
	1. .
	1. .
	1. .
	Distribute only to certified Healthcare Settings 

	2. 
	2. 
	Maintain records of all drug distribution 

	3. 
	3. 
	Comply with audits carried out by GSK or a third party acting on behalf of GSK to ensure that all processes and procedures are in place and are being followed 


	Fax: 1-888-635-1044 
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	How to Enroll in the BLENREP REMS .

	The completed forms should be submitted to the BLENREP REMS online, using the BLENREP REMS Portal at . Ifonline capabilities are not available, you have the option to fax to the BLENREP REMS at 1-888-635-1044. 
	www.BLENREPREMS.com

	BLENREP REMS Portal Overview 
	www.BLENREPREMS.com 
	www.BLENREPREMS.com 

	The BLENREP REMS Portal is a web-based tool designed to: Provide real-time access to BLENREP REMS patient, prescriber, and Healthcare Setting information Maintain compliance with the BLENREP REMS 
	The BLENREP REMS Portal allows prescribers to: Certify and enroll in the BLENREP REMS Enroll and manage patients Complete the required Patient Status Forms Report corneal adverse reactions 
	The BLENREP REMS Portal allows Healthcare Settings to: Certify and enroll in the BLENREP REMS Obtain the authorization to dispense BLENREP Complete and submit the REMS Checklist 
	The BLENREP REMS portal contains all of the BLENREP REMS resources. 
	Fax: 1-888-635-1044 
	Fax: 1-888-635-1044 
	www.BLENREPREMS.com 


	BLENREP REMS Resources .
	Prescribe rs 
	Prescribe rs 
	Healthcare .Settings .
	Patients .
	Before Prescribing/ Dispensing 
	• .
	• .
	• .
	Prescribing Information 

	• .
	• .
	Program Overview 

	• .
	• .
	Education Program for Prescribers 

	• .
	• .
	Prescriber Knowledge .Assessment .

	• .
	• .
	Prescriber Enrollment .Form .

	• .
	• .
	Prescribing Information 

	• .
	• .
	Program Overview 

	• .
	• .
	Education Program for Healthcare Settings 

	• .
	• .
	Healthcare Setting .Enrollment Form .


	Before treatment initiation (first dose) 
	• .
	• .
	• .
	Eye Care Professional Consult Request Form or equivalent 

	• .
	• .
	Patient Status Form 

	• .
	• .
	Patient Guide 

	• .
	• .
	Patient Enrollment Form 


	During treatment 
	• .Eye Care Professional Consult Request Form or equivalent (Before each infusion) 
	• .Patient Status Form 
	(Before each infusion) 
	• .REMS Checklist (within 5 business days of infusion) 
	to begin enrollment and for additional information. .You may also contact the BLENREP REMS at 1-855-209-9188. .
	Visit www.BLENREPREMS.com 

	You are encouraged to report adverse reactions of BLENREP to GSK at 1-888-825-5249 and/or FDA at 1-800-FDA-1088 orwww.fda.gov/medwatch. 
	This is not a comprehensive description of the risks associated with the use of BLENREP. Please see the full Prescribing Information, including Boxed WARNING, WARNINGS AND PRECAUTIONS, and ADVERSE REACTIONS, for further information regarding the use of BLENREP. 
	Fax: 1-888-635-1044 
	www.BLENREPREMS.com 
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	Reference ID 4652412 
	Important information 
	• .
	• .
	• .
	This educational module contains information on BLENREP (belantamab mafodotin-blmf) associated ocular adverse events observed in DREAMM-2 (Study 205678) in patients with relapsed or refractory multiple myeloma. 

	• .
	• .
	Because of the risks of ocular toxicity, BLENREP is available only through a restricted program under a Risk Evaluation and Mitigation Strategy (REMS) called the BLENREP REMS. 

	• .
	• .
	This education module is not intended to be a comprehensive description of risks associated with the use of BLENREP. 

	• .
	• .
	Please see full Prescribing Information, including Boxed WARNING, WARNINGS AND PRECAUTIONS, and ADVERSE REACTIONS, for further information regarding the use of BLENREP. 
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	BLENREP: Key US Prescribing Information 
	• 
	• 
	• 
	BLENREP is a B-cell maturation antigen (BCMA)-directed antibody and microtubule inhibitor conjugate indicated for the treatment of adult patients with relapsed or refractory multiple myeloma who have received at least 4 prior therapies including an anti-CD38 monoclonal antibody, a proteasome inhibitor, and an immunomodulatory agent. 

	• 
	• 
	This indication is approved under accelerated approval based on response rate. Continued approval for this indication may be contingent upon verification and description of clinical benefit in confirmatory trials. 
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	~IIndication and 
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	BLENREP: Key US Prescribing Information 
	WARNING: OCULAR TOXICITY .
	WARNING: OCULAR TOXICITY .

	• 
	• 
	• 
	BLENREP caused changes in the corneal epithelium resulting in changes in vision, including severe vision loss and corneal ulcer, and symptoms, such as blurred vision and dry eyes. 

	• 
	• 
	Conduct ophthalmic exams at baseline, prior to each dose, and promptly for worsening symptoms. Withhold BLENREP until improvement and resume, or permanently discontinue, based on severity. 

	• 
	• 
	Because of the risk of ocular toxicity, BLENREP is available only through a restricted program under a Risk Evaluation and Mitigation Strategy (REMS) called the BLENREP REMS. 
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	Prescribing Information for BLENREP 
	REMS

	Due to the risks of ocular toxicity, BLENREP is available only through a .
	BI 

	• Overview 
	• Overview 

	restricted program called the BLENREP REMS 
	• .
	• .
	• .
	A Risk Evaluation and Mitigation Strategy, or REMS, is a strategy to manage known or potential risks associated with a product. It is required by the Food and Drug Administration (FDA) to ensure the benefits of the drug outweigh its risks. 

	• .
	• .
	Because of the risk of ocular toxicity, BLENREP is available only through a restricted program called the BLENREP REMS. 


	Prescribers must be certified with the program by enrolling and completing training in the BLENREP REMS, and they must counsel patients receiving BLENREP about the risk of ocular toxicity and the need for ophthalmic examinations prior to each dose. 
	Patients must be enrolled in the BLENREP REMS and comply with monitoring. 
	Patients must be enrolled in the BLENREP REMS and comply with monitoring. 

	Healthcare facilities must be certified with the program and verify that patients are authorized to receive BLENREP. 
	Wholesalers and distributers must only distribute BLENREP to certified healthcare facilities. 
	Prescribing Information for BLENREP 
	Prescribing Information for BLENREP 
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	Overview of BLENREP: What it is and how it works .
	CD .
	CD .
	® .
	Anti-BCMA, humanized lgG1 mAb that binds to BCMA-expressing MM cells 
	MMAF, microtubule­disrupting cytotoxic agent that leads to apoptosis of BCMA-expressing MM cells 
	Protease-resistant, maleimidocaproyl linker that joins the MMAF to the mAb 

	ADC= antibody-drug conjugate; ADCC =antibody-dependent cellular cytotoxicity; ADCP =antibody-dependent cellular phagocytosis; BCMA = B-cell maturation antigen; Fe= fragment crystallizable; lgG1 = immunoglobulin G1; mAb =monoclonal antibody; MM= multiple myeloma; MMAF = monomethyt auristatin F 
	1. O'Connor BP e al. J Exp Med. 2004;199(1):91-8; 2. Lee Let al. Br J Haematol. 2016;174(6):911-22; 3. Tai Y-T et al. Blood. 2014;123(20):3128-38. Figure from Farooq et al. manuscript under review 
	1. O'Connor BP e al. J Exp Med. 2004;199(1):91-8; 2. Lee Let al. Br J Haematol. 2016;174(6):911-22; 3. Tai Y-T et al. Blood. 2014;123(20):3128-38. Figure from Farooq et al. manuscript under review 
	I "1 IDREAMM-2 
	LL:. Study Data 

	The safety and efficacy of BLENREP as a single agent were evaluated in the DREAMM-2 study 
	• 
	• 
	• 
	DREAMM-2 was an open-label, multicenter study 

	• 
	• 
	Eligible patients had: 

	• 
	• 
	• 
	relapsed or refractory multiple myeloma 

	•
	•
	previously received 3 or more prior therapies, including an anti-CD38 monoclonal antibody 

	•
	•
	were refractory to an immunomodulatory agent and a proteasome inhibitor 


	• 
	• 
	Patients with corneal epithelial disease, except mild punctate keratopathy, at baseline were excluded from the study. 

	• 
	• 
	Patients had measurable disease by International Myeloma Working Group (IMWG) criteria. 

	• 
	• 
	Patients received either BLENREP 2.5 mg/kg or 3.4 mg/kg intravenously once every 3 weeks until disease progression or unacceptable toxicity. 

	•
	•
	Only the efficacy results of the recommended dosage of 2.5 mg/kg are described in the Prescribing Information 

	• 
	• 
	The major efficacy outcome measure was overall response rate as evaluated by an Independent Review Committee (IRC) based on the IMWG Uniform Response Criteria for Multiple Myeloma. 
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	LL:. Study Data 

	Ocular Adverse Reactions Observed in the 2.Smg/kg Cohort of DREAMM-2 
	BLENREP 2.5 mg/kg dosing; N = 95 Patients Who Received BLENREP in DREAMM-2 All Grades (/o) 
	Adverse Reactions (2::10°/o) in 
	0
	Grade 3-4 (
	0
	/o) 

	Keratopathya Decreased Visual Acuityb Blurred Visionc Dry Eyesd 
	The most common ocular adverse reactions (;:::20o/o) were keratopathy, decreased visual acuity, and blurred vision 
	The most frequent adverse reaction resulting in 
	permanent discontinuation was keratopathy (2.1 % ) Ocular adverse reactions which required a dosage interruption in >3°/o of patients included keratopathy (47%), blurred vision (5%) and dry eye (3.2°/o) 
	Ocular adverse reactions which required a dose reduction in >3% of patients included keratopathy (23°/o) 
	Clinically relevant adverse reactions in <10°/o of patients included the following eye disorders: Photophobia, eye irritation, infective keratitis, ulcerative keratitis. 
	aKeratopathy was based on slit lamp eye examination, characterized as corneal epithelium changes with or without symptoms bVisual acuity changes were determined upon eye examination ce1urred vision included diplopia, vision blurred, visual acuity reduced, and visual impairment dOry eyes included dry eye, ocular discomfort, and eye pruritus Prescribing Information for BLENREP 
	aKeratopathy was based on slit lamp eye examination, characterized as corneal epithelium changes with or without symptoms bVisual acuity changes were determined upon eye examination ce1urred vision included diplopia, vision blurred, visual acuity reduced, and visual impairment dOry eyes included dry eye, ocular discomfort, and eye pruritus Prescribing Information for BLENREP 
	~ISafety Data 

	Warnings and Precautions: Ocular Toxicity .
	Keratopathya 71°/o (n=67) 
	Keratopathya 71°/o (n=67) 
	With Ocular Symptomsb 43o/o (n=29) With decline of 2 or more lines on Snellen Visual 
	66% (n=44) 
	66% (n=44) 
	66% (n=44) 
	66% (n=44) 
	Acuity in any eye With both Ocular Symptoms and decline of 2 or more 

	30% (n=20) 

	lines on Snellen Visual Acuity in any eye 

	Visual Acuity Changesc 53°/o (n=SO) Blurred Visiond 22°/o (n=21) Dry Eyee 14°/o (n=13) 
	aKeratopathy was based on slit lamp eye examination, characterized as corneal epithelium changes with or without symptoms 
	bOcular symptoms included visual acuity changes, blurred vision, or dry eye 
	cvisual acuity changes included all grade BCVA change per KVA scale 
	dBlurred vision included diplopia, vision blurred, visual acuity reduced, and visual impairment 
	eory eyes included dry eye, ocular discomfort, and eye pruritus. 
	DREAMM-2 Data on file. 
	~ISafety Data 

	Warnings and Precautions: Keratopathya 
	• Keratopathy was reported in 67 of 95 patients as (per the KVA scale): 
	Patients with Keratopathy Grade per KVA Scale BLENREP 2.5 mg/kg dosing; N = 95 All Grades 71°/o Grade 1 8°/o 
	Patients with Keratopathy Grade per KVA Scale BLENREP 2.5 mg/kg dosing; N = 95 All Grades 71°/o Grade 1 8°/o 
	Grade 2 .Grade 3 .Grade 4 
	QO/o .


	• Most keratopathy events developed within the first 2 treatment cycles (cumulative incidence of 54°/o by Cycle 2). 
	aKeratopathy was based on slit lamp eye examination, characterized as corneal epithelium changes with or without symptoms Based on 21JUN2019 data cut-off. 1 patient experienced a grade 4 event (corneal ulcer I infective keratitis) per KVA at the 9-month safety update DREAMM-2 Data on file. 
	aKeratopathy was based on slit lamp eye examination, characterized as corneal epithelium changes with or without symptoms Based on 21JUN2019 data cut-off. 1 patient experienced a grade 4 event (corneal ulcer I infective keratitis) per KVA at the 9-month safety update DREAMM-2 Data on file. 
	~ISafety Data 

	Resolution of Grade 2-4 Keratopathya; Median follow up: 6.3 months 
	Patients with .Keratopathy {Grade ~ 2) .
	BLENREP 2.5 mg/kg dosing, N = 59 
	Recovered to Grade 1 or lower, /o 41°/o .
	0

	Median time to resolution, days (range) 62 (11, 193) .
	Had ongoing keratopathy, /o 59°/o .
	0

	Still on treatment 29°/o .
	In follow-up 7°/o .
	Follow-up ended due to death, study withdrawal, or lost to follow up 24°/o .
	aKeratopathy was based on slit lamp eye examination, characterized as corneal epithelium changes with or without symptoms DREAMM-2 Data on file. 
	aKeratopathy was based on slit lamp eye examination, characterized as corneal epithelium changes with or without symptoms DREAMM-2 Data on file. 
	~ISafety Data 

	Visual Acuity Changes 
	BLENREP 2.5 mg/kg dosing .N = 95 .
	Visual Acuity in Visual Acuity in .Better-seeing Eye Better-seeing Eye .Worse than 20/40 20/200 or Worse .
	DREAMM-2 Data on file. 
	DREAMM-2 Data on file. 
	BLENREP: Management of Ocular Adverse Reactions 

	BLMPPT200025 
	~~ff()~:fj52412 
	fE ICorneal ARs and LEI Dose Mods 
	Monitoring and Required Ophthalmic Exams 
	• Conduct ophthalmic examinations (visual acuity and slit lamp) at baseline, prior to each dose, and promptly for worsening symptoms. 
	-Perform baseline examinations within 3 weeks prior to the first dose. 
	-Perform baseline examinations within 3 weeks prior to the first dose. 

	-Perform each follow-up examination at least 1 week after the previous dose and within 2 weeks prior to the next dose 
	• Withhold BLENREP until improvement and resume at same or reduced dose, or consider permanently discontinuing, based on severity (see Dosage and Admin (2.3), US Prescribing Information) 
	Prescribing Information for BLENREP 
	Prescribing Information for BLENREP 

	fE ICorneal ARs and LEI Dose Mods 
	Recommended Dosage and Dosage Modifications for Adverse Reactions 
	The recommended dosage of BLENREP is 2.5 mg/kg of actual body weight given as an intravenous infusion over approximately 30 minutes once every 3 weeks until disease progression or unacceptable toxicity. 
	The recommended dose reduction for adverse reactions is: 
	The recommended dose reduction for adverse reactions is: 
	• .
	• .
	• .
	BLENREP 1.9 mg/kg intravenously once every 3 weeks. 

	• .
	• .
	Discontinue BLENREP in patients who are unable to tolerate a dose of 1.9 mg/kg. 


	Corneal Adverse Reaction 

	• .
	• .
	• .
	The recommended dosage modifications for corneal adverse reactions, based on both corneal examination findings and changes in best-corrected visual acuity (BCVA), are provided in on the following slide 

	• .
	• .
	Determine the recommended dosage modification of BLENREP based on the worst finding in the worst affected eye. 

	• .
	• .
	Worst finding should be based on either a corneal examination finding or a change in visual acuity per the Keratopathy and Visual Acuity (KVA) scale. 


	Prescribing Information for BLENREP 
	Prescribing Information for BLENREP 
	Prescribing Information for BLENREP 
	fE ICorneal ARs and LEI Dose Mods 


	Dosage Modifications for Corneal Adverse Reactions per the KVA Scale 
	Dosage Modifications for Corneal Adverse Reactions per the KVA Scale 
	Dosage Modifications for Corneal Adverse Reactions per the KVA Scale 

	Category Corneal Adverse Reaction 
	Corneal examination finding(s): Mild superficial keratopathya Change in BCVAb: Decline from baseline of 1 line on Snellen Visual Acuity 
	Corneal examination finding(s): Mild superficial keratopathya Change in BCVAb: Decline from baseline of 1 line on Snellen Visual Acuity 
	Corneal examination finding(s): Moderate superficial 
	keratopathyc Change in BCVAb: Decline from baseline of 2 or 3 lines on Snellen Visual Acuity and not worse than 20/200 
	Corneal examination finding(s): Severe superficial keratopathyd 
	Change in BCVAb: Decline from baseline by more than 3 lines on Snellen Visual Acuity and not worse than 20/200 
	Corneal examination finding(s): Corneal epithelial defecte Change in BCVAb: Snellen Visual Acuity worse than 20/200 

	Recommended Dosage Modifications 
	Continue treatment at current dose. 
	Continue treatment at current dose. 

	Withhold BLENREP until improvement in both corneal examination findings and changes in BCVA to Grade 1 or better and resume at same dose. 
	Withhold BLENREP until improvement in both corneal examination 
	findings and changes in BCVA to Grade 1 or better and resume at reduced dose. 
	Consider permanent discontinuation of BLENREP. If continuing treatment, withhold BLENREP until improvement in both corneal examination findings and change in BCVA to Grade 1 or better and resume at reduced dose. 
	Reference Prescribing Information for BLENREP for management of other adverse reactions 
	Reference Prescribing Information for BLENREP for management of other adverse reactions 

	aMild superficial keratopathy (documented worsening from baseline), with or without symptoms; bChanges in visual acuity due to treatment-related corneal findings; cModerate superficial keratopathy with or without patchy microcyst-like deposits, sub-epithelial haze (peripheral), or a new peripheral stromal opacity; dSevere superficial keratopathy with or without diffuse microcyst-like deposits, sub-epithelial haze (central), or a new central stromal opacity; ecorneal epithelial defect such as corneal ulcers.
	Prescribing Information for BLENREP 
	Prescribing Information for BLENREP 

	L .J IPatient Counseling 
	reactions 
	Patient counseling can support management and identification of corneal adverse 
	ifiTrl' & Monitoring 

	• .
	• .
	• .
	• .
	That ocular toxicity may occur during treatment with BLENREP 


	• .
	• .
	To use preservative-free lubricant eye drops at least 4 times a day starting with the first infusion and continuing until end of treatment. 

	• .
	• .
	• .
	To avoid wearing contact lenses during treatment unless directed by an ophthalmologist 


	• .
	• .
	That changes in visual acuity may be associated with difficulty for driving and reading. Advise patients to use caution when driving or operating machinery. 

	• .
	• .
	Tell your healthcare provider if you notice any changes with your eyes, such as dry eyes, blurred vision, worsening VISIOn 

	• .
	• .
	• .
	Your healthcare provider will send you to see an eye specialist 


	• .
	• .
	During treatment, even if your vision seems fine, it is important that you get your eyes checked prior to each dose because some changes can happen without symptoms 


	Prescribing Information for BLENREP 
	Prescribing Information for BLENREP 

	REMS Goals and Operations .
	BLMPPT200025 
	~~ff()~:fj52412 
	REMS Process i ... Overview 
	REMS Process i ... Overview 
	.... I 


	The goal of the BLENREP REMS is to manage the risk of ocular toxicity by: 
	1. 
	1. 
	1. 
	Ensuring that healthcare providers are educated on the risk of ocular toxicity associated with the use of BLENREP 

	2. .
	2. .
	2. .
	Ensuring that healthcare providers are educated and adhere to the following: 

	a. 
	a. 
	a. 
	submit documentation that ophthalmic exams are being done at baseline and prior to each dose to identify ocular toxicity 

	b. .
	b. .
	counsel patients on the risk of ocular toxicity and the requirement for monitoring via ophthalmic exams at baseline, prior to each dose, and promptly for worsening symptoms as described in the Prescribing Information 



	3. 
	3. 
	3. 
	Ensuring safe use of BLENREP by: 

	a. .Ensuring that BLENREP is infused in certified healthcare settings only after verification of ophthalmic exams 

	4. 
	4. 
	4. 
	Ensuring that patients are informed about: 

	a. .
	a. .
	a. .
	a. .
	the risk of ocular toxicity associated with the use of BLENREP 


	b. .
	b. .
	the requirement for ophthalmic exams at baseline, prior to each dose and promptly for worsening symptoms, as described in the Prescribing Information 




	Prior to prescribing BLENREP, the Prescriber will review training materials, complete a Knowledge Assessment, and enroll in the REMS 
	Review Training Materials .Access Knowledge Assessment .Complete Enrollment Form .Enroll Patients .Manage Enrolled Patients .Complete Patient Status Form .Report Adverse Event .
	Review Training Materials .Access Knowledge Assessment .Complete Enrollment Form .Enroll Patients .Manage Enrolled Patients .Complete Patient Status Form .Report Adverse Event .

	1. Review Training Materials 2. Complete Knowledge Assessment 3. Enroll in the REMS .
	Figure

	US Prescribing Information 
	BLENREPf!Wt £vafuation and Mitigation S.tratcg,t (REMS) Prog111m Ovtrvitw 
	BLENREPf!Wt £vafuation and Mitigation S.tratcg,t (REMS) Prog111m Ovtrvitw 
	__..._...___ 
	Figure

	___..____ 
	REMS Program Overview 
	BLENREP REMS Prescriber Knowledge Assessment 
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	~..~~ 
	.... 
	Review Training Materials 

	Access and Complete Knowledge Assessment following 
	Access Knowledge Assessment Complete Enrollment Form 
	review of Training Materials Enroll Patients Manage Enrolled Patients Complete Patient Status Form 
	Report Adverse Event 
	Report Adverse Event 
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	bet.ln1amab 
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	... ....,..,ot.... 

	-
	BLENREP REMS Prescriber Knowledge Assessment 
	Pl•a5' compl•tt thefollowing Prescriber Knowlod&e A!sessm•nt and dirk"Submit". 
	Answer nine multiple choice and/or true/false questions .
	Answer nine multiple choice and/or true/false questions .

	• COMPLETE ONLINE ENROLLMENT 
	If you answer all questions correctly, you will proceed to finalize enrollment 
	~ 
	~ 

	If you do not answer all questions correctly, you will have 2 more opportunities to complete the Assessment. Incorrect answers will be indicated with a red X 
	Question 1 x 
	~ 
	~ 

	While on treatment with BLENREP 
	If you do not answer all questions correctly after 3 attempts, 
	R;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;Rl ;;;;;;;;;;;;;;;;;;;;;;;;;;,ml ~
	IL·~. 

	;;;:::;.
	_;;;;;;;;;;;;;;;;EVIEW;;;;;;MA:TE;;;;;;ALS
	_ 

	you must review educational materials prior to attempting the test again 
	1s document may not be reproduced or distributed without permission from UBC. 
	After completing the Knowledge Assessment, fill out and submit the Prescriber Enrollment Form to complete enrollment 
	Review Training Materials .Access Knowledge Assessment .Complete Enrollment Form .Enroll Patients .Manage Enrolled Patients .Complete Patient Status Form .Report Adverse Event .
	Review Training Materials .Access Knowledge Assessment .Complete Enrollment Form .Enroll Patients .Manage Enrolled Patients .Complete Patient Status Form .Report Adverse Event .
	Provide requested personal and practice contact information .

	1s document may not be reproduced or distributed without permission from UBC. 
	You may designate a delegate who will be copied on your automatic e-mail notifications; you may also designate a second practice location 
	Review Training Materials .Access Knowledge Assessment .Complete Enrollment Form .Enroll Patients .Manage Enrolled Patients .Complete Patient Status Form .Report Adverse Event .
	Review Training Materials .Access Knowledge Assessment .Complete Enrollment Form .Enroll Patients .Manage Enrolled Patients .Complete Patient Status Form .Report Adverse Event .

	PRESCRIBER DELEGATE INFORMATION 
	Note: Ifyou want to add a delegate, the first name, last name and email are required nelds. 1r you have any questions, please reach out to the BLENREP REMS at 1-885-209-$188. 
	* First Name * Last Name • email 
	John 
	0 Address • Same as Prescriber Address 
	Address Line 1 Address Line 2 
	City State ZIP Code 
	-Please Select ­
	-Please Select ­

	• Delegates added by Prescribers 
	Phone Fax 
	will be able to enter Patient Status 
	Forms on their behalf starting in 
	late 2020 
	ALTERNATIVE PRACTICE/FACILITY LOCATION 
	• The Certified Prescriber of Record is responsible for compliance with 
	Address Line 1 Address Line 2 
	the REMS Requirements, including monitoring, evaluation, 
	City State ZIP Code 
	and management of each patient 
	-Please Select ­
	-Please Select ­

	under his or her care 
	1s document may not be reproduced or distributed without permission from UBC. 
	Review Training Materials 
	Review Training Materials 

	Review and agree to Prescriber Responsibilities to complete Access Knowledge Assessment Complete Enrollment Form
	.. 

	enrollment Enroll Patients 
	Manage Enrolled Patients .Complete Patient Status Form .Report Adverse Event .
	Manage Enrolled Patients .Complete Patient Status Form .Report Adverse Event .
	PRESCRIBER RESPONSIBILITIES 
	I have: 
	• ReVlewed me drug·s Prescribing 1nrormat1on. 
	• ReVlewed the Program Overview and Elfucarlon Program for Prescrlt:Jers. 
	• Sue<:essfully complete<l lhe Knowledge Assessment and $Ubmitte<l ll to the BLENREP REMS. 
	Before treatment Initiation (first dose), I must: 
	• 
	• 
	• 
	Counsel the patient. using the Patient Guide, on 

	• 
	• 
	lhe risk of ocular toxicily associated wilh BLENREP and 

	• 
	• 
	• 
	requirement for monitoring via ophthalmic examinations (o.g , visual acuity and slit lamp) at 

	• 
	• 
	• 
	baseline, 

	• 
	• 
	prior to each dose, and 

	• 
	• 
	promptly for worsening symptoms 



	• 
	• 
	Enroll the patient by completing and submitting the Patient Enrollment Form to the BLENREP REMS. 

	• 
	• 
	Assess the patlenfs ocular health by consulting an eye care professional to complete the visual acuity and slit lamp examinations using the Eye care Professional Consult Request Form or equivalent. 

	• 
	• 
	Assess the patienfs ophthalmic consult results for appropriateness of 1nrtiating treatment. Document and submit to the BLENREP REMS using the Patient Status Fotm. 


	Before each infusion, l must: 
	• 
	• 
	• 
	Assess the patlenfs ocular health by consulting an eye C3'1! profegsional to complete visual acu~y and sfit lamp using the Eye Caro Professions/ Consu.1 Request Form or e'1Jlva;ent. 

	• 
	• 
	Assess the patient's ophthalmic consul! results for appropriateness or continuing treatment Document and submk to the REMS Program using the Patient status Form 


	I understand that if I do not maintain compliance with the requirements of the BLENREP REMS, I will no longer be able to prescribe BLENREP. .I understand !he BLENREP REMS may oontacl me via phone, mail, or email to discuss and/or lo survey me on !he effectiveness of the REMS requirements. .
	By signing this form. I agree BLENREP is only available through lhe BLENREP REMS and Imust comply with the REMS Requirements. 0 •Prescriber Signature 
	RESET SUBMIT 
	Click "Prescriber Signature" and then "Submit" to complete enrollment .

	You may also fax a completed paper enrollment form (available at ) to 1-888-635-1 044 
	www.BLENREPREMS.com

	For support, call 1-855-209-9188 
	For support, call 1-855-209-9188 

	1s document may not be reproduced or distributed without permission from UBC. 
	Review Training Materials Access Knowledge Assessment 
	Review Training Materials Access Knowledge Assessment 

	To 
	enroll patients, the prescriber will login to BLENREPREMS.com, 

	Complete Enrollment Form 
	Complete Enrollment Form 

	access "My Patients" and select "Enroll Patient" Enroll Patients 
	Manage Enrolled Patients .Complete Patient Status Form .Report Adverse Event .
	Manage Enrolled Patients .Complete Patient Status Form .Report Adverse Event .
	lntonn~ucn "1to1c~uon GulCft 
	P"scnotno 


	eu : NREP 'f Joops Mark • .belan1amab .mafodotln·blmt .
	ro1kiettlcnlOOm~ 
	ENROLL PATIENT 
	Figure

	My Patients 
	Below is a list of your patients. Click "Enroll Patienr• to add a new patient. 
	ENROLL PATIENT 
	ENROLL PATIENT 

	Please begin the enrollment process by entering patient Information and ell eking on "Continue".
	Patient Listing 
	Ill Download the list 10 soreadsheet format by clicking the Excel icon jus1 above the column heacers Note: Fields marked with an • are required. 
	REPORT CORNEAL ACVERSE EVENT q Se~rdl/Flller the list by entering infonnabon m the lextbox below any column he;ider 
	~ Sor1 t~e list by clidmg on anycolumn h6ader •First Name
	SUBMIT PATIENT STATUS FORM 
	SUBMIT PATIENT STATUS FORM 

	RENS ID : l'irst Name : Last Name : Zip ; Date ofBirth : Prescriber Signature : P•tient Signature : Patient : Status Form Completed Date : Action '"Last Name 
	(t.IMlt>!llVVW) Sbtut St41.ua Sbtua (MM'DOIYVVY) 
	(t.IMlt>!llVVW) Sbtut St41.ua Sbtua (MM'DOIYVVY) 

	·oate of Birth (MM/DO/YVYY) 
	You currenuy have no patlems enrolled i] 
	CANCEL I CONTINUE 
	CANCEL I CONTINUE 

	Enter Name and Date of Birth
	Click "Enroll Patient" to begin Patient Enrollment; .each Patient must be enrolled prior to receiving BLENREP .
	Click "Enroll Patient" to begin Patient Enrollment; .each Patient must be enrolled prior to receiving BLENREP .

	1s document may not be reproduced or distributed without permission from UBC. 
	Patients will provide their contact information .
	Review Training Materials .Access Knowledge Assessment .Complete Enrollment Form .Enroll Patients .Manage Enrolled Patients .Complete Patient Status Form .Report Adverse Event .
	Review Training Materials .Access Knowledge Assessment .Complete Enrollment Form .Enroll Patients .Manage Enrolled Patients .Complete Patient Status Form .Report Adverse Event .
	PATIENT INFORMATION 
	*First Name Mary 
	•
	•
	•
	Date of Birth (MM/00/YYYY} 1/12000 

	•
	•
	Address Line 1 


	*City 
	*Phone 
	Secondary Contact 
	PRESCRIBER INFORMATION 
	First Name: Leslie Last Name: Patterson 
	Middle Initial 
	•aender Female 0 Male 0 Other 
	0 

	Address Line 2 
	•state -Please Select ­
	* Email 
	Phone for secondary contact 
	Prescriber National Provider Identifier (NPI)#; 1234567890 Phone: 555 555 1212 
	*Last Name Smith 
	•
	•
	•
	z 1p Code 

	• 
	• 
	Preferred Method of contact Phone 0 Ematl 
	0 




	1s document may not be reproduced or distributed without permission from UBC. 
	To allow Patients or Legal Guardians to electronically sign and agree to the terms, patients will receive a verification code via email or text message 
	Review Training Materials .Access Knowledge Assessment .Complete Enrollment Form .Enroll Patients .Manage Enrolled Patients .Complete Patient Status Form .Report Adverse Event .
	Review Training Materials .Access Knowledge Assessment .Complete Enrollment Form .Enroll Patients .Manage Enrolled Patients .Complete Patient Status Form .Report Adverse Event .
	PATIENT ACKNOWLEDGEMENT .By signing this form, I agree BLENREP is only available through the BLENREP REMS and I must comply with the REMS Requirements. .
	• Patient Attestation ') Pa~entAttestauon C Legal Guard an Attesteoon 
	"Print Name 
	' Is patient orparentlguardian currently available to complete patient signature during online enrollment? ::; Yes ... No 

	1s document may not be reproduced or distributed without permission from UBC. 
	Patients will enter the verification code received via text message or e-mail, agree to the terms and conditions, and adopt a signature 
	Review Training Materials .Access Knowledge Assessment .Complete Enrollment Form .Enroll Patients .Manage Enrolled Patients .Complete Patient Status Form .Report Adverse Event .
	Review Training Materials .Access Knowledge Assessment .Complete Enrollment Form .Enroll Patients .Manage Enrolled Patients .Complete Patient Status Form .Report Adverse Event .
	• Pt~1t1! Cloam@nt 
	• St'nO fHdl)a(:k ctques!IOM '°Bt.Et<RE.PREMS 
	• 
	• 
	• 
	Dl!elitieSICf*'IOMO~~IOBlE~PFIEMS 

	• 
	• 
	Signlhe~t~uWvAswcSigri 


	HO!• • Ptt:ase CfleC:l Y°"' ttii mHS.OiQt>'tm.>11 ror tM p.nswota. l'nsword• 

	You may also fax a completed paper enrollment form (available to 1-888-635-1 044 
	at www.BLENREPREMS.com) 

	AOt"to Tttms 
	AOt"to Tttms 
	~------""'"o 
	RC'.iewh ~and~bdow.irdct!Cldt !he ct.edctox indi:il~your ~teemmtto~aindsf}n!his~~Ckk $bri S•n~r.btn )IOI' anructyto
	Patient will enter the verification 
	""' 
	Of~tl'l$CO.XOCIO'W 1.,ectl'.itnc~~co~~·~onlrllt~~.-e~P'QC~,Ofmyaign,i11,11e9l1C.J•c~V1111trlt0 
	~asI I~S1!JOC11 U'Jc~Wlllllnkori~In ~v..lf'llheUJdorm E1edronlc Tr1tlNldloraiNJ (UETA)lnOh Ekarcnlt ~lnGloealll'lO
	code received via email or text 
	Mo1IOl'Wlf Commci>::eAct~.alON>ot2000 
	.... 
	~c~--~W.....,.oflltO.C.onic ~lri~WHMtallCOnl'Mr~Mtt£41QNN:Q~OdooMr l 2000, MU ~(UETAlll'ICll'll~~EllltltllOQnAct(l)P'&\) 
	Patient will read and agree to the terms and conditions 
	... 
	.... 
	Adopt a Signature 
	Provide your name by drawing with touch, mouse, or stylus. 
	Signature 

	By clicking "Adopt Signature", I agree that the signature and initials above will be the electronic representation of my signature and in~1als for all purposes when 1use them 10 sign documents Applying them to adocument is legally equivalent 10 signing wnh a pen on paper. 
	Adopt Signature I 
	Adopt Signature I 
	I


	1s document may not be reproduced or distributed without permission from UBC. 
	The Prescriber assesses the Patient's ocular health prior to each dose by consulting an Eye Care Professional 
	Review Training Materials .Access Knowledge Assessment .Complete Enrollment Form .Enroll Patients .Manage Enrolled Patients .Complete Patient Status Form .Report Adverse Event .
	Review Training Materials .Access Knowledge Assessment .Complete Enrollment Form .Enroll Patients .Manage Enrolled Patients .Complete Patient Status Form .Report Adverse Event .
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	C<>rneal Examination Findings and Best Corrected Visual Acuity 
	C<>rneal Examination Findings and Best Corrected Visual Acuity 
	Please refer to Tobie 1 for informotion on relevant examination findings for BLENREP Oateof Assessment: __________ Section 1: For Baseline Examination Only 
	What are the current best corrected Snellen visual acuity results? .0 0 _/_0S_/_ .
	Sectlon 2: For Follow Up E.xamlnatlons What are the current be!>t corrected Snellen visual acuity results? 
	00_/_0S_/_ 
	Were mere findings upon corneal examination andfor visual acuity assessment? 0 Yes 0 No 
	1rv. please check affected eyes: 
	o oo .o os .o ou .
	C<>rneal Examination Findinssand Chan1ein BCVA from Baseline for Ri1ht Eye 
	Comul Examination Findinp 
	Check OM 
	0 Noc~ngelrom-llne Mild superfocoal ke<atopathy Moderate ker•topathy Severe superliclal ~eratopathy 0 Co<ne.i epnhellaldelocl 
	II 
	0 
	0 
	soperf1c.al 
	0 

	Ri&ht eye (OD) 
	AdditioNI Corneal Euminalion Findins: 
	Chanses in BCVA from Baseline r Snellen Visual Acuityl.£_11Kk Onec=-------j No c1w1ns-from ti.sellne Decline from ba..,r ne of I tine Decline from baseltne of 2or 31"""on Snellen V1su.it AcU1ty and not wo~than 20'200 0 Decline from ba""I ne by more than 3 hnes onSnellen Visual Ac'11ty and not wo~tlwln 20'200 
	0 
	0 
	0 

	0 Snellen Visual Acu•ty worse than201200 

	The Eye Care Professional Consult Form may be faxed or adapted as a template to use within healthcare information technology system software 
	C<>rneal Examination Findinss and BCVA Changes from Bas.line for left Eye 
	C<>rneal Examination Findinss and BCVA Changes from Bas.line for left Eye 

	1s document may not be reproduced or distributed without permission from UBC. 
	To manage enrolled patients, the prescriber will login to 
	BLENREPREMS.com and access "My Patients" 

	Review Training Materials .Access Knowledge Assessment .Complete Enrollment Form .Enroll Patients .Manage Enrolled Patients .Complete Patient Status Form .Report Adverse Event .
	Review Training Materials .Access Knowledge Assessment .Complete Enrollment Form .Enroll Patients .Manage Enrolled Patients .Complete Patient Status Form .Report Adverse Event .

	1s document may not be reproduced or distributed without permission from UBC. 
	The Prescriber will review information provided by the Eye Care .Professional and input it to a Patient Status Form by selecting "Submit PSF" .
	REMS ID : First ; Last : Zip : Dace cfBirth : Pte-scriber ; Pelienl Signature; PaLienl Status ; Status Form Completed ; Action Name Name IMl\llODIYYYY] Sig11ature Status Date (MM•DOlf'l'YYI Sta:us 
	REMS ID : First ; Last : Zip : Dace cfBirth : Pte-scriber ; Pelienl Signature; PaLienl Status ; Status Form Completed ; Action Name Name IMl\llODIYYYY] Sig11ature Status Date (MM•DOlf'l'YYI Sta:us 
	e ENROLLED -PENDING 
	1?~J Peooy Sue 1954? 3'?1?000 
	SumnitPSF I 0 87G Martin Berry 3£534 813111995 Sign • PENDING 
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	0 0 
	PATIENT STATIJS FORM 
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	Review Training Materials .Access Knowledge Assessment .Complete Enrollment Form .Enroll Patients .Manage Enrolled Patients .Complete Patient Status Form .Report Adverse Event .
	BlEN REP 
	bcl•nl•mob mafodotin· blmf 
	f1o1fi~dJJ1'('(1u)Q 
	MY PATIENTS 
	My Patients 
	Below is a list ofyour patients. Click "Enroll Patient" to add a new patient. 
	Patient Listing 
	l!I Down oa~ U 1e list to sp1ea~~heelrormar by dicking t ie Exce icon 1us1 atmve Ute column 11.,-<10e1s <l Search1Fllter the I st by ente:mg tnforma:ion m lhe textbox belcw any column header : Sort the lisl by clicking on any column l1eader 
	Prf!scnb ny .nrorma11on M•CltcatK>A 4;UICl9 
	ENROLL PATIENT 
	REPORT CORNEAL ADVERSE EVENT .SUBMIT PATIENT STATUS FORM (PSF) .

	1s document may not be reproduced or distributed without permission from UBC. 
	The Prescriber will enter the Eye Care Professional's Information, Ophthalmic Assessment, and attest to having reviewed the ophthalmic exam 
	Review Training Materials .Access Knowledge Assessment .Complete Enrollment Form .Enroll Patients .Manage Enrolled Patients .Complete Patient Status Form .Report Adverse Event .
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	ASSESSMENT 
	PRESCRIBER SIGNATURE D •Prescriber Signature 
	CANCeL. SUBMIT 
	CANCeL. SUBMIT 

	1s document may not be reproduced or distributed without permission from UBC. 
	For the second and later doses, the Prescriber will enter (if applicable) dose modifications, dose holds, and ophthalmic adverse event findings and BCVA gradings from the Eye Care Professional 
	,.. Is this the patient's 1st dose? .0 Yes ~No .
	Review Training Materials .Access Knowledge Assessment .Complete Enrollment Form .Enroll Patients .Manage Enrolled Patients .Complete Patient Status Form .Report Adverse Event .
	Review Training Materials .Access Knowledge Assessment .Complete Enrollment Form .Enroll Patients .Manage Enrolled Patients .Complete Patient Status Form .Report Adverse Event .

	Consult the Dosage Modifications .for Corneal Adverse Reactions per .the KVA Scale Table in the .Prescribing Information to .Support Dose Modification or .Dose Hold Decisions .
	You may also fax a completed .paper patient status form (available .to 1-888-635-1 044 .
	at www.BLENREPREMS.com) .

	For support, .call 1-855-209-9188 .
	To report a Corneal Adverse Event, access "My Patients" and select "Report Corneal Adverse Event" 
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	BLENREP REMS: Key points to remember .
	IReminders 
	IReminders 
	! 


	• .
	• .
	• .
	• .
	Ensure you enroll in the BLENREP REMS 

	• .
	• .
	Enroll each patient in the BLENREP REMS 


	• .
	• .
	Counsel patients on the risk of corneal adverse reactions and the requirement for monitoring via ophthalmic examinations at baseline, prior to each dose and promptly for worsening symptoms 

	• .
	• .
	Assess the patient's ocular health by consulting an eye care professional to complete visual acuity and slit lamp examinations using the Eye Care Professional Consult Request Form Template 

	• .
	• .
	Manage corneal adverse reactions per the Prescribing Information with dose reductions or withhold BLENREP until improvement based on severity. 

	• .
	• .
	Document ophthalmic exam findings using the Patient Status Form prior to each dose in the REMS 


	This educational module for Prescribers is not intended to be a comprehensive description of the complete safety information for BLENREP. For complete safety information, 
	please see the full Prescribing Information, including Boxed Warning, available at www.BLENREPREMS.com 

	support for the BLENREP REMS program, with additional support available via the REMS Coordinating Center 
	BLENREPREMS.com provides rapid 

	IReminders 
	IReminders 
	! 


	Key Features of ~ real-time enrollment certification ~ real-time patient status form entry ~ automatic email notifications for REMS 
	BLENREPREMS.com 

	enrollment and patient status form submission 
	BLENREP™ REMS Prescriber Knowledge Assessment 
	Figure

	NRE p To become a certified prescriber in the BLENREP (belantamab mafodotin-blmf) Risk Evaluation 
	NRE p To become a certified prescriber in the BLENREP (belantamab mafodotin-blmf) Risk Evaluation 

	belantamab .and Mitigation Strategy (REMS), you must review the Prescribing Information, Program Overvie~ 
	~~~~~;~~\~;~~mf .and Education Program for Prescribers and complete this Prescriber Knowledge Assessment and the Prescriber Enrollment Form. You must answer ALL 9 questions correctly on this assessment. 
	• .
	• .
	• .
	Go to to register and complete the Prescriber Knowledge Assessment and Prescriber Enrollment Form online. If online capabilities are not available, you may also fax the completed forms to the BLENREP REMS at 1-888-635-1044. 
	www.BLENREPREMS.com 


	• .
	• .
	You will receive correspondence from the BLENREP REMS within two business days via email or fax confirming your certification in the BLENREP REMS or providing instructions on how to retake your Knowledge Assessment, if necessary. 


	ASSESSMENT QUESTIONS 
	ASSESSMENT QUESTIONS 

	1 -While on t reatment with BLENREP patients are at risk of experiencing ocular adverse reaction, such as D Keratopat hy D Blurred vision/Changes in visual acuity D Dry eyes D All of the above 
	2 • BLEN REP can cause corneal adverse reactions that may or may not be symptomatic D True D False 
	3· Before starting a patient on BLENREP. I need to do the following: D Enroll the patient in the BLENREP REMS using the Patient Enrollment Form 
	D Assist the patient in finding an eye care professional if they are not already under an eye care professionals care 
	D Ensure the Healthcare Setting or infusion center where administration of BLENREP will take place for the patient is enrolled in the BLEN REP REMS (even if it is at t he same location as my practice) 
	D Complete the Patient Status Form attesting that I have reviewed t he ophthalmic exam for t he patient 
	D All of the above 
	4-While t reating patients with BLENREP, I should advise 
	patients: 
	patients: 

	D That t hey may experience loss of sense of smell 
	D To administer preservative-free lubricant eye drops at least 
	four times a day during treatment, starting with the first 
	four times a day during treatment, starting with the first 
	infusion, as it may help reduce corneal symptoms 

	D That they should not eat grapefruit while taking BLENREP 
	D That BLENREP is for at home administration 
	5· .As a part of patient counseling, I should inform patients starting on BLENREP ofthe following: 
	D They will need to visit an eye care professional before .initiating treatment with BLENREP and before each .subsequent dose .
	D It is important they get their eyes checked because some changes can happen without symptoms 
	D They should use preservative-free lubricating eye drops at least four times a day during t reatment with BLENREP to help reduce corneal symptoms 
	D They should use caution when driving or operating machinery as BLENREP may adversely affect their vision 
	D All of the above 
	BLM·LTR-200004 
	0002·0008·15 GSK Final (08/ 2020) 
	6· Throughout a patient's treatment with BLENREP I must complete a Patient Status Form attesting that I have reviewed the ophthalmic examination prior to each dose 
	6· Throughout a patient's treatment with BLENREP I must complete a Patient Status Form attesting that I have reviewed the ophthalmic examination prior to each dose 
	D True 
	D False 
	1· .If a patient experiences a Grade 3 corneal adverse reaction per the KVA Scale in the Prescribing Information (Table 1), I should withhold BLENREP until improvement in both corneal examination findings and change in BCVA to Grade 1 or better and resume at reduced dose. 
	D True 
	D False 
	8· Which oft he following statements is FALSE: D Opht halmic exams need to include an assessment ofvisual acuity and a slit lamp exam D The Healthcare Setting where BLENREP will be administered (infused) also needs to enroll in the BLENREP REMS D Opht halmic exams should only be performed when a patient is experiencing symptoms D Each patient being started on BLENREP needs to have an ophthalmic exam before initiat ing therapy 
	9· I should complete and submit the Patient Status Form to the BLENREP REMS: D Once annually D After every dose of BLEN REP D Before every dose of BLENREP D None oft he above 
	Please provide your name and NPI numberso we can associate your progress with your stakeholder record. 
	You can provide t his informat ion below: 
	*indicates REQUIRED field 
	Access this form and enroll online at To submit this form via fax, please complete all required fields above and fax to the BLENREP REMS at 1-888-635-1044. 
	www.BLENREPREMS.com. 


	~'ic: ne: 1-f !i5-209-9188 www. Fax: 1-888-635-1044 
	BLENREPREMS.com 

	NREP .
	NREP .
	belantamab mafodotin-blmf 
	for injection 100 mg 
	BLENREP Risk Evaluation and Mitigation .Strategy (REMS) Patient Guide 
	Patients: Your healthcare provider will go over this Patient Guide with you. It is important to ask your healthcare provider any questions you might have during treatment with BLENREP. 
	Healthcare Providers: Review this Patient Guide with your patient prior to initiating treatment with BLENREP. 

	Reference ID 4652412 
	Why am I receiving this Patient Guide? 
	Before you receive BLENREP, you must read and agree to all the instructions in the BLENREP Risk Evaluation and Mitigation Strategy (REMS). Before prescribing BLENREP, your healthcare provider will explain the BLENREP REMS to you and ask you to sign the Patient Enrollment Form. 
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	~ Cell death 
	~ Cell death 

	B-cell maturation antigen (BCMA) is a protein expressed on normal B lymphocytes and multiple myeloma cells that promotes cellular proliferation and surviva11·2 BLENREP is a BCMA-directed antibody and microtubule inhibitor conjugate, composed of 3 components3 ADC 
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	Resolved,% 
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	Median duration, days (range) 
	Median duration, days (range) 
	22 (7 -64 days) 
	22 (22-22 days) 
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	Education Program for Healthcare Settings (this presentation) 
	Education Program for Healthcare Settings (this presentation) 
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	You musta nswerAl.l 9 qu~stions <orrectl'y on thi.s assessment. 
	You musta nswerAl.l 9 qu~stions <orrectl'y on thi.s assessment. 

	You have& 
	You have& 
	attempt(s) to answerall questions correctly. 
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	PRESCRIBER INFORMATION 
	PRESCRIBER INFORMATION 
	PRESCRIBER INFORMATION 
	PRESCRIBER INFORMATION 

	• National Provider Identifier (NPI) #: 
	• National Provider Identifier (NPI) #: 
	State Ucense #: 

	1234567890 
	1234567890 

	' First Name 
	' First Name 
	Middle Initial 
	' Last Name 

	•c redentials 
	•c redentials 
	• specialty 

	L MD 
	L MD 
	0 DO 
	L NP 
	0 PA 
	0 Other (please speofy) 
	0 Oncology 
	..J Hematology 
	[J Internal Medicine 
	U Other (please speafy) 

	• PractlcefFacllity Name 
	• PractlcefFacllity Name 

	• Address Line 1 
	• Address Line 1 
	Address Line 2 

	' City 
	' City 
	*State 
	* ZIP Code 

	TR
	-Please Select -­

	• Phone 
	• Phone 
	• Fax 
	• email 

	Preferred Method of Communication 
	Preferred Method of Communication 
	Preferred Time of Contact 

	0 Phone 
	0 Phone 
	0 Fax 
	0 Email 
	DAM 
	OPM 
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	l°J Would you llke to receive te)(t messages from tne BLENREP REMS in order to sign your BLENREP REMS enrollment form? Message and data rates may apply. By cllaklng this aheck box, you are confirming that the patient has verbally agreed to receive text messages. \ If this box is checked, patients will receive both an email and text message with a verification code (based on the contact information provided); if not checked, patients will only receive the verification code at their email address 
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	Corneal Eurnination Findings Check One 0 Nochange from ti...ellne 0 Mild soperfocial leratop.Uhy 
	Corneal Eurnination Findings Check One 0 Nochange from ti...ellne 0 Mild soperfocial leratop.Uhy 
	Corneal Eurnination Findings Check One 0 Nochange from ti...ellne 0 Mild soperfocial leratop.Uhy 
	Changes In BCVA from Baseline (per Snellen Visual Acuity) Check One=-------1 0 Noch.lns• from 1we1 ne 0 O..cUne from l>aYlineof I line 

	leftteye (OS) 
	leftteye (OS) 
	0 Moderate superfoc111I keraiopa1hy 0 Severe superficl.11 keratopathy 0 ComHI cp1theQal defoc;t 
	0 0.CUM from baseline ot2 or l l1nes on Snellen V1sulll Acuity and notw<>rse tlwln 20/200 0 O..c:Jone from baseline by more than 3 IWln on Snellon V°1>'1M Acuity and not worse than 201200 0 ~lionVisual Acuity w<HW than 20/200 
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	Adclttlonol Com..1Eumlnotlon finding: 
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	BlENREP bcl•nl•mob mafodotin·blmf f1o1fi~dJJ1'('(1u)Q -------­MY PATIENTS My Patients Below is a list ofyour patients. Click "Enroll Patient" to add a new patient. Patient Listing l!I Down oa~ U1e list to sp1ea~~heelrormar by dicking tie Exce icon 1us1 atmve Ute column 11.,-<10e1s <l Search1Fllter the I st by ente:mg tnforma:ion m lhe textbox belcw any column header Sort the lisl by clicking on any column l1eader REMS ID ; First Name 1?~J Peooy 0 87G Martin @©0® 8 ; Last Name Sue Berry ; Zip 1954? 3£534 ; D
	BlENREP bcl•nl•mob mafodotin·blmf f1o1fi~dJJ1'('(1u)Q -------­MY PATIENTS My Patients Below is a list ofyour patients. Click "Enroll Patient" to add a new patient. Patient Listing l!I Down oa~ U1e list to sp1ea~~heelrormar by dicking tie Exce icon 1us1 atmve Ute column 11.,-<10e1s <l Search1Fllter the I st by ente:mg tnforma:ion m lhe textbox belcw any column header Sort the lisl by clicking on any column l1eader REMS ID ; First Name 1?~J Peooy 0 87G Martin @©0® 8 ; Last Name Sue Berry ; Zip 1954? 3£534 ; D
	BlENREP bcl•nl•mob mafodotin·blmf f1o1fi~dJJ1'('(1u)Q -------­MY PATIENTS My Patients Below is a list ofyour patients. Click "Enroll Patient" to add a new patient. Patient Listing l!I Down oa~ U1e list to sp1ea~~heelrormar by dicking tie Exce icon 1us1 atmve Ute column 11.,-<10e1s <l Search1Fllter the I st by ente:mg tnforma:ion m lhe textbox belcw any column header Sort the lisl by clicking on any column l1eader REMS ID ; First Name 1?~J Peooy 0 87G Martin @©0® 8 ; Last Name Sue Berry ; Zip 1954? 3£534 ; D
	BlENREP bcl•nl•mob mafodotin·blmf f1o1fi~dJJ1'('(1u)Q -------­MY PATIENTS My Patients Below is a list ofyour patients. Click "Enroll Patient" to add a new patient. Patient Listing l!I Down oa~ U1e list to sp1ea~~heelrormar by dicking tie Exce icon 1us1 atmve Ute column 11.,-<10e1s <l Search1Fllter the I st by ente:mg tnforma:ion m lhe textbox belcw any column header Sort the lisl by clicking on any column l1eader REMS ID ; First Name 1?~J Peooy 0 87G Martin @©0® 8 ; Last Name Sue Berry ; Zip 1954? 3£534 ; D

	A list of enrolled patients may be downloaded, or search enrolled atients usin the fields rovided 
	A list of enrolled patients may be downloaded, or search enrolled atients usin the fields rovided 
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	EYE CARE PROFESSIONAL INFORMATION ' First Name: 
	EYE CARE PROFESSIONAL INFORMATION ' First Name: 
	EYE CARE PROFESSIONAL INFORMATION ' First Name: 
	.-Last Name: 
	' Phone: 

	Emall : 
	Emall : 
	National Provider Identifier (NPI) It. 

	PractlcelFacllity Name: 
	PractlcelFacllity Name: 
	Address Line 1: 
	Address Line 2: 

	City: 
	City: 
	State: -· Pieasoa Select -
	ZIP Code: 

	PRESCRIBER ATTESTATION 
	PRESCRIBER ATTESTATION 


	I What ara tho cufrant bos:t corrected Snellen vlsual acotty n1sult10? ' Right eye (OD) : I ' Left eye (OS): I l Is this the patient•s 1 rt dose? O vos O No • What Is the current grading rrom the examinations nncung(s) and BCVA? (Report the grade ror the worst eye based on Keratopamy ano v1sua1 Acuity (KVA) scale) 0 Nocna.I () 01t1de 1 :J G-~2 0 Gttacie3 0 Gntde4 Additional detail will be requested if vou select "no": see next slide 
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	•Are ou recommending dose modifications due to a corneal adverse reaction based on this ophthalmic assessment? Please refer to Table 1 for information on relevant corneal adverse reactions for BLENREP If Y, please check affected eyes: !JRight eye (OD) l!J Left eye (OS) Ifyes, please complete t he following: CORNEAL EXAMINATIO FINDINGS AND CHANGE IN BCVA FROJ,t BASELINE FOR RIGHT EYE Right eye (OD) Repeated for Left eye (not pictured) • corneal Examination Finding ' No ctien!)A-tt0m t:w«+ ne () M1td supetl'O
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	Pres.crib«'S Healthcare S•ttlngs, PaUtnts Certified Partlc()ilnt Locator Rtsourcts Cont.act Us 

	.Login Login I Register Logn 1savailable tocertifi...ed prescribers.heelhca"e settirgs, !lOOOtn&r USQfS lUIMflZ90 D/ m~RE.M~cocra1na1Jng ceniQr LOGIN Forgot Uconuni• To roportsld o off• ctc pl~~cont~d Cl:-ntoSmlthKhne at 1..88s.82s..s2•9 or FDA atw~'!<J;i. •JU"1;1·~tl'ffillC1 or C&ll 1..WO.f'OA 1088 (HID0-3JZ-1038 ) .. 
	.Login Login I Register Logn 1savailable tocertifi...ed prescribers.heelhca"e settirgs, !lOOOtn&r USQfS lUIMflZ90 D/ m~RE.M~cocra1na1Jng ceniQr LOGIN Forgot Uconuni• To roportsld o off• ctc pl~~cont~d Cl:-ntoSmlthKhne at 1..88s.82s..s2•9 or FDA atw~'!<J;i. •JU"1;1·~tl'ffillC1 or C&ll 1..WO.f'OA 1088 (HID0-3JZ-1038 ) .. 
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	Call 1-855-209-9188 Visit www.BLENREPREMS.com 
	First Name*: Last Name*: National Provider Identifier (NPI) *: Phone: Email*: 
	First Name*: Last Name*: National Provider Identifier (NPI) *: Phone: Email*: 
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	What is BLENREP? 
	What is BLENREP? 

	BLENREP is a prescription medicine used to treat adults with multiple myeloma who: 
	• have received at least 4 prior medicines to treat multiple myeloma, and 
	their cancer has come back or did not respond to prior treatment. 
	their cancer has come back or did not respond to prior treatment. 

	It is not known if BLENREP is safe and effective in children. 
	What is the BLENREP REMS? 
	What is the BLENREP REMS? 

	A Risk Evaluation and Mitigation Strategy (REMS) is a drug safety program that the U.S. Food and Drug Administration (FDA) can require for certain medicines with serious safety concerns. Drug companies and healthcare providers must take extra steps to make sure the benefits of using the drug are more than the risks. FDA must approve these steps as part of a REMS. 
	Why does BLENREP have a REMS? 
	BLEN REP has a REMS because of the risk of eye problems. The BLEN REP REMS educates patients and doctors about the risks associated with BLENREP. You must be enrolled in the BLENREP REMS to get BLENREP. 
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	What is the most important information I should know about the eye problems with BLENREP? 
	• .
	• .
	• .
	Eye problems are common with BLENREP. 

	• .
	• .
	• .
	BLENREP can cause changes to the surface of your eye that can lead to: -dry eyes -blurred vision 

	-worsening vision .-severe vision loss .-open sores on the cornea (corneal ulcer) .

	• 
	• 
	Tell your healthcare provider if you have any vision changes or eye problems during treatment with BLENREP. 

	• 
	• 
	• 
	Your healthcare provider will send you to see an eye specialist to check your eyes: -before starting treatment 

	-prior to each dose of BLENREP .-if you have worsening symptoms of eye problems .

	• 
	• 
	Tell your healthcare provider if you have a history of vision or eye problems. 

	• .
	• .
	Even if your vision seems fine, it is important that you get your eyes checked during treatment with BLENREP because some changes can happen without symptoms and may only be seen on an eye exam. 

	• .
	• .
	Tell your healthcare provider if you notice any changes with your eyes. 

	• .
	• .
	You should use preservative-free lubricant eye drops at least 4 times per day during treatment with BLENREP as instructed by your healthcare provider. 

	• .
	• .
	You should use caution when driving or operating machinery as BLENREP may affect your vision. 

	• 
	• 
	Avoid wearing contact lenses during treatment with BLENREP unless directed by your eye specialist. 
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	Eye problems are not the only side effect you should be aware of while on treatment with BLENREP. For more information please see the Medication Guide for BLENREP or talk to your 
	healthcare provider. 
	ID: 4652412 
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	How is BLENREP given? 
	BLENREP will be given to you by your healthcare provider by intravenous infusion into your vein over approximately 30 minutes. 
	Figure

	BLEN REP is usually given every 3 weeks. 
	BLEN REP is usually given every 3 weeks. 
	Your healthcare provider will decide how many treatments you need. 

	Your healthcare provider may decrease your dose, temporarily stop or completely stop treatment with BLEN REP if you have serious side effects. 
	Figure

	If you miss any appointments, call your healthcare provider as soon as possible to reschedule your appointment. 
	If you miss any appointments, call your healthcare provider as soon as possible to reschedule your appointment. 
	Information about the preservative-free lubricant eye drops 

	Preservative-free lubricant eye drops are an over-the-counter medicine that should be used at least 4 times per day during treatment with BLENREP as instructed by your healthcare provider. 
	Figure

	If your infusion is scheduled before you get preservative-free lubricant eyes drops, please discuss with your healthcare provider on how to obtain them. If you need to purchase preservative-free lubricant eyes drops over-the-counter, please ensure that the label on the eye drops says "preservative-free". 
	Figure

	How do I enroll in the BLEN REP REMS and what is required of me? 
	Your healthcare provider will go over this Patient Guide with you to ensure you understand: 
	• The risk of eye problems while you are on treatment with BLEN REP. which can cause changes to the surface of your eye that can lead to dry eyes, blurred vision, worsening vision, severe vision loss, and corneal ulcer. 
	Figure

	• 
	• 
	• 
	The need to see an eye specialist to check your eyes: .-before starting treatment with BLENREP .-prior to each dose of BLENREP .-if you have worsening symptoms of eye problems .

	• 
	• 
	The eye exam performed by the eye specialist will include a slit lamp exam and a visual acuity exam. 


	Figure
	Slit lamp exam 
	The surface of the eye is examined to identify damaged cells or any changes to the surface of the eye. 
	Visual acuity exam 
	A chart is placed a distance from you, and you are asked to read the letters. A viusal acuity score of 20/20 is considered normal vision. 
	Figure
	• Your healthcare provider will discuss the importance of using preservative-free lubricant eye drops (Page 5 in this document) 
	Your healthcare provider will help you complete and sign the Patient Enrollment Form to enroll you in the BLENREP REMS. 
	R~erence ID 4652412 
	Where can I Get More Information on BLENREP? .BLENREP Treatment Overview .
	Your healthcare provider will give you a BLENREP Medication Guide at the beginning of your treatment course. You can ask your pharmacist or healthcare provider for information about BLENREP that is written for healthcare professionals. You can also find additional information at or call the BLENREP REMS at 1-855-209-9188. 
	www.BLENREPREMS.com 

	You are encouraged to report side effects of prescription drugs to the FDA. Visit MedWatch online at , or call 1-800-FDA-1088. 
	www.fda.gov/medwatch
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	Preservative-free lubricant eye drops .You should use eye drops at least 4 times a day starting with .the first infusion and continuing until end of treatment .
	.. .
	I .

	First .Second Third Ongoing ..... 
	dose dose dose treatment --~~~~~~~~~~~~~~~~·--~~~~~~~~-~~~~~~~~,~~-' 
	Baseline eye exam Eye exam prior Eye exam prior Eye exam prior .including slit lamp to each dose to each dose to each dose .and visual acuity .prior to initial dose .
	.
	.
	. 

	. . .. . . . . . . . . . .. . . . .. . . . . . . . . . ..
	. ..
	Eye exams are required for treatment with BLENREP. Your doctor will use your eye exam results to make sure that you are receiving the correct dose. Slit lamp exam • If you experience eye problems during The surface of the eye is examined treatment with BLENREP you may need to see your eye care specialist more often. 
	. . .
	Figure
	to identify damaged cells or any 

	changes to the surface of the eye. 
	Sect
	Figure
	Visual acuity exam 

	A chart is placed a distance from you, and you are asked to read the letters. A viusal acuity score of 20/20 is considered normal vision. 
	R~ference ID 4652412 
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	for injection 100 mg 
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	• 
	• 
	• 
	BLENREP is a B-cell maturation antigen (BCMA)-directed antibody and microtubule inhibitor conjugate indicated for the treatment of adult patients with relapsed or refractory multiple myeloma who have received at least 4 prior therapies including an anti-CD38 monoclonal antibody, a proteasome inhibitor, and an immunomodulatory agent. 

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

	• 
	• 
	• 
	BLENREP caused changes in the corneal epithelium resulting in changes in vision, including severe vision loss and corneal ulcer, and symptoms, such as blurred vision and dry eyes. 

	• 
	• 
	Conduct ophthalmic exams at baseline, prior to each dose, and promptly for worsening symptoms. Withhold BLENREP until improvement and resume, or permanently discontinue, based on severity. 

	• 
	• 
	Because of the risk of ocular toxicity, BLENREP is available only through a restricted program under a Risk Evaluation and Mitigation Strategy (REMS) called the BLENREP REMS. 
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	Due to the risks of ocular toxicity, BLENREP is available only through a .
	BI 

	• Overview 
	• Overview 

	restricted program called the BLENREP REMS 
	• .
	• .
	• .
	A Risk Evaluation and Mitigation Strategy, or REMS, is a strategy to manage known or potential risks associated with a product. It is required by the Food and Drug Administration (FDA) to ensure the benefits of the drug outweigh its risks. 

	• .
	• .
	Because of the risk of ocular toxicity, BLENREP is available only through a restricted program called the BLENREP REMS. 


	Prescribers must be certified with the program by enrolling and completing training in the BLENREP REMS, and they must counsel patients receiving BLENREP about the risk of ocular toxicity and the need for ophthalmic examinations prior to each dose. 
	Patients must be enrolled in the BLENREP REMS and comply with monitoring. 
	Patients must be enrolled in the BLENREP REMS and comply with monitoring. 

	Healthcare facilities must be certified with the program and verify that patients are authorized to receive BLENREP. 
	Wholesalers and distributers must only distribute BLENREP to certified healthcare facilities. 
	Prescribing Information for BLENREP 
	Prescribing Information for BLENREP 
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	Prior to first patient infusion, the Healthcare Setting will designate an authorized representative 
	llBE Enrollment 
	llBE Enrollment 

	to review training, enroll in the REMS, establish REMS processes and train staff 
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	1. Designate an Authorized Representative .to Review Training Materials .
	1. Designate an Authorized Representative .to Review Training Materials .
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	Education Program for Healthcare Settings (this presentation) 
	Education Program for Healthcare Settings (this presentation) 
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	3. Healthcare Setting Establishes REMS Processes and Trains Staff 
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	,..&. IHealthcare Setting 
	will enroll in the BLENREP REMS via the online portal 
	After reviewing training materials, the Healthcare Setting Authorized Representative 
	llBE Enrollment 
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	BLENREP™ REMS Healthcare Setting Enrollment Form 
	3
	3
	0 ... 0 ... 
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	Submit the com pleted Form onllnt below. .Fields marked with an • are REQUIRED. .
	HEALTiiCARE SETTING INFORMATION 
	HEALTiiCARE SETTING INFORMATION 
	•National Provider ldenUller (NPI)# 1234587ll90 
	HIN DEA# 

	•Healthcare Setting Name "Site Type 
	0 lnfus>en center 0 Group Practce Independent Practice 0 Outr>a!Ji>it Cl1n1< 0 Hospil91 0 Other (ploaso spocify) 
	0 lnfus>en center 0 Group Practce Independent Practice 0 Outr>a!Ji>it Cl1n1< 0 Hospil91 0 Other (ploaso spocify) 
	0 


	• Healthcare Setting NPI • Healthcare Setting Name and Type • Healthcare Setting Address • Authorized Representative contact information 
	During enrollment, you may designate one Authorized .Representative for multiple healthcare settings .(e.g. multiple affiliated infusion centers), if relevant .
	Paper form available for fax submission .
	Figure
	,..&. IHealthcare Setting 
	REMS Compliance and Train Staff 
	Following REMS enrollment, each Healthcare Setting must establish processes to support 
	llBE Enrollment 

	1. Establish Processes & Procedures 
	1. Establish Processes & Procedures 
	I~ 


	r-i 2. Train Relevant Team Members using the Education Program for .II-' Healthcare Settings (this presentation), and the REMS Program Overview 
	3. Maintain a list of trained staff for auditing, and add as delegates for portal access 
	REMS VERIFICATION HEALTHCARE SETTING MANAGEMENT REMS CHECKLIST 
	REMS VERIFICATION HEALTHCARE SETTING MANAGEMENT REMS CHECKLIST 
	Delegate/User Management 
	S.low IS a hst ofyour usoclat9d D•'-ollesAJs«s ...tio19qulf• ICC.SS to the BLl!NRV REMS pof181. 
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	r::J IREMS Authorization
	Prior to Patient Infusion: obtain authorization to dispense; Following infusion: complete the REMS Checklist 
	lEJ and Checklist 

	1. Obtain Authorization to Dispense ~ 2. Infusion ~ 3. Complete and Submit REMS 
	--~~~~~~~~~~~~~~~~~~%1'~~~~~~~~~~~~-#--~~~c_h_e_c_kl_is_t_w~it_h_in_s~e-u_s_in_e_s_s_o_a_y_s~~_, .
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	REMS Verification 
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	REMS Checklist 
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	r::J IREMS Authorization
	Select REMS Verification tab in the online portal to verify patient eligibility and obtain an authorization to dispense 
	lEJ and Checklist 

	Enter requested information about the Healthcare Setting, Prescriber, and Patient into the REMS Portal: 
	Sect
	Figure
	BLENREP 
	1:1.lM'lI•n1•tl 
	~odatln blml 
	b~1M,..,.. 

	Figure
	REMS Verification 
	REMS Verification 
	Please enter 'lile lnformatmn bl?:Ow to verlt/ enrollment_ 
	HEALTHCARESETTINOINFORM.\TION .You m~y •~er the ltnlthcare setting NP'l#, Kame Of AddfnslCltylStettlZip, then sel•ct tlMt t1011111care setting .

	~ The REMS Coordinating Center 
	•Htoa tlhcare setting 
	•Htoa tlhcare setting 

	~(1-855-209-9188) can also provide authorization information 
	PRESC~JSER'NFORM TlON .You may enter the Prescriber NPI#, First N.ame or LastName, then select tne preecrillEr. .' Pr-ibei .
	PRESC~JSER'NFORM TlON .You may enter the Prescriber NPI#, First N.ame or LastName, then select tne preecrillEr. .' Pr-ibei .
	PATIENT NFORMAllON .' first N~m• •CMtt ors11111 .
	ii 

	Figure
	r::J IREMS Authorization lEJ and Checklist 
	REMS Verification will indicate if it is okay to infuse the patient or not 
	If patient is eligible, you will receive the "OK TO I NF USE" message noted below; select "Generate Authorization Code" and note the code for the REMS Checklist: 
	Verification Results 
	You must generate an authorization code to complete this veriOcation. ') \ .....0 INF~SE REMS verification successful. Authorization Code needed 
	I
	REMS Authorization Code: 

	GENERATE .AUTHORIZATION CODE .
	32327 
	32327 
	Figure


	Prescriber <../ Susan Gold Certified Prescriber REMS 10 : 12345 
	Patient <../ Janet Bowers Enrolled -Cleared for Infusion Patient REMS 10: 987374 
	Figure
	If patient is not eligible, do not proceed; contact the REMS Coordinating Center (1-855-209-9188 ) .
	Verification Results .
	PLEA.SE CALL FOR ASSISTANCE @ DO NOT INFUSE 
	I

	1-8.5~-21k!M188 
	1-8.5~-21k!M188 
	FlEMS t1anHcat10r l'a1if"d. 

	Figure
	Prescriber 
	Prescriber 
	Prescriber 
	..,,, Su.:i;in Go4tt Presaitler R.EMS ID: 123.45 
	Cert le j 

	Patient 
	Patient 
	x 
	Jan~ B<h'o'efS l"'atlent Ret.ts 1:>: 987374 
	Enrolled -Pending Pauent s1aius Form 
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	r::J IREMS Authorization
	Complete the REMS Checklist within 5 business days of infusion by entering the date of administration, actual dose, and by electronically signing the checklist (1/2) 
	lEJ and Checklist 

	Prncnbmg r:tom>omon 
	Figure

	*' MfJ/\J R ­bel.anlamab malodohn IJlrnf 
	'v~IJ'T,IQ'lng 
	'v~IJ'T,IQ'lng 

	REMS VERIF'(;ATIUN HEALTHCARE SETTING M.A.NAGEMENT REMS CHECKLIST 
	REMS Checklist 
	Submit tile completed form onllne below. .As a oondl1Jon of your authortzatlon to d spense BLENREP, !his checkltst f1'\Ust be eomplete<! tor eacn patient vnthln 5 business days ot l1fustion. You W111 receNe a eon1trmatlon of recel?t v~an automatic ema I not11icanon .~'let submtsslon or 1t11s chccKlisL Keep a copy ot \tie noti11callon nthe pauenl's tnedltal record. .Flelcts marked wllh an • are ReQUIRSD. .
	) PATIENT INFORMATION 
	) PATIENT INFORMATION 
	first Name: PeQ',l'f Oate of Birth (MM/00/YYYY): 31212000 La1:t Name; .S11e Patient SLENREP REMS ldent1flcafton #: 12345 
	) PRESCRIBER INFORMATION 
	First Name! M~1ra National Provider Identifier (NPI) 11: 123.:507890 
	LMt Nam@: Barr 
	) HEALTHCARE SETTING INFORMATION Healthcare SeWng Name: Proresslcma ,l\ssoootes hCS Healthcare Setting BLENREP RSMS ldentlficauon #: 2345 !National Provider Identifier (NPI) #: 23-4567&101 Phono: 55::, 5~-3434 

	Figure
	r::J IREMS Authorization
	Complete the REMS Checklist within 5 business days of infusion by entering the date of 
	lEJ and Checklist 
	lEJ and Checklist 

	administration, actual dose, and by electronically signing the checklist (2/2) 
	-
	-
	AUTHORIZATION CODE PRIOR TO DISPENSING 
	Authorization: 32327 Dosing Information 
	I 
	•oate of Infusion: (MMIOOIYYYY) ~Actual Close (mg) 

	· s igna1ure 
	'First Name •Last Name •cred entials P"9QY sua 
	'First Name •Last Name •cred entials P"9QY sua 
	0 
	•PhonG •Fax •em aU 
	Figure
	SEND INFUSION INFORMATION TO THE BLENREP REMS 
	Please submit this completed form by clicking"Submit" bolow within 5 business days of Infusion. You wlll rocelvo a confirmation ofreceipt via o-mall. 

	CANCEL SUBMIT 
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	~.Reminders

	Important Reminders 
	• .
	• .
	• .
	Ensure the training, enrollment, authorization to dispense and REMS checklist procedures in this document are followed 

	• .
	• .
	Notify the REMS Coordinating Center (1-855-209-9188) if the authorized representative designated by the healthcare setting changes 

	• .
	• .
	Maintain records to demonstrate all processes and procedures are in place and being followed, and to document staff completion of REMS training 

	• .
	• .
	Comply with all audits carried out by GSK or third parties acting on behalf of GSK to ensure all processes and procedures are in place and are being followed 

	• .
	• .
	BLENREP may not be administered outside of the certified healthcare setting administering the infusion 

	• .
	• .
	BLENREP must not be distributed, transferred, loaned, or sold 


	This educational module for Healthcare Settings is not intended to be a comprehensive description of the complete safety .information for BLENREP. For complete safety information, please see the full Prescribing Information, including Boxed Warning, .
	available at www.BLENREPREMS.com .
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	support for the BLENREP REMS program, 
	BLENREPREMS.com provides rapid 

	~Reminders 
	~Reminders 

	with additional support available via the REMS Coordinating Center 
	Homo BLENREP belantamab malodohn·blmf ltt~-"" 
	Homo BLENREP belantamab malodohn·blmf ltt~-"" 
	Homo BLENREP belantamab malodohn·blmf ltt~-"" 
	Prescr11>ers 
	HHllnca,.. Settings P1Uents C•rtJ.fted Participant Locator Resources Contact Us 
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	Key Features of ~ real-time enrollment verification ~ real-time authorization to dispense ~ real-time treatment checklist submission ~ Automatic email notifications for REMS 
	BLENREPREMS.com 

	enrollment and treatment checklist submission that can be saved for record keeping and audits 
	Call 1-855-209-9188 Visit www.BLENREPREMS.com 
	Figure
	belantamab mafodotin-blmf 
	belantamab mafodotin-blmf 
	for injection 100 mg 
	FDA-REQUIRED REMS* SAFETY INFORMATION 
	Subject: 
	• 
	• 
	• 
	Risk of Ocular Toxicity with BLENREP Treatment 

	• 
	• 
	FDA Required BLENREP REMS 


	Dear Healthcare Provider: 
	This letter is to inform you about the risk of ocular toxicity associated with BLENREP and the BLENREP REMS. BLENREP is indicated for the treatment of adult patients with relapsed or refractory multiple myeloma who have received at least 4 prior therapies, including an anti-CD38 monoclonal antibody, a proteasome inhibitor, and an immunomodulatory agent. 
	The U.S. Food and Drug Administration (FDA) has determined a Risk Evaluation and Mitigation Strategy (REMS) is necessary to manage the risk of ocular toxicity. BLENREP is only available through a restricted program; the BLENREP REMS. 
	Risks of BLENREP: 
	• .
	• .
	• .
	BLENREP can cause changes in the corneal epithelium resulting in changes in vision, including severe vision loss and corneal ulcer, and symptoms such as blurred vision and dry eyes. 

	• .
	• .
	Ophthalmic exams must be performed at baseline, prior to each dose, and promptly for .worsening symptoms. .

	• .
	• .
	Dosage modifications or discontinuation of treatment may be needed to mitigate the risk of .ocular toxicity. .


	REMS Requirements 
	• .
	• .
	• .
	Prescribers of BLENREP must be certified in the BLENREP REMS in order to prescribe BLENREP. 

	• .
	• .
	Additional details about the requirements of the BLENREP REMS are included in the Factsheet that is included with this letter. 

	• .
	• .
	To enroll in the BLENREP REMS, 
	visit www.BLENREPREMS.com. 



	For additional details about the REMS, or contact the BLENREP REMS at 1-888-209-9188. 
	visit www.BLENREPREMS.com 

	The information in this letter is not intended as a complete description of the benefits and risks associated with the use of BLENREP. Please see accompanying Prescribing Information including Medication Guide. 
	Adverse Event Reporting 
	You are encouraged to report adverse reactions of BLENREP to GSK at 1-888-825-5249 and/or FDA at 1-800-FDA-1088 or . 
	www.fda.gov/medwatch

	Sincerely, GlaxoSmithKline 

	BLM· LTR-200007 R_Q.Q02-000l}.j_BAR5?412 
	"l'Sf~~.11,~J~clltl12mor 
	From: Sent: <Day>, <Month> <Date>, <Year> <Time>. To: SUBJECT: BLENREP Healthcare Provider Risk Evaluation and Mitigation Strategy (REMS) Letter. ATTACHMENT: Factsheet. 
	From: Sent: <Day>, <Month> <Date>, <Year> <Time>. To: SUBJECT: BLENREP Healthcare Provider Risk Evaluation and Mitigation Strategy (REMS) Letter. ATTACHMENT: Factsheet. 
	PDR Drug Alerts <do-not-reply@email.pdr.net>. 
	<Last Name, First Name> <XX@XXXX.com>. 

	Having trouble reading this email? . 
	View it in your browser

	For additional important information, including the complete Prescr bing Information, please visit: 
	communications/drug-alert/?id=XXXXXXX. 
	http://www.pdr.net/pdr-drug
	-
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	FDA-REQUIRED REMS* SAFETY INFORMATION. 
	Subject: 
	•. 
	•. 
	•. 
	Risk of Ocular Toxicity with BLENREP Treatment 

	•. 
	•. 
	FDA Required BLENREP REMS 


	Dear Healthcare Provider: 
	This letter is to inform you about the risk of ocular toxicity associated with BLENREP and the BLENREP REMS. BLENREP is indicated for the treatment of adult patients with relapsed or refractory multiple myeloma who have received at least 4 prior therapies, including an anti-CD38 monoclonal antibody, a proteasome inhibitor, and an immunomodulatory agent. 
	The U.S. Food and Drug Administration (FDA) has determined a Risk Evaluation and Mitigation Strategy (REMS) is necessary to manage the risk of ocular toxicity. BLENREP is only available through a restricted program; the BLENREP REMS. 
	Risks of BLENREP: 
	•. 
	•. 
	•. 
	BLENREP can cause changes in the corneal epithelium resulting in changes in vision, including severe vision loss and corneal ulcer, and symptoms such as blurred vision and dry eyes. 

	•. 
	•. 
	Ophthalmic exams must be performed at baseline, prior to each dose, and promptly for worsening symptoms. 

	•. 
	•. 
	Dosage modifications or discontinuation of treatment may be needed to mitigate the risk of ocular toxicity. 


	REMS Requirements 
	•. 
	•. 
	•. 
	Prescribers of BLENREP must be certified in the BLENREP REMS in order to prescribe BLENREP. 

	•. 
	•. 
	Additional details about the requirements of the BLENREP REMS are included in the Factsheet that is included with this letter. 

	•. 
	•. 
	To enroll in the BLENREP REMS, visit www.BLENREPREMS.com. 
	To enroll in the BLENREP REMS, visit www.BLENREPREMS.com. 



	For additional details about the REMS, visit or contact the BLENREP REMS at 1-888209-9188. 
	www.BLENREPREMS.com 
	www.BLENREPREMS.com 

	-

	The information in this letter is not intended as a complete description of the benefits and risks associated with the use of BLENREP. Please see the Prescribing Information including Medication Guide. 

	Reference ID: 4652412 
	Adverse Event Reporting 
	Adverse Event Reporting 
	You are encouraged to report adverse reactions of BLENREP to GSK at 1-888-825-5249 and/or FDA at 1-800-FDA1088 or . 
	-
	www.fda.gov/medwatch


	BLM-LTR-200007 0002-0008-18 GSK Final (08/2020) 
	Sincerely, GlaxoSmithKline 
	Sincerely, GlaxoSmithKline 
	or write to us at ConnectiveRx, The Crossings at JeffersonPark, 200 Jefferson Park, Whippany, NJ 07981, Attention: Customer Service. If you want . 
	If you wish to opt out of receiving any more emails from PDR, PSKW or ConnectiveRx related to the product referenced in or thesubject matter of this email (reference code: XXXXXXXX), click here 
	to manage your communication preferences with PDR, click here to log into PDR.net

	© YYYY PDR, LLC. All Rights 
	Reserved. Privacy Policy | Contact Us 
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	BLENREP REMS Fact Sheet 
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	BLENREP REMS Overview 
	Figure
	What is the BLENREP REMS (Risk Evaluation and Mitigation Strategy)? 
	The BLENREP REMS is a safety program that manages the risk of ocular toxicity from BLENREP. The BLENREP REMS is required by the Food and Drug Administration (FDA) to ensure that the benefits of the drug out weigh its risks. The BLENREP REMS is a restricted distribution program. 
	Prescribe rs must be certified with the program by enrolling and completing training in the BLENREP REMS 
	Figure
	Healthcare Settings must be certified with the program and verify that patients are authorized to receive BLENREP 
	Patients must be enrolled in the BLENREP REMS and comply with monitoring 
	Wholesalers and distributors must only distribute BLENREP to certified Healthcare Settings 
	What is the Risk? 

	• BLENREP caused changes in the corneal epithelium resulting in: 
	o .Changes in vision, including severe vision loss and corneal ulcer 
	o .Changes in vision, including severe vision loss and corneal ulcer 
	o .Changes in vision, including severe vision loss and corneal ulcer 
	o .Changes in vision, including severe vision loss and corneal ulcer 

	o .Symptoms such as blurred vision and dry eyes 
	o .Symptoms such as blurred vision and dry eyes 


	How can Prescribers Manage the Risk? 

	• .
	• .
	• .
	Counsel patients receiving BLENREP about the risk of ocular toxicity and on the need for ophthalmic examinations (visual acuity and slit lamp) at baseline, prior to each dose, and promptly for worsening symptoms. 

	• .
	• .
	Assess the patient's ocular health by consulting an eye care professional to complete visual acuity and slit lamp examinations using the Eye Care Professional Consult Request Form or equivalent 

	• .
	• .
	Assess the ophthalmic exam results for corneal adverse reactions, which are based on both corneal examination findings and changes in best-corrected visual acuity (BCVA). Document these findings using the Patient Status Form prior to each dose in the REMS. 

	• .
	• .
	Manage corneal adverse reactions per the Prescribing Information with dose reductions or w ithhold BLENREP until improvement and resume, or permanently discontinue, based on severity. 


	MORE INFORMATION >> .
	MORE INFORMATION >> .

	To enroll in the BLENREP REMS Program call 1-855-209-9188 go to www.BLENREPREMS.com 
	Sect
	Figure

	Reference ID: 4652412 
	What are the key requirements of the BLENREP REMS? 
	What are the key requirements of the BLENREP REMS? 

	Figure
	Prescribers 
	Heal hcare Settings 
	Figure
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	Review the training: BLENREP Prescribing Information, Program Overview, and Education Program for Prescribers 
	Complete the Knowledge Assessment and Prescriber Enrollment Form 
	Submit the completed and signed Knowledge Assessment and Prescriber Enrollment Form at or fax to 1-888-635-1044 
	www.BLENREPREMS.com, 

	You will not be able to prescribe BLENREP w ithout completing your certification in the BLENREP REMS 
	Designate an authorized representative to review the following: 
	BLENREP Prescribing Information, Program Overview and Education Program for Healthcare Settings 
	Complete the Healthcare Setting Enrollment Form 
	Implement staff training and procedures to comply with the BLENREP REMS 
	You w ill not be able to order BLEN REP without completing your certification in the BLENREP REMS 
	Prescribers: Using the Patient Guide, counsel patient on ocular adverse reaction risk and ophthalmic exam requirements 
	Complete the Patient Enrollment Form and submit a copy on line or via fax 
	Establish processes and procedures to ensure that BLENREP is distributed only to certified Healthcare Settings 
	Train all relevant staff involved in distribution ofthe BLENREP REMS requirements 
	Reporting Adverse Events 

	You are encouraged to report adverse reactions of BLENREP to GSK at 1-888-825-5249 and/or FDA at 1-800-FDA-1088 or . 
	www.fda.gov/medwatch

	This Fact Sheet does not contain the complete safety information for BLENREP. For complete safety information, please see the full Prescribing Information, including Boxed Warning, available at . 
	This Fact Sheet does not contain the complete safety information for BLENREP. For complete safety information, please see the full Prescribing Information, including Boxed Warning, available at . 
	www.BLENREPREMS.com
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	FDA-REQUIRED REMS* SAFETY INFORMATION 
	Subject: 
	• 
	• 
	• 
	Risk of Ocular Toxicity with BLENREP Treatment 

	• 
	• 
	FDA Required BLENREP REMS 


	Dear Professional Society: 
	We request that you share the following with your members. 
	This letter is to inform you about the risk of ocular toxicity associated with BLENREP and the BLENREP REMS. BLENREP is indicated for the treatment of adult patients with relapsed or refractory multiple myeloma who have received at least 4 prior therapies, including an anti-CD38 monoclonal antibody, a proteasome inhibitor, and an immunomodulatory agent. 
	The U.S. Food and Drug Administration (FDA) has determined a Risk Evaluation and Mitigation Strategy (REMS) is necessary to manage the risk of ocular toxicity. BLENREP is only available through a restricted program; the BLENREP REMS. 
	Risks of BLENREP: 
	• .
	• .
	• .
	BLENREP can cause changes in the corneal epithelium resulting in changes in vision, including severe vision loss and corneal ulcer, and symptoms such as blurred vision and dry eyes. 

	• .
	• .
	Ophthalmic exams must be performed at baseline, prior to each dose, and promptly for .worsening symptoms. .

	• .
	• .
	Dose modifications or discontinuation of treatment of BLENREP may be necessary to mitigate the risk of ocular toxicity 


	REMS Requirements 
	• .
	• .
	• .
	Prescribers of BLENREP must be certified in the BLENREP REMS in order to prescribe BLENREP. 

	• .
	• .
	See the Factsheet that is included with this letter for more information about the requirements of the BLENREP REMS. 

	• .
	• .
	To enroll in the BLENREP REMS, 
	visit www.BLENREPREMS.com. 



	For additional details about the REMS, visit . or contact the BLENREP REMS at 1-888-209-9188. 
	www.BLENREPREMS.com

	Sincerely, GlaxoSmithKline 
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