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REMS 
Training
ULTOMIRIS and SOLIRIS REMS Healthcare 
Setting (HCS) & Pharmacy Training
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Thank you for joining today to review the ULTOMIRIS and SOLIRIS REMS Healthcare Setting (HCS) and 
Pharmacy training. 

The purpose of this training is to describe the responsibilities of healthcare settings and pharmacies as key 
stakeholders in the ULTOMIRIS and SOLIRIS REMS program. 
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NOTE

This deck is for supplemental training purposes only. 
It does not replace the need for site-specific 

Risk Evaluation and Mitigation Strategy (REMS) processes 
and procedures, nor mandatory Healthcare Provider 

Safety Brochure training required by REMS.
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KNOW?As an HCS/Pharmacy, 
What Do I Need to 

HCS/Pharmacy must be REMS certified to dispense product.
• Submit a single enrollment form to cover both ULTOMIRIS and SOLIRIS
• Enroll online at UltSolREMS.com or via fax, scan, or email

HCS/Pharmacy may visit REMS Portal (ie, UltSolREMS.com) to access REMS-related resources 
(ie, information and materials).

HCS/Pharmacy must have processes and procedures in place establishing how they assess patient’s vaccination 
status for Advisory Committee on Immunization Practices (ACIP) compliance. Examples may include:
• Call Prescriber to assess patient’s vaccination status
• Request Prescriber to assess ACIP compliance at each dispense
• Assess vaccination data in REMS Portal for ACIP compliance
Reminder: Details of process/workflow must be determined by HCS/Pharmacy

HCS/Pharmacy must designate an Authorized Representative and ensure all relevant staff are trained on 
established processes and procedures. 

HCS/Pharmacy must generate a REMS Dispense Authorization (RDA) prior to each dispense. 
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As a healthcare setting and pharmacy, what exactly do you need to know?

Healthcare settings and pharmacies must be Risk Evaluation and Mitigation Strategy (REMS)-certified in the 
ULTOMIRIS and SOLIRIS REMS program in order to dispense product. They will need to submit a single 
enrollment form which will cover both ULTOMIRIS and SOLIRIS. They can enroll online at UltSolREMS.com or 
they have the option to do so manually via fax, scan, or email.

Healthcare settings and pharmacies can access REMS-related resources, such as information and materials at 
UltSolREMS.com, which is a public-facing website, or on the REMS portal, which is password-protected.

As a requirement of the ULTOMIRIS and SOLIRIS REMS program, healthcare settings and pharmacies must 
designate an authorized representative to ensure that all relevant staff are trained on the established processes 
and procedures for that particular healthcare setting or pharmacy.

Healthcare settings and pharmacies must have processes in place to establish how the healthcare setting or 
pharmacy will assess vaccination status. This can include assessing vaccination data in the REMS portal for 
Advisory Committee on Immunization Practices (ACIP) compliance, calling the prescriber to assess a patient's 
vaccination status, or requesting the prescriber to assess ACIP compliance at each dispense. 

It is important to note that the details of the processes at each individual healthcare setting and pharmacy 
location must be determined by that healthcare setting or pharmacy.
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HCS/Pharmacy
Roles and Responsibilities

4
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Designate an Authorized Representative (AR) to carry out the certification process and oversee implementation 
and compliance with the REMS on behalf of the healthcare setting or pharmacy.

• Authorized Representative will review the Healthcare Provider Safety Brochure.

• Authorized Representative enrolls by completing and submitting the Healthcare Setting and Pharmacy 
Enrollment Form to the REMS.

• Authorized Representative will train all relevant staff involved in dispensing ULTOMIRIS and SOLIRIS using the 
Healthcare Provider Safety Brochure and maintain a record of staff training.

Establish processes and procedures to assess the patient’s vaccination status for up to date meningococcal 
vaccines for serogroups A, C, W, Y, and B according to current ACIP recommendations including antibacterial drug 
prophylaxis, if needed, before treatment initiation and document the findings.

For patients who are not up to date with meningococcal vaccines when starting treatment: 
Establish processes and procedures to assess the patient’s vaccination status for up to date meningococcal 
vaccines, including antibacterial drug prophylaxis if needed, before dispensing prescriptions up to 6 months after 
the first dose and document the findings.

Source: FDA-approved ULTOMIRIS and SOLIRIS REMS Document

Healthcare Setting/Pharmacy

Roles and Responsibilities
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What does it take for a healthcare setting or pharmacy to become certified in the REMS program?

There are a number of different activities that must be completed in order for the certification to be completed.

First and foremost, the healthcare setting or pharmacy must designate an Authorized Representative (AR) to 
carry out the certification process and oversee the implementation and compliance with the REMS program 
on behalf of that healthcare setting or pharmacy.

As an authorized representative, they must review the Healthcare Provider Safety Brochure and enroll in the 
REMS by completing the Healthcare Setting and Pharmacy Enrollment Form and submitting that to the 
REMS.

The Authorized Representative must also train all relevant staff involved in dispensing ULTOMIRIS and SOLIRIS, 
using the Healthcare Provider Safety Brochure and maintain a record of staff training.

The Authorized Representative must establish processes and procedures to assess the patient's vaccination 
status, according to the current ACIP recommendations. They must also include antibacterial drug prophylaxis 
if needed before treatment initiation, and document the findings.

For patients who are not up to date with meningococcal vaccines when starting treatment, the Authorized 
Representative must establish processes and procedures to assess the patient's vaccination status for up to 
date meningococcal vaccines, including antibacterial drug prophylaxis if needed, before dispensing 
prescriptions up to 6 months after the first dose. They must also document those findings.
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• Report adverse events suggestive of meningococcal infections to Alexion Pharmaceuticals, Inc. by 
telephone at 1-844-259-6783. You are encouraged to report all other suspected adverse reactions 
to Alexion Pharmaceuticals, Inc. or the Federal Drug Administration (FDA) 
at www.fda.gov/medwatch or call 1-800-FDA-1088.

• Not distribute, transfer, loan, or sell ULTOMIRIS or SOLIRIS, except to other certified healthcare 
settings or certified pharmacies.

• Maintain records of staff’s completion of REMS training.

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

• Comply with audits carried out by Alexion Pharmaceuticals, Inc. or a third party acting on behalf 
of Alexion Pharmaceuticals, Inc., to ensure that all processes and procedures are in place and are 
being followed.

Additional Roles and Responsibilities 

Source: FDA-approved ULTOMIRIS and SOLIRIS REMS Document

6

Additional roles and responsibilities for healthcare settings and pharmacies:

• It is critical that healthcare settings and pharmacies report adverse events suggestive of meningococcal 
infections to Alexion; 

• They must not distribute, transfer, loan, or sell ULTOMIRIS or SOLIRIS, except to another certified healthcare 
setting or pharmacy; 

• They must maintain records of the staff's completion of REMS training and maintain records that all 
processes and procedures are in place and are being followed; and, ultimately,

• They must comply with audits carried out by Alexion, or a third party acting on Alexion’s behalf, to ensure 
that all required processes and procedures are in place and are being followed.
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Easy as

How to Enroll a Healthcare Setting or Pharmacy 

1 ACCESS
UltSolREMS.com 2 REVIEW

required REMS materials 3 COMPLETE
and submit the Enrollment Form

Email 1
REMS Certification Confirmed
• Within minutes for online 

enrollments

• Shortly after processing for paper 
enrollments

Email 2 
Login Credentials & Portal Link

• Sent shortly after enrolling

• Set up login credentials within 
5 days for timely access

What to Expect
Use your HCS National Provider 
Identifier (NPI) (not individual HCP NPI) 
and verify ship-to address before
submitting
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How does enrollment take place? What does a healthcare setting or pharmacy need to do to enroll? This is very 
straightforward and easy as 1-2-3. 

The first step is to access UltSolREMS.com. 

The second step is to review those required REMS materials that we just reviewed. 

The third step is to complete and submit the pre-enrollment form to the REMS. Before submitting the pre-
enrollment form, please ensure that you use your healthcare setting’s National Provider Identifier (NPI) and not 
an individual provider’s NPI. It is also important to verify that your address on the enrollment form is your 
correct ship-to address prior to submitting the form. 

After the enrollment form has been submitted, healthcare settings and pharmacies can expect to receive 2 
emails, the first of which is a confirmation of successful REMS certification.

For online enrollments, this confirmation will be sent within minutes. For paper enrollments, a confirmation 
will be sent via e-mail shortly after the processing of that paper enrollment has taken place.

The second e-mail contains login credentials and a link to the REMS portal.
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Mandatory Activities for HCS/Pharmacy in the REMS Portal 

• Enter Prescriber and Patient identifying information

• Verify Prescriber REMS certification

• Assess patient meningococcal vaccination status (ie, ACIP compliance) and use of 
antibacterial drug prophylaxis (as required) and document

• Generate RDA

2

3

1

4

Following REMS Certification, the Authorized Representative Will Receive 
a Confirmation Email Including Login Credentials for the REMS Portal

After certification, you will receive an email with login credentials 

Please set up your account within 5 days to ensure timely access to the portal
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Following REMS certification, the Authorized Representative will receive a confirmation email with their login 
credentials for the REMS portal.

There are mandatory activities that are required for healthcare settings and pharmacies within the REMS 
portal. We will go through each of these in detail, but at a glance:

1) The healthcare setting or pharmacy needs to enter prescriber- and patient-identifying information, which 
is very important

2) They need to verify prescriber REMS certification

3) They need to assess patient meningococcal vaccination status to ensure compliance with ACIP and use 
of antibacterial drug prophylaxis as required, and document these findings

4) And, finally, they need to generate the REMS Dispense Authorization prior to each dispense
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Healthcare Settings and Pharmacies can access REMS educational materials and Enrollment Form via
• Accessing UltSolREMS.com
• Calling the REMS Call Center at (888) 765-4747

Healthcare Provider Safety Brochure

Review All REMS Materials and Complete the REMS Enrollment Form

Enrollment Form

9

There are 2 REMS resources for healthcare settings and pharmacies: on the left is the Healthcare Provider 
Safety Brochure and on the right is the Enrollment Form. 

Healthcare settings and pharmacies can access these materials on UltSolREMS.com or by calling the REMS call 
center at (888) 765-4747. Healthcare settings and pharmacies need to review all of the materials, and complete 
and submit the Enrollment Form.

9



Please see accompanying full Prescribing Information for ULTOMIRIS, including Boxed WARNING regarding serious and life-threatening or fatal meningococcal infections.
Please see accompanying full Prescribing information for SOLIRIS, including Boxed WARNING regarding serious and life-threatening or fatal meningococcal infections.

Audits and Corrective 
and Preventive Actions 
(CAPAs)

10
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Audits and CAPAs
As part of the ULTOMIRIS and SOLIRIS REMS, Alexion (or a third party on its behalf) may conduct periodic audits to verify that 
certified sites have required processes and procedures in place.

Why are audits required?
REMS audits ensure your HCS/Pharmacy complies 
with FDA-approved REMS requirements, verifying 
practices and documentation meet established 
standards for the safe and effective use of 
ULTOMIRIS and SOLIRIS.

How often will I be audited?
Your initial audit is scheduled within 180 days of 
REMS certification. Subsequent audits occur 
periodically, based on random selection and/or 
previous REMS non-compliance and audit 
outcomes.

What authority governs audits?
Audits are independently conducted by the REMS 
Administrator, on behalf of Alexion. This 
independence ensures transparency, objectivity, 
and an unbiased process as required by the FDA.

FDA Requirements 01
How will my audit be conducted?
Audits are conducted via a targeted questionnaire 
on the REMS portal. The AR is notified by email, 
logs into the portal, completes the questionnaire, 
and uploads supporting documentation.

How will we be notified?
The AR receives an email notification when an 
audit questionnaire is assigned. You have 45 days 
to complete and submit. Email reminders are sent 
throughout. Check spam filters for audit emails 
from the REMS Administrator.

What records should we have ready?
Written REMS processes and procedures; 
dispensing and transfer records and training 
records (names, dates, and materials used) for all 
staff—including the full Healthcare Provider Safety 
Brochure training.

What Is an Audit? 02
What is a CAPA?
A CAPA is a structured response to audit findings. It 
identifies the root cause of a compliance gap and 
outlines corrective and preventive steps. CAPAs are 
classified as Minor, Major, or Critical.

What happens if we receive a CAPA?

What Is a CAPA? 03

Minor findings: submit a CAPA plan within 30 
business days.
Major findings: submit a CAPA plan within 30 
business days.
Critical findings: submit a CAPA plan within 15 
business days.

How do we close a CAPA?
Submit evidence of completed CAPA plan actions to 
the auditor by the assigned due date. Once the 
auditor approves the evidence and verifies that all 
actions are implemented, the audit is officially closed.
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REMS Dispense 
Authorization (RDA)

12
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What is an RDA?
• The RDA is a required step for every single dispense of ULTOMIRIS and SOLIRIS. The REMS portal will provide a unique RDA code for each dispense 

after a series of questions are answered.

Who generates the RDA?
• The HCS/Pharmacy must generate an RDA for every dispense. The RDA can be generated by the Authorized Representative or any other staff 

member with an account on the REMS portal.

What is required for an RDA to be generated?
• The REMS portal will verify that the Prescriber is certified in the REMS. The REMS portal will also ask for information on a patient’s current vaccination 

status for those on therapy for less than 6 months.  

How long is an RDA valid?
• The RDA is valid for a specific dispense. If that dispense does not occur, the RDA must be canceled in the REMS portal.

What are the requirements for new patients?
• Assess and document meningococcal vaccination status (A, C, W, Y, and B) before the first dispense. "Unknown" status is accepted for new patients 

only. Continue assessing vaccination status at each dispense for the first 6 months if the patient was not up to date at initiation.

An RDA Is Required for Every Single Dispense of ULTOMIRIS/SOLIRIS 

13

Let’s review some key questions and answers about the RDA.

What is an RDA? The RDA is a required step for every single dispense of ULTOMIRIS and SOLIRIS. Within this 
REMS, “dispense” means providing the product for a patient’s treatment, including when it will be 
administered in the healthcare setting. The REMS portal will provide a unique RDA code for each dispense after 
a series of questions are answered.

Who generates the RDA? The healthcare setting and pharmacy will generate an RDA for every dispense. The 
RDA can be generated by the authorized representative or any other staff member with an account on the 
REMS portal.

What is required for an RDA to be generated? The REMS portal will verify that the Prescriber is certified in 
the REMS. The REMS portal will also ask for information on a patient’s current vaccination status for those on 
therapy for less than 6 months. 

How long is an RDA valid? The RDA is valid for a specific dispense: one RDA, one dispense. If that dispense 
does not occur, the RDA must be canceled in the REMS portal.

What are the requirements for new patients? Assess and document meningococcal vaccination status (A, C, 
W, Y, and B) before the first dispense. "Unknown" status is accepted for new patients only. Continue assessing 
vaccination status at each dispense for the first 6 months if the patient was not up to date at initiation.
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REMS Portal Activities: HCS/Pharmacy

Understanding Dispense Requirements

If up to date with meningococcal vaccines*
• Document findings
• Obtain authorization (ie, RDA) from REMS, which 

includes verifying prescriber REMS certification

If not up to date with meningococcal 
vaccines†

• Document findings
• Obtain authorization (ie, RDA) from REMS, which 

includes verifying prescriber REMS certification
• At next dispense, assess patient’s vaccination status 

for up to date meningococcal vaccines

Before first dispense, assess 
patient’s vaccination status 01

If initially up to date with meningococcal 
vaccines* at first dispense,
• Obtain authorization (ie, RDA) from REMS, which 

includes verifying prescriber REMS certification

If not up to date with meningococcal 
vaccines† at first dispense,

• Assess patient’s vaccination status
• Document findings
• Obtain authorization (ie, RDA) from REMS, which 

includes verifying prescriber REMS certification

Subsequent dispenses 
up to 6 months 02

Obtain authorization (ie, RDA) from REMS by 
verifying prescriber REMS certification

• This authorization is obtained by generating an RDA 
and answering all associated questions

Dispenses after 6 months 03

*Up to date with meningococcal vaccines for serogroups A, C, W, Y, and B according to the current Advisory Committee on Immunization Practices (ACIP) recommendations, including antibacterial drug prophylaxis, if needed. 
†Examples include patients who have received only the first dose in their vaccination series.
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Let’s examine the REMS requirements for RDA generation. These requirements adjust based on a patient's 
time on therapy.

Before the first dispense, the healthcare setting or pharmacy will assess the patient's vaccination status. If the 
patient is up to date with their meningococcal vaccines, in accordance with the current ACIP guidelines, the 
healthcare setting or pharmacy will document the finding, and they will obtain the REMS Dispense 
Authorization or RDA, which includes verifying prescriber REMS certification.

If the patient is not up to date with their meningococcal vaccines, the finding will be documented, the RDA will 
be obtained, which includes verifying prescriber REMS certification, and at the next dispense, the healthcare 
setting or pharmacy will assess the patient's vaccination status for up-to-date meningococcal vaccines.

Looking at subsequent dispenses up to 6 months, if initially up to date with meningococcal vaccines at the first 
dispense, an RDA will be obtained, which includes verifying prescriber REMS certification. If not up to date with 
meningococcal vaccines at the first dispense, the healthcare setting or pharmacy must assess the patient's 
vaccination status, document the finding, and subsequently obtain authorization, which includes again 
verifying prescriber REMS certification.

After 6 months of dispensing, the healthcare setting or pharmacy must obtain authorization from REMS by 
verifying prescriber REMS certification.
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The REMS Portal will allow product to be dispensed in the following situations:

• The prescriber is REMS certified, or it is an emergency situation

– An exception to prescriber certification and HCS/pharmacy certification will only be made in an 
emergency situation, whereby a patient is hospitalized and in urgent need of product at the time 
the prescriber places the order

– REMS certification will be diligently pursued by the REMS Administrator following product shipment

• Vaccination information is incomplete or unknown*

• ACIP assessment is incomplete or unknown*

Emergency situation is defined as a situation requiring hospitalization

The REMS Portal will NOT allow product to be dispensed when:

The prescriber is NOT REMS certified and it is NOT an emergency situation

RDA Release and Exceptions

REMS Administrator can be contacted at 888-765-4747 with any questions 

*The REMS Administrator may follow up for more detail on specific cases.
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The REMS portal will allow product to be dispensed when either the prescriber is REMS certified, or 
the prescriber is not REMS certified but it is an emergency situation. Once again, this carve-out is 
when hospitalization is required—that is how an emergency situation within the ULTOMIRIS and 
SOLIRIS REMS program is defined. Dispenses can also occur, ie, RDAs can be generated, in situations 
where vaccination information is incomplete or unknown, or if ACIP assessment is incomplete or 
unknown. In these situations, the REMS administrator may follow up for more detail on specific 
cases.

The only time the REMS portal will not allow product to be dispensed is when the prescriber is not 
REMS-certified and it is not an emergency situation. At that point, there will be a hard stop in the 
REMS portal if the prescriber is not certified, and it's confirmed not to be an emergency situation.

The REMS administrator can be contacted at 888-765-4747 with any questions.
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ADDITIONAL CONTEXTREMS REQUIREMENTS

Assess patient vaccination status.Assess the patient’s vaccination status for meningococcal serogroups A, 
C, W, Y, and B.

Before 
treatment 
initiation, 
Prescribers
must:

Vaccinate and prescribe antibacterial drug prophylaxis, if needed, in 
accordance with ACIP.

Vaccinate as needed according to the current ACIP recommendations 
for meningococcal vaccinations in patients receiving a complement 
inhibitor. For patients who are not up to date with meningococcal 
vaccines at least two weeks prior to initiation of treatment and who must 
start ULTOMIRIS or SOLIRIS urgently: Provide the patient with a 
prescription for antibacterial drug prophylaxis.

Counsel patients using Patient Safety Card and Patient Guide.
Counsel the patient using the Patient Safety Card and Patient Guide. 
Provide a copy of the materials to the patient.

Authorization to dispense and contacting the REMS is achieved via the 
RDA generation step in the REMS portal. 

Obtain authorization to dispense each prescription by 
contacting the REMS to verify the prescriber is certified.

Before 
dispensing, all 
Healthcare 
Setting or 
Pharmacy 
staff must:

Determine ACIP compliance (Yes, No, Unknown2) by reviewing available 
vaccination information.

Assess the patient’s vaccination status for up to date meningococcal 
vaccines for serogroups A, C, W, Y, and B including antibacterial drug 
prophylaxis, if needed.

• Enter assessment outcome by answering RDA questions.
• Dispense may proceed upon successful generation of RDA code. 
• REMS administrator may follow up if vaccine data is inconsistent with 

RDA responses and/or if clinical context for ACIP assessment is needed. 
• The follow-up may include a request for missing information to better 

understand the patient’s clinical situation.

And document the findings through the processes and procedures 
established as a requirement of the REMS.

REMS Responsibilities for Vaccination Data

PLEASE NOTE: An RDA code can be generated and product can be dispensed regardless of vaccination status assessment
(ACIP compliance = Yes, No, Unknown)*. Vaccine data can be added to the portal before or after dispense.

*Unknown status is available for new patients only.
Source: FDA-approved ULTOMIRIS and SOLIRIS REMS Document. 
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There are specific requirements for prescribers and HCS when it comes to vaccination data. The column on the 
left shows the exact REMS requirements as documented in the Healthcare Provider (HCP) Safety Brochure. 
These requirements were attested to at time of certification. 

Let’s start with Prescribers. Prescribers must assess patient vaccination status. They must vaccinate and 
prescribe antibacterial drug prophylaxis, if it is needed, in accordance with ACIP. They must also counsel 
patients using the Patient Safety Card and the Patient Guide.

Next are the Healthcare Settings and Pharmacies. Before dispensing SOLIRIS or ULTOMIRIS, they must obtain 
an authorization to dispense and verify the prescriber is certified during the RDA generation step. They must 
determine ACIP compliance by reviewing available vaccination information. Once determined, they must enter 
the assessment outcome by answering the RDA questions. The Dispense can proceed upon successful 
generation of the RDA code. If vaccination information is inconsistent with RDA responses or if clinical context 
is needed, the REMS administrator may follow up with the HCS to better understand the patient’s clinical 
situation. 

An important reminder here is that an RDA code can be generated and product can be dispensed regardless 
of the vaccination status assessment. Vaccine data can be added to the portal before or after dispense.
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Vaccine data may be already available in the REMS 
portal for some patients via prescriber, vaccination 
site, or patient support program (ie, OneSourceTM)

Upon entering patient's name and date of birth in the portal, 
available information will be displayed for HCS/Pharmacy 
reference. Data can be downloaded

Vaccine data, if not available, may be provided by 
HCS/Pharmacy or Prescriber to REMS through data entry 
in REMS portal or by emailing required data to REMS 
Administrator within 48 hours of RDA generation

Managing and Entering Vaccine and Prophylactic Antibiotic Data

Vaccine Data available on portal
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When we refer to Vaccination and Prophylactic Antibiotic Data within the REMS portal, it is important to 
note that vaccine data may already be available in the portal. This vaccination data could have been entered 
previously by a prescriber, through a vaccination site, or through a patient support program, such as 
OneSourceTM.

This vaccination data could have been entered previously by the prescriber, through a vaccination site. Vaccine 
data for some OneSource patients may already be available in the portal as well.

When healthcare settings and pharmacies proceed to the REMS Dispense Authorization section of the REMS 
portal, they will see any vaccination data that is available. When they enter the patient's name on the portal, 
the available vaccine information will be displayed. These data can also be downloaded by clicking on the 
Microsoft Excel icon.

If vaccination data is unavailable, it can be provided to the REMS through data entry in the REMS portal. There 
is some flexibility in getting that vaccination data to the REMS administrator for appropriate documentation. 
Healthcare settings and pharmacies can manually enter vaccine data into the REMS portal for that respective 
patient, or they can email the required data to the REMS administrator within 48 hours of RDA generation. 
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Ordering Product

18
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• The only REMS requirement for Alexion to ship product is that the location receiving the 
product is certified in the REMS program

– REMS requirements are outlined on slides 13-14

• No patient vaccination information is required at the time of order from Alexion

• In Emergency situations* only, a shipment will be allowed to a non-certified HCS

– Process can be found on slide 15

• All sites ordering ULTOMIRIS or SOLIRIS must have REMS processes and procedures in place and 
comply with the REMS requirements

Ordering Product

REMS Requirements Related to Ordering Product

*Emergency situations are defined as situations requiring hospitalization

19

Ordering Product

When you order product, the only requirement for Alexion to ship is that the location receiving the product is certified in the REMS 
program; no patient vaccination information is required at the time of the order. All sites ordering ULTOMIRIS or SOLIRIS must have 
REMS processes and procedures in place and comply with the REMS requirements, which are outlined in further detail on slides 13-14. 
There is an emergency carve-out, described on slide 15, that allows shipments to non-certified healthcare settings or pharmacies in 
emergency situations only.
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Please see accompanying full Prescribing Information for ULTOMIRIS, including Boxed WARNING regarding serious and life-threatening or fatal meningococcal infections.
Please see accompanying full Prescribing information for SOLIRIS, including Boxed WARNING regarding serious and life-threatening or fatal meningococcal infections.

How to Order From Alexion

• Place order via electronic delivery 
interchange (EDI), fax, or email (PDF)

• Include the following order 
information: Site Name, Prescriber 
Name & NPI, Drug, and Quantity 

• Call Alexion at 888-765-4747, option 3 
to notify or request an emergent order

Contact Alexion 01
• Identifying information for both 

patient* and prescriber* will be 
requested for the order

– Patient Information*: Patient 
Initials, Date of Birth, Diagnosis

– Prescriber Information*: 
Prescriber Name, Prescriber NPI #

– Site Information: Ordering Site 
Name, Address

• If emergency use, Alexion will call site 
to confirm patient is hospitalized

Verify Order Information 02
• Prior to shipment, Alexion will verify 

that site is certified in the REMS by 
reviewing Site Ship-To Information as 
enrolled with REMS Administrator

– REMS ID, Facility NPI # associated 
with REMS, and Fax # may be 
requested to verify the order

• The REMS Portal is used to enroll 
sites, maintain their certification, and 
confirm they meet REMS 
requirements before product is 
shipped

– Product can only be shipped to 
REMS-certified sites. Any site 
receiving product, even if not 
dispensing, must comply with all 
REMS requirements and will 
be audited

Verify REMS Certification 03

*For free drug eligibility verification purposes only.
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Here is how you order ULTOMIRIS or SOLIRIS:

The first step is to contact Alexion. Orders can be placed via electronic delivery interchange (EDI), fax, or email 
and should include the site name, prescriber name and NPI, drug, and quantity. For emergent orders, call 888-
765-4747, option 3.

Once the order is received, Alexion will verify all necessary patient, prescriber, and site information. For 
emergent orders, Alexion will contact the site to confirm the patient is hospitalized.

Prior to shipment, Alexion will verify that the site is certified in the REMS. Information such as the REMS ID, 
facility NPI, and fax number may be requested to confirm the order. Product can only be shipped to REMS-
certified sites, and any site receiving product is subject to audit.

The REMS Portal is used to enroll sites, maintain their certification, and confirm they meet REMS requirements 
before product is shipped. Product can only be shipped to REMS-certified sites. Any site receiving product, 
even if not dispensing, must comply with all REMS requirements and will 
be audited.
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Please see accompanying full Prescribing Information for ULTOMIRIS, including Boxed WARNING regarding serious and life-threatening or fatal meningococcal infections.
Please see accompanying full Prescribing information for SOLIRIS, including Boxed WARNING regarding serious and life-threatening or fatal meningococcal infections.

REMS Portal 101
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Please see accompanying full Prescribing Information for ULTOMIRIS, including Boxed WARNING regarding serious and life-threatening or fatal meningococcal infections.
Please see accompanying full Prescribing information for SOLIRIS, including Boxed WARNING regarding serious and life-threatening or fatal meningococcal infections.

All About the REMS Portal
The REMS Portal is your one-stop shop for all required aspects of REMS compliance—certification, RDA creation, vaccination 
tracking, audits, and more.

Portal Landing & Navigation 
Slides 23-24

Dashboard overview with alerts, notifications, 
and quick links to daily tasks.

Patient Management
Slides 25-33

Add and manage patients, document 
prophylaxis, and record vaccination history.

HCS & Pharmacy Management
Slides 34-39

Manage sites, staff, and multilocation 
compliance from one dashboard.

RDA Generation Process
Slides 40-48

Step-by-step workflow to create a REMS 
Dispense Authorization.

Audit Tracking
Slides 49-51

Receive audit notifications.

Certified Participant Locator & 
My Profile
Slides 52-59

Find certified sites by name or location and 
manage your account.

Click a card to view that section 

22
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Please see accompanying full Prescribing Information for ULTOMIRIS, including Boxed WARNING regarding serious and life-threatening or fatal meningococcal infections.
Please see accompanying full Prescribing information for SOLIRIS, including Boxed WARNING regarding serious and life-threatening or fatal meningococcal infections.

REMS Portal
Portal Landing & Navigation
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Please see accompanying full Prescribing Information for ULTOMIRIS, including Boxed WARNING regarding serious and life-threatening or fatal meningococcal infections.
Please see accompanying full Prescribing information for SOLIRIS, including Boxed WARNING regarding serious and life-threatening or fatal meningococcal infections.

REMS Portal Dashboard: Portal Landing & Navigation

1

Task Bar: the task bar at 
the top provides quick 
access to all main REMS 
navigation options and 
functions

1
32 The orange location 

selector box at the top 
right, appears for 
Authorized Representatives 
(ARs) who manage more 
than one site.

2
The FAQ tab provides 
quick access to multiple 
FAQ sections, with each 
item (FAQ1, FAQ2, FAQ3) 
linking to its specific FAQ 
category or page

3
The notifications panel 
provides quick access to 
alerts, such as assigned 
tasks and reminders, with 
each item linking to its 
detailed notification

3

4

Patient Lookup Fields: 
the patient lookup fields 
allow you to search for 
patients by date of birth, 
patient ID, or prescriber

4

5

Quick Links: the Quick 
Links panel offers fast 
access to key actions such 
as generating an RDA, 
adding staff, and enrolling a 
new HCS or pharmacy

Generate RDA

Add Staff Member

Enroll a new HCS/Pharmacy

5

6

The Most Recent RDAs 
section lists the latest REMS 
dispense authorizations for 
patients, showing their 
details and providing quick 
action options

6

7

Patient Action Icons and 
Legend: the action icons 
next to each patient, along 
with the legend below, 
show available functions, 
such as viewing details, 
generating RDAs, 
bookmarking, and 
audit-related actions 

7

Continue to Next Section

Click each hot spot for more info
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Please see accompanying full Prescribing Information for ULTOMIRIS, including Boxed WARNING regarding serious and life-threatening or fatal meningococcal infections.
Please see accompanying full Prescribing information for SOLIRIS, including Boxed WARNING regarding serious and life-threatening or fatal meningococcal infections.

REMS Portal
Patient Management
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Please see accompanying full Prescribing Information for ULTOMIRIS, including Boxed WARNING regarding serious and life-threatening or fatal meningococcal infections.
Please see accompanying full Prescribing information for SOLIRIS, including Boxed WARNING regarding serious and life-threatening or fatal meningococcal infections.

REMS Portal: Patient Management

Continue to Next Section

Portal Landing & Navigation
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Please see accompanying full Prescribing Information for ULTOMIRIS, including Boxed WARNING regarding serious and life-threatening or fatal meningococcal infections.
Please see accompanying full Prescribing information for SOLIRIS, including Boxed WARNING regarding serious and life-threatening or fatal meningococcal infections.

REMS Portal: Patient Management Back
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Please see accompanying full Prescribing Information for ULTOMIRIS, including Boxed WARNING regarding serious and life-threatening or fatal meningococcal infections.
Please see accompanying full Prescribing information for SOLIRIS, including Boxed WARNING regarding serious and life-threatening or fatal meningococcal infections.

REMS Portal: Patient Management

The Add Patient window lets 
users enter patient information, 
including location, first and last 
name, date of birth, gender, ZIP 
code, and indication before 
adding the patient

1

2

The Add Patient window prompts 
users to review the existing patient list 
and verify that the patient to be added 
is not already listed, and then continue

Back

28

Next
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Please see accompanying full Prescribing Information for ULTOMIRIS, including Boxed WARNING regarding serious and life-threatening or fatal meningococcal infections.
Please see accompanying full Prescribing information for SOLIRIS, including Boxed WARNING regarding serious and life-threatening or fatal meningococcal infections.

REMS Portal: Patient Management

Continue to Next Section

1

2

3

4

Portal Landing & Navigation
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Please see accompanying full Prescribing Information for ULTOMIRIS, including Boxed WARNING regarding serious and life-threatening or fatal meningococcal infections.
Please see accompanying full Prescribing information for SOLIRIS, including Boxed WARNING regarding serious and life-threatening or fatal meningococcal infections.

1

2

3

4

Continue to Next Section

3

4

REMS Portal: Patient Management

The Edit Patient Details 
window lets users update 
patient information, including 
gender and indication

Back
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Please see accompanying full Prescribing Information for ULTOMIRIS, including Boxed WARNING regarding serious and life-threatening or fatal meningococcal infections.
Please see accompanying full Prescribing information for SOLIRIS, including Boxed WARNING regarding serious and life-threatening or fatal meningococcal infections.

1

2

3

4

Continue to Next Section

3

4

REMS Portal: Patient Management

The Edit Antibacterial Drug 
Prophylaxis window lets users 
indicate whether prophylaxis 
was given and enter the start 
date before saving

Back
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Please see accompanying full Prescribing Information for ULTOMIRIS, including Boxed WARNING regarding serious and life-threatening or fatal meningococcal infections.
Please see accompanying full Prescribing information for SOLIRIS, including Boxed WARNING regarding serious and life-threatening or fatal meningococcal infections.

1

2

3

4

Continue to Next Section

4

REMS Portal: Patient Management

The Add Vaccination Reminder 
window lets users enter a reminder 
and date for future vaccination doses 
and then save the reminder

Back

The Add Vaccination Record window lets users select 
the vaccination type and brand, enter the dose date or 
mark it as unknown, and indicate whether the dose 
was given before ULTOMIRIS or SOLIRIS

32

1

2
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Please see accompanying full Prescribing Information for ULTOMIRIS, including Boxed WARNING regarding serious and life-threatening or fatal meningococcal infections.
Please see accompanying full Prescribing information for SOLIRIS, including Boxed WARNING regarding serious and life-threatening or fatal meningococcal infections.

REMS Portal: Patient Management Back

33

1

2

3

4

Continue to Next Section

The Edit Vaccination Record window lets users update the 
vaccination type, brand, whether the exact date is unknown, 
the exact dose date, and whether the dose was given before 
ULTOMIRIS or SOLIRIS, and then save the changes

1

2
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Please see accompanying full Prescribing Information for ULTOMIRIS, including Boxed WARNING regarding serious and life-threatening or fatal meningococcal infections.
Please see accompanying full Prescribing information for SOLIRIS, including Boxed WARNING regarding serious and life-threatening or fatal meningococcal infections.

REMS Portal
HCS & Pharmacy Management
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Please see accompanying full Prescribing Information for ULTOMIRIS, including Boxed WARNING regarding serious and life-threatening or fatal meningococcal infections.
Please see accompanying full Prescribing information for SOLIRIS, including Boxed WARNING regarding serious and life-threatening or fatal meningococcal infections.

REMS Portal: HCS & Pharmacy Management Portal Landing & Navigation

1
About tab provides a summary of HCS/Pharmacy information, 
including REMS status, location details, and identifiers

1

Continue to Next Section 35

35



Please see accompanying full Prescribing Information for ULTOMIRIS, including Boxed WARNING regarding serious and life-threatening or fatal meningococcal infections.
Please see accompanying full Prescribing information for SOLIRIS, including Boxed WARNING regarding serious and life-threatening or fatal meningococcal infections.

REMS Portal: HCS & Pharmacy Management

1
About tab provides a summary of HCS/Pharmacy information, 
including REMS status, location details, and identifiers

1

The Edit HCS/Pharmacy Information window lets 
users update details such as name, nickname, 
phone number, and fax number before saving

Back
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Please see accompanying full Prescribing Information for ULTOMIRIS, including Boxed WARNING regarding serious and life-threatening or fatal meningococcal infections.
Please see accompanying full Prescribing information for SOLIRIS, including Boxed WARNING regarding serious and life-threatening or fatal meningococcal infections.

REMS Portal: HCS & Pharmacy Management

1 The All Staff tab displays all personnel for the selected location, and users can use 
“Add New Staff” to add new team members who need REMS access

1

Back
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Please see accompanying full Prescribing Information for ULTOMIRIS, including Boxed WARNING regarding serious and life-threatening or fatal meningococcal infections.
Please see accompanying full Prescribing information for SOLIRIS, including Boxed WARNING regarding serious and life-threatening or fatal meningococcal infections.

1 The All Staff tab displays all personnel for the selected location, and users can use 
“Add New Staff” to add new team members who need REMS access

1

REMS Portal: HCS & Pharmacy Management Back

38

The Add Staff window lets users enter a staff member’s email, search 
for their information, and add them with the required authorization

The Add Staff window lets users 
search for a staff member by email, 
enter or update their first and last 
name, and add them, after which 
the staff member receives an email 
to create their account

1

2
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Please see accompanying full Prescribing Information for ULTOMIRIS, including Boxed WARNING regarding serious and life-threatening or fatal meningococcal infections.
Please see accompanying full Prescribing information for SOLIRIS, including Boxed WARNING regarding serious and life-threatening or fatal meningococcal infections.

1 The All Staff tab displays all personnel for the selected location, and users can use 
“Add New Staff” to add new team members who need REMS access

1

REMS Portal: HCS & Pharmacy Management Back

39

The Edit Staff window lets users search for a staff member by 
email, update their first and last name, and save the changes

The Remove Staff window asks the user 
to confirm removing a staff association 
by showing the staff member’s email and 
name before removal

1

2
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Please see accompanying full Prescribing Information for ULTOMIRIS, including Boxed WARNING regarding serious and life-threatening or fatal meningococcal infections.
Please see accompanying full Prescribing information for SOLIRIS, including Boxed WARNING regarding serious and life-threatening or fatal meningococcal infections.

REMS Portal 
RDA Generation Process
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Please see accompanying full Prescribing Information for ULTOMIRIS, including Boxed WARNING regarding serious and life-threatening or fatal meningococcal infections.
Please see accompanying full Prescribing information for SOLIRIS, including Boxed WARNING regarding serious and life-threatening or fatal meningococcal infections.

REMS Portal: RDA Generation Process

Continue to Next Section

Click hot spot for more info

1

Create an RDA from this 
screen (ie, generate new 
REMS Dispense 
Authorization)

Generate RDA

1

Portal Landing & Navigation
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Please see accompanying full Prescribing Information for ULTOMIRIS, including Boxed WARNING regarding serious and life-threatening or fatal meningococcal infections.
Please see accompanying full Prescribing information for SOLIRIS, including Boxed WARNING regarding serious and life-threatening or fatal meningococcal infections.

REMS Portal: RDA Generation Process

Continue to Next Section

Back

1 2

42

Selection Summary is the box on the right that shows a 
quick overview of the choices you’ve made (location, 
patient, prescriber, etc.) before continuing with the 
RDA generation process. 

2

The Location selection step lets users search by location 
or NPI, view matching results, and choose the correct site 
to begin generating an RDA

1

42



Please see accompanying full Prescribing Information for ULTOMIRIS, including Boxed WARNING regarding serious and life-threatening or fatal meningococcal infections.
Please see accompanying full Prescribing information for SOLIRIS, including Boxed WARNING regarding serious and life-threatening or fatal meningococcal infections.

REMS Portal: RDA Generation Process

1

The Search and Select a Patient selection step lets users 
search patients by date of birth or patient ID, view 
matching results, and choose the correct patient to begin 
generating an RDA. If the patient is not shown, you may 
also add the patient at this time.

1

Back

43

Continue to Next Section
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Please see accompanying full Prescribing Information for ULTOMIRIS, including Boxed WARNING regarding serious and life-threatening or fatal meningococcal infections.
Please see accompanying full Prescribing information for SOLIRIS, including Boxed WARNING regarding serious and life-threatening or fatal meningococcal infections.

REMS Portal: RDA Generation Process

1

The Search and Select a Prescriber selection step lets 
users search prescribers by NPI or name, view matching 
results, and choose the correct patient to begin 
generating an RDA. If the prescriber is not shown, you may 
also add the prescriber at this time.

1

Back

44

Continue to Next Section
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Please see accompanying full Prescribing Information for ULTOMIRIS, including Boxed WARNING regarding serious and life-threatening or fatal meningococcal infections.
Please see accompanying full Prescribing information for SOLIRIS, including Boxed WARNING regarding serious and life-threatening or fatal meningococcal infections.

REMS Portal: RDA Generation Process

1

The Search and Select a Prescriber selection step lets 
users search prescribers by NPI or name, view matching 
results, and choose the correct patient to begin 
generating an RDA. If the prescriber is not shown, you may 
also add the prescriber at this time.

1

Continue to Next Section

45

The Generate RDAs page lets users select a patient 
and prescriber, enter dispense information, review 
the selection summary, and generate the REMS 
dispense authorization

1

2

Back Next
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Please see accompanying full Prescribing Information for ULTOMIRIS, including Boxed WARNING regarding serious and life-threatening or fatal meningococcal infections.
Please see accompanying full Prescribing information for SOLIRIS, including Boxed WARNING regarding serious and life-threatening or fatal meningococcal infections.

REMS Portal: RDA Generation Process Back

46

1

The Search and Select a Prescriber selection step lets 
users search prescribers by NPI or name, view matching 
results, and choose the correct patient to begin 
generating an RDA. If the prescriber is not shown, you may 
also add the prescriber at this time.

1

Continue to Next Section

The RDA completion page confirms that the REMS 
dispense authorization has been generated, displays 
the authorization number and dispense status, and 
shows a summary of prescriber, patient, prophylaxis, 
and vaccination details
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Please see accompanying full Prescribing Information for ULTOMIRIS, including Boxed WARNING regarding serious and life-threatening or fatal meningococcal infections.
Please see accompanying full Prescribing information for SOLIRIS, including Boxed WARNING regarding serious and life-threatening or fatal meningococcal infections.

Selection Summary is the box on the right that shows a 
quick overview of the choices you’ve made (location, 
patient, prescriber, etc.) before continuing with the 
RDA generation process. 

1

1

REMS Portal: RDA Generation Process Back Next

47

1

2

The Add Bookmark window lets users select a location for the displayed patient before saving the bookmark
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Please see accompanying full Prescribing Information for ULTOMIRIS, including Boxed WARNING regarding serious and life-threatening or fatal meningococcal infections.
Please see accompanying full Prescribing information for SOLIRIS, including Boxed WARNING regarding serious and life-threatening or fatal meningococcal infections.

REMS Portal: RDA Generation Process Back

48

Selection Summary is the box on the right that shows a 
quick overview of the choices you’ve made (location, 
patient, prescriber, etc.) before continuing with the 
RDA generation process. 

1

1

The Remove Bookmark window lets users select the location tied to the bookmark and confirm its removal for the displayed patient
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Please see accompanying full Prescribing Information for ULTOMIRIS, including Boxed WARNING regarding serious and life-threatening or fatal meningococcal infections.
Please see accompanying full Prescribing information for SOLIRIS, including Boxed WARNING regarding serious and life-threatening or fatal meningococcal infections.

REMS Portal
Audit Tracking 
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Please see accompanying full Prescribing Information for ULTOMIRIS, including Boxed WARNING regarding serious and life-threatening or fatal meningococcal infections.
Please see accompanying full Prescribing information for SOLIRIS, including Boxed WARNING regarding serious and life-threatening or fatal meningococcal infections.

REMS Portal: Audit Tracking

Continue to Next Section

Click hot spot for more info
1

The portal header or 
notifications are other ways 
to access audit updates 

1

Portal Landing & Navigation
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Links to 
slide 24

Links to 
slide 52



Please see accompanying full Prescribing Information for ULTOMIRIS, including Boxed WARNING regarding serious and life-threatening or fatal meningococcal infections.
Please see accompanying full Prescribing information for SOLIRIS, including Boxed WARNING regarding serious and life-threatening or fatal meningococcal infections.

1

REMS Portal: Audit Tracking

Continue to Next Section

Back

51

The Audit Questionnaire page lets users 
complete the required REMS audit by 
entering authorized representative 
information, healthcare setting and 
pharmacy details, answering compliance 
questions, uploading files, and 
submitting the form
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Please see accompanying full Prescribing Information for ULTOMIRIS, including Boxed WARNING regarding serious and life-threatening or fatal meningococcal infections.
Please see accompanying full Prescribing information for SOLIRIS, including Boxed WARNING regarding serious and life-threatening or fatal meningococcal infections.

REMS Portal
Certified Participant Locator

52
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Please see accompanying full Prescribing Information for ULTOMIRIS, including Boxed WARNING regarding serious and life-threatening or fatal meningococcal infections.
Please see accompanying full Prescribing information for SOLIRIS, including Boxed WARNING regarding serious and life-threatening or fatal meningococcal infections.

REMS Portal: Certified Participant Locator 

Continue to Next Section

Portal Landing & Navigation
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Please see accompanying full Prescribing Information for ULTOMIRIS, including Boxed WARNING regarding serious and life-threatening or fatal meningococcal infections.
Please see accompanying full Prescribing information for SOLIRIS, including Boxed WARNING regarding serious and life-threatening or fatal meningococcal infections.

The search page lets users look up healthcare settings and pharmacies or healthcare providers by address, name, NPI, or REMS ID, set 
a search radius, and view matching locations on an interactive map with details and directions

REMS Portal: Certified Participant Locator Back
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1

2
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Please see accompanying full Prescribing Information for ULTOMIRIS, including Boxed WARNING regarding serious and life-threatening or fatal meningococcal infections.
Please see accompanying full Prescribing information for SOLIRIS, including Boxed WARNING regarding serious and life-threatening or fatal meningococcal infections.

REMS Portal 
My Profile

55
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Please see accompanying full Prescribing Information for ULTOMIRIS, including Boxed WARNING regarding serious and life-threatening or fatal meningococcal infections.
Please see accompanying full Prescribing information for SOLIRIS, including Boxed WARNING regarding serious and life-threatening or fatal meningococcal infections.

REMS Portal: My Profile Portal Landing & Navigation
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56

Links to 
slide 24



Please see accompanying full Prescribing Information for ULTOMIRIS, including Boxed WARNING regarding serious and life-threatening or fatal meningococcal infections.
Please see accompanying full Prescribing information for SOLIRIS, including Boxed WARNING regarding serious and life-threatening or fatal meningococcal infections.

REMS Portal: My Profile Back

57

The Edit Personal Detail window lets users update their title, phone number, and fax number and save the changes
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Please see accompanying full Prescribing Information for ULTOMIRIS, including Boxed WARNING regarding serious and life-threatening or fatal meningococcal infections.
Please see accompanying full Prescribing information for SOLIRIS, including Boxed WARNING regarding serious and life-threatening or fatal meningococcal infections.

REMS Portal: My Profile Back

58

2

The HCS and Pharmacy Enrollment Form lets users complete a Change in 
the AR by entering the AR information and the dispensing HCS/Pharmacy’s 
NPI, selecting “Yes” when prompted to confirm the AR change, choosing and 
certifying the correct HCS/Pharmacy, and completing the enrollment form by 
entering the new AR’s details, reviewing the AR agreement, signing, and 
submitting the form

31
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Please see accompanying full Prescribing Information for ULTOMIRIS, including Boxed WARNING regarding serious and life-threatening or fatal meningococcal infections.
Please see accompanying full Prescribing information for SOLIRIS, including Boxed WARNING regarding serious and life-threatening or fatal meningococcal infections.

REMS Portal: My Profile Back
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The Edit Associated Dispensing HCS/Pharmacy window lets users update pharmacy details such as name, 
nickname, phone number, and fax number, and save the changes
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A Cross-Functional Team Is in Place to Support 
Customers’ REMS Questions 

For all Alexion needs, please reach out to the 
appropriate party:

ALEXION, the Alexion logo, ULTOMIRIS, and SOLIRIS are registered trademarks and OneSource is a trademark of Alexion Pharmaceuticals, Inc. 
© 2026, Alexion Pharmaceuticals, Inc. All rights reserved. 

Where Should 
I Refer Any 

Questions?

REMS Logistics, Certifications, & Audits 
Contact REMS Administrator at (888) 765-4747

Patient Support Services (including vaccination support) 
Connect with OneSourceTM Specialist or Patient Education Manager
at (888) 765-4747

All other ULTOMIRIS or SOLIRIS needs
Connect with your regular Alexion contact

Report adverse events suggestive of meningococcal infections to Alexion 
Pharmaceuticals, Inc. at 1-844-259-6783. You are encouraged to report all 
other suspected adverse reactions to Alexion Pharmaceuticals, Inc. or the 
FDA at www.fda.gov/medwatch or call 1-800-FDA-1088.

60

In conclusion, we want to highlight who to reach out to, and where should you refer any questions. 

If questions do occur, it is important to know there is a cross-functional team in place to support customers’ 
REMS questions.

Any questions related to REMS Logistics, Certifications & Audit should be directed to UBC, the REMS 
administrator.

Patient Support Services (including vaccination support) should be directed to the OneSource specialist or 
Patient Education Manager.

And, finally, customers should connect with their regular Alexion contact for All Other ULTOMIRIS or SOLIRIS 
Needs.

This concludes today's Healthcare Setting and Pharmacy training on the ULTOMIRIS and SOLIRIS REMS. Thank 
you.
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• Any location that receives or dispenses ULTOMIRIS and/or SOLIRIS
• Must be certified in combined ULTOMIRIS and SOLIRIS REMS

Healthcare Setting (HCS) and 
Pharmacy

• Representative responsible for carrying out the certification process and overseeing implementation of and 
compliance with the ULTOMIRIS and SOLIRIS REMS on behalf of the HCS

Authorized Representative 
(HCS Only)

• An office contact or administrative support staff who is allowed access to the REMS portal, including the ability to 
create REMS Dispense Authorizations, by the Authorized Representative

Healthcare Setting and 
Pharmacy Staff

• A healthcare provider who prescribes ULTOMIRIS and/or SOLIRIS
• Must be certified in Combined ULTOMIRIS and SOLIRIS REMS to prescribePrescriber

• Another certified ULTOMIRIS and/or SOLIRIS prescriber to cover for prescriber during scheduled absence
• Another certified prescriber in a multiple-provider practice where a patient may see any of the providers in 

the office
Delegate (Prescriber Only)

• An office contact or administrative support staff for the prescriber’s office who will be able to enter patient 
vaccination and antibacterial drug prophylaxis information on the prescriber’s behalfDesignee (Prescriber Only)

• An authorization to dispense ULTOMIRIS or SOLIRIS that is required for each dispenseREMS Dispense Authorization 
(RDA)

• Provides advice and guidance to the Director of the CDC regarding use of vaccines and related agents for control 
of vaccine-preventable diseases in the civilian population of the United States

• Meningococcal recommendations: https://www.cdc.gov/acip-recs/hcp/vaccine-
specific/meningococcal.html#cdc_generic_section_2-current-meningococcal-vaccine-recommendations

Advisory Committee on 
Immunization Practices (ACIP)

Terms to Know
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There are important terms to know as we progress throughout our training today. 

The Healthcare Setting (HCS) and Pharmacy is defined as any location that receives or dispenses ULTOMIRIS 
and/or SOLIRIS. As mentioned, they must be certified in the combined ULTOMIRIS and SOLIRIS REMS.

An Authorized Representative (HCS Only), pertinent to the healthcare settings and pharmacies, are those 
individuals responsible for carrying out the certification process and overseeing the implementation of and 
compliance with the ULTOMIRIS and SOLIRIS REMS on behalf of that healthcare setting and pharmacy.

Healthcare Setting and Pharmacy Staff is an in-office contact or any administrative support staff granted 
access by the authorized representative to the REMS portal. That access includes the ability to create the REMS 
Dispense Authorizations.

A Prescriber is a healthcare provider who prescribes ULTOMIRIS and/or SOLIRIS. These providers must be 
certified in the combined ULTOMIRIS and SOLIRIS REMS program in order to prescribe product.

The next two terms are related to the prescriber:

The Delegate (Prescriber Only) could be another certified ULTOMIRIS or SOLIRIS prescriber who could cover 
for the prescriber during any scheduled absence. For example, if someone goes on vacation, they will have 
another prescriber in place who is also certified and who can cover in their absence. A delegate could also be 
another certified prescriber in a multiple-provider practice where a patient may see any of the doctors in the 
office. A delegate would cover both of those scenarios.

A Designee (Prescriber Only) is an in-office contact or administrative support staff for that certified 
prescriber's office who will enter information, such as patient vaccination information, details regarding 
antibacterial drug prophylaxis, etc, into the REMS portal on the prescriber's behalf.

A REMS Dispense Authorization, or RDA, is an authorization to dispense ULTOMIRIS or SOLIRIS. This is 
required for each patient dispense. RDAs are very important, and we'll go into much more detail about this in 
subsequent slides.

And, lastly, the Advisory Committee on Immunization Practices, or ACIP, provides advice and guidance to the 
Director of the CDC regarding the use of vaccines and related agents for the control of vaccine-preventable 
diseases in the U.S. civilian population.
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