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Date of This Review: March 18, 2021

Application Type and Number: NDA 215498

Product Name and Strength: Bylvay(odevixibat) capsules, 400 mcg and 1200 mcg 

Product Type:

Bylvay (odevixbat) a, 200 mcg and 
600 mcg 
Single Ingredient Product 

Rx or OTC: Prescription (Rx)

Applicant/Sponsor Name: Albireo Pharma, Inc (Albireo)

PNR ID #: 2020-1044451714

DMEPA Safety Evaluator: Sherly Abraham, R.Ph.

DMEPA Team Leader: Idalia E. Rychlik, PharmD

a The final dosage form is under discussion with the Office of Pharmaceutical Quality (OPQ); ‘oral pellets’ is 
currently under consideration at the time of this review. 
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1 INTRODUCTION

This memorandum is to reassess the proposed proprietary name, Bylvay, which was found 
conditionally acceptable under IND 130591 on November 17, 2020.b  

Thus, Albireo submitted the name, Bylvay, under NDA 215498 for re-review on December 22, 
2020. 

1.1 REGULATORY HISTORY 

Albireo previously submitted the proposed proprietary name *** on March 22, 2018. 
We found the name, ***, conditionally acceptable  under IND 
130591 on September 7, 2019.c

On October 24, 2019, Albireo withdrew their conditionally acceptable name, ***, and 
submitted a new proposed proprietary name, ***.  We found the name, ***, 
conditionally acceptable  under IND 130591 on April 16, 2020.d 
On May 21, 2020, Albireo withdrew their conditionally acceptable name, ***, and 
submitted a new proposed proprietary name, Bylvay, approved by European Medicines Agency 
(EMA).  We found the name, Bylvay, conditionally acceptable (OSE #2020-40128676) under IND 
130591 on November 17, 2020.a   
Thus, Albireo submitted the proposed proprietary name, Bylvay, on December 22, 2020 under 
NDA 215498. 

2 METHODS AND DISCUSSION

2.1 MISBRANDING ASSESSMENT

The Office of Prescription Drug Promotion (OPDP) determined that Bylvay would not misbrand 
the proposed product.  The Division of Medication Error Prevention and Analysis (DMEPA) and 
the Division of Hepatology and Nutrition (DHN) concurred with the findings of OPDP’s 
assessment for Bylvay.

2.2 SAFETY ASSESSMENT

For re-assessment of the proposed proprietary name, we evaluated the previously identified 
names of concern considering any lessons learned from recent post-marketing experience, 
which may have altered our previous conclusion regarding the acceptability of the proposed 
proprietary name. Our evaluation has not altered our previous conclusion regarding the 
acceptability of the proposed proprietary name, Bylvay.

b Abraham, S. Proprietary Name Review for Bylvay (IND 130591). Silver Spring (MD): FDA, CDER, OSE, DMEPA (US); 
2020 NOV 17. Panorama No.: 2020-40128676. 
cAbraham, S. Proprietary Name Review for  

d Abraham, S. Proprietary Name Review  
 

Reference ID: 4764810

(b) (4)

(b) (4) (b) (4)

(b) (4)

(b) (4) (b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)



Additionally, we searched the USAN stem list to determine if the proposed proprietary name 
contains any USAN stems as of the last USAN updates. The February 26, 2021 search of USAN 
stems did not find any USAN stems in the proposed proprietary name, Bylvay.

2. 3 Multiple Dosage Forms Under a Single Proprietary Name

We note that the applicant has proposed two dosage forms, “capsules” and  
(oral pellets), to cover both pediatric and adult patients with Progressive familial intrahepatic 
cholestasis (PFIC).

We note that the proposed dosage forms share the same active ingredient, indication, route of 
administration, and frequency of administration. Per the prescribing information submitted 
under NDA 215498, Alberio proposes a recommended dose of  mcg/kg  

 
 It is a common and accepted 

practice to have multiple dosage forms of an active ingredient managed under one proprietary 
name. We acknowledge that there is a potential risk of choking with the proposed  

 formulation if pediatric patients ingest the entire capsule instead of opening the 
capsule as recommended; however, this risk does not represent a new or unique risk as 
compared to other similar products. The healthcare provider would determine the appropriate 
dosage form depending on the body weight of the patient and ability of the patient to swallow 
a capsule. 

We evaluated whether a modifier for Bylvay is needed to differentiate between the  
capsules and . On March 11, 2021, we issued an information request (IR) to 
Alberio regarding clinical implications and safety outcomes if a patient were to inadvertently 
swallow a 200 mcg or 600 mcg , or if 400 mcg or 1,200 mcg capsule were to be 
opened and sprinkled on food. In their March 15, 2021 IR responsee, Alberio confirmed that 
both capsule preparations (capsules and ) may be swallowed or opened and 
contents sprinkled on food. Per the applicant, there are no clinical implications or impact on 
efficacy outcomes if these wrong drug administrations and/or wrong preparation 
administrations errors occurred. This was confirmed by the Office of Pharmaceutical Quality 
(OPQ) reviewer who stated that there are no significant differences between the two dosage 
forms and per discussion with the clinical team, there are no clinical implications or efficacy 
concerns if the capsule were inadvertently opened and sprinkled on food or if the  

 were inadvertently swallowed.   

Therefore, given the aforementioned considerations, in this instance, we find the Applicant’s 
proposed proprietary name strategy to manage the two dosage forms under a single 
proprietary name, Bylvay, reasonable.

eResponse to Information Request for Bylvay (odevixibat) NDA 215498. March 15, 2021. 
\\CDSESUB1\evsprod\nda215498\0017\m1\us\111-info-amend\11mar2021-prop-name-info-req.pdf 
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2. 4 Communication of DMEPA’s Analysis at Midpoint of Review

We communicated our findings to the Division of Hepatology and Nutrition (DHN).  At that time 
we also requested additional information or concerns that could inform our review.  On March 
18, 2021, the Division of Hepatology and Nutrition (DHN) stated no additional concerns with 
the proposed proprietary name, Bylvay.

3 CONCLUSION

Our re-assessment did not identify any names that represent a potential source of drug name 
confusion. Therefore, we maintain that the proposed proprietary name, Bylvay, is acceptable. 

If you have any questions or need clarifications, please contact Shawnetta Jackson, OSE project 
manager, at 301-796-4952.

3.1 COMMENTS TO ALBIREO PHARMA, INC

We have completed our review of the proposed proprietary name, Bylvay, and have concluded 
that this name is acceptable. 

If any of the proposed product characteristics as stated in your submission, received on 
December 22, 2020, are altered prior to approval of the marketing application, the name must 
be resubmitted for review.
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4 REFERENCE

1.   USAN Stems (https://www.ama-assn.org/about/united-states-adopted-names-approved-
stems) 

USAN Stems List contains all the recognized USAN stems.  

Reference ID: 4764810



--------------------------------------------------------------------------------------------
This is a representation of an electronic record that was signed
electronically. Following this are manifestations of any and all
electronic signatures for this electronic record.
--------------------------------------------------------------------------------------------
/s/
------------------------------------------------------------

SHERLY ABRAHAM
03/18/2021 05:50:48 PM

IDALIA E RYCHLIK
03/18/2021 05:50:48 PM

Signature Page 1 of 1

Reference ID: 4764810




