
REMS Dispense Authorization (RDA) Code 
Generation & REMS Data Submission Process 

 – Quick Reference Guide for  
Authorized Representatives

RDA Workflow for Authorized Representatives  
Every BKEMV dispense requires a REMS Dispense Authorization (RDA) code  
prior to dispensing

Audits:  First audit at 6 months to verify on REMS processes and procedures (even if there are no patients on BKEMV).  Annual audits 
thereafter (random sample).
Audit Reminders:  Maintain documentation of internal REMS processes and procedures, training logs, and internal dispensing records.
Need help? Call 1-866-718-6927 or check FAQs at BKEMVREMS.com

If prescriber is not REMS 
certified, RDA code 
will not be generated. 
DO NOT dispense. Ask 
prescriber to become 
REMS certified. Visit 
BKEMVREMS.com to 
certify or call REMS at 
1-866-718-6927 for help

Rx received

Move forward with the dispense. 
Submit the REMS data for this RDA  
on the same day after dispensing 
(best practice) OR complete the 
REMS Data Submission for this RDA 
within 48 hours of dispense

Verify if prescriber is BKEMV REMS 
certified – enter prescriber NPI or first 
and last name

If prescriber is BKEMV REMS certified, 
RDA code will appear on screen

Log into BKEMVREMS.com & go to 
tab ‘REMS Dispense Authorization’ Go to ‘RDA History’ Tab:  Find 

relevant RDA code and start 
the REMS Data Submission.

REMS Data Submission

•	 Submit REMS Data for each 
RDA:
- Accepted = Complete
- Deferred = Await Follow-up
- �Rejected = Correct & 

Resubmit

•	 Vaccination Info:  
If serotype, dose number  
and/or dose date is not 
available, explain why?
- HCP records unavailable
- HCP did not respond
- HCP declined

•	 For subsequent infusions:  
Enter only new Prescription 
information & verify existing 
Patient and Vaccination 
information (up to 6 
months from first dose)
- �After 6 months, verify only 

the prescriber’s REMS 
certification using the NPI

•	 For first dispense: Enter 
information
- Patient
- Prescription
- Vaccination
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Steps to generate the RDA code and complete the REMS Data Submission for each 
dispense.

Each BKEMV dispense requires an REMS Dispense Authorization (RDA) code 
generated in BKEMVREMS.com prior to dispensing.

STEP 1. Verify Prescriber’s Certification and Generate RDA Code

•	 Activity completed by the Authorized Representative (AR) or a designated trained staff 
member of a dispensing healthcare setting or pharmacy 

•	 Log into BKEMVREMS.com
•	 Go to ‘REMS Dispense Authorization’
•	 Search by Prescriber NPI OR Prescriber first and last name and click Continue
•	 If prescriber is BKEMV REMS certified → screen will show RDA code and ‘OK to Dispense’
•	 If a RDA code was generated in error, you can cancel the RDA code and select from a  

drop-down menu to identify the reason for canceling
•	 If prescriber is not REMS certified, RDA code will not be generated. Ask prescriber to get 

BKEMV REMS certified or call REMS at 1-866-718-6927 for help

STEP 2. On the same day after dispense OR ideally within 48 hours of dispense, 
complete REMS Data Submission for each RDA code

On the RDA History tab in BKEMVREMS.com, locate the RDA code generated in Step 1. It will 
display a "Not Started" status. Click the orange arrow to begin the REMS Data Submission.

Provide the following information:

•  Patient Information (manual data entry the first time an RDA is generated for a new patient)

Enter Patient ID (this should be an existing unique patient identifier in your healthcare 
setting's or pharmacy’s system like a medical record number. Do not use the RDA code 
or patient’s date of birth in this field. Note: BKEMV REMS portal will not generate its own 
unique patient ID)

Enter patient’s date of birth and gender

Enter ICD-10 code associated with patient’s BKEMV indication (and secondary ICD-10 
code, if applicable)

Confirm “yes” or “no” if patient resides in the same state as the pharmacy. If ‘no’, select the 
patient’s state from the drop-down menu

Update this section during future dispenses, as needed

When to generate the RDA code
•	 RDA code must be generated prior to the dispense
•	 Dispensing before generating RDA code = noncompliance event

 BEST PRACTICE: Confirm your email address in REMS is an active email ID, as all
communications about missing information, deferred records, non-compliance events, 
audits, and deadlines to respond are sent to that email address.
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•  Prescription Information (enter for every dispense)

•  Vaccination information:

See some of the questions in this section below:

Days of Supply should reflect the “Number of therapy days in the product supply dispensed”

Enter Prescription Date, Quantity (in vials), Days of Supply, and Dispense Date for  
every dispense

“Dispense Date” is defined as the date of infusion (eg, for a local infusion clinic) or the 
date product ships from dispensing pharmacy (eg, Specialty Pharmacy shipping to other 
infusion locations or drug shipped for home infusion). Use the dispense definition that 
applies to your setting

AR/designated staff must assess the patient’s vaccination status for up-to-date 
meningococcal vaccines for various serogroups and document in REMS for up to 6 months 
from first dose of BKEMV via your dispensing pharmacy (if available)

For a new patient, enter vaccination information (one-time date entry when first RDA is 
generated). Update during REMS Data Submission for subsequent dispenses (as needed)

Did the patient receive antibiotic prophylaxis?

Was the patient vaccinated per the Advisory Committee on Immunization Practices (ACIP) 
Recommendations?

If the answers to all 3 of these questions are ‘no’, a selection from the list below must  
be provided:

As part of the vaccination details, you will be asked the following questions (for Neisseria 
Meningitidis ACWY and B serotypes):

For boosters, you will be asked if serotype and dose dates are available. You can answer ‘no’ if 
information is not available. You can indicate if a booster dose is pending.

Is the Received Neisseria Meningitidis ACWY initial Serotype available?

Is the Dose Number available?

Is the Dose Date available?

HCP records do not include this information

HCP did not respond to the HCS/SP queries

HCP declined to provide information

Yes

No

Unknown

Yes

No

Not available
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Optional: Automated Data Exchange  
(typically used by large institutions with high volume of patients)

Compliance Monitoring & Audits

•  �Auto-populates required data for ‘REMS Data Submission’ step from the dispensing 
pharmacy’s information system directly into the BKEMV REMS portal. 

•  �For each dispense, follow Step 1 ‘Verify Prescriber Certification & Generate RDA code’ on the 
previous page. Step 2 ‘REMS Data Submission’ is automated.

•  �Contact BKEMV REMS Coordinating Center to establish an automated data exchange via sFTP 
(setup time is ~2 months). Automated data exchange must be established using the data 
specification requirements set up by the REMS administrator.

3. Questions/Support?  

Call BKEMV REMS Coordinating Center: 1-866-718-6927
See FAQs on BKEMVREMS.com

BKEMV REMS compliance team closely assesses and monitors all RDAs and REMS Data 
Submission to meet FDA requirements to make sure BKEMV REMS is implemented appropriately. 
Audits: BKEMV REMS certified healthcare settings and pharmacies will be audited based on FDA 
requirements.
All healthcare settings and pharmacies will be audited 6 months after initial certification (even 
if there are no patients on BKEMV in your healthcare setting or pharmacy). This audit checks on 
whether appropriate processes, procedures, and trainings are in place to implement BKEMV 
REMS. Thereafter, it is a random sample for annual audits.
All certified healthcare settings and pharmacies must maintain records of staff training, internal 
processes and procedures, and internal dispense records to implement BKEMV REMS per 
requirements (mentioned in enrollment form, training document and Healthcare Provider Safety 
Brochure). Staff must be added to the BKEMV REMS portal only after they are trained on BKEMV 
REMS.

If a site has been decertified and has an outstanding audit, all required audit responses must 
be completed and returned to the REMS Administrator before the site can be re-certified in the 
BKEMV REMS.

Report adverse events suggestive of meningococcal infections, including the patient's clinical 
outcomes, immediately to Amgen Inc. at 1-800-772-6436 (1-800-77-AMGEN).
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