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Xaracoll® (bupivacaine) – New drug approval 

• On August 31, 2020, Innocoll announced the FDA approval of Xaracoll (bupivacaine), in adults for 
placement into the surgical site to produce postsurgical analgesia for up to 24 hours following open 
inguinal hernia repair. 

 
— Safety and effectiveness of Xaracoll have not been established in other surgical procedures, 

including orthopedic and boney procedures. 
 

• Xaracoll is a non-injectable drug-device combination in the form of a fully bioresorbable collagen 
implant containing bupivacaine hydrochloride. 

 
— Bupivacaine blocks the generation and the conduction of nerve impulses. 

 
• The efficacy and safety of Xaracoll were evaluated in two double-blind, placebo-controlled studies in 

610 patients undergoing open inguinal repair under general anesthesia. Patients were randomized 
to Xaracoll or placebo. The primary outcome measure was the time-weighted sum of pain intensity 
from time 0 through 24 hours (SPI24). 
 

— In study 1, the mean SPI24 was 85.9 for the Xaracoll group vs. 106.8 for the placebo group 
(Difference: -20.8; 95% CI: -32.2, -9.4). 

— In study 2, the mean SPI24 was 88.3 for the Xaracoll group vs. 116.2 for the placebo group 
(Difference: -27.8; 95% CI: -38.6, -17.1).  
 

• Xaracoll is contraindicated in patients with a known hypersensitivity to any local anesthetic agent of 
the amide-type or to any of the other components of Xaracoll and in patients undergoing obstetrical 
paracervical block anesthesia. The use of bupivacaine in this technique has resulted in fetal 
bradycardia and death. 
 

• Warnings and precautions for Xaracoll include dose-related toxicity, methemoglobinemia, risk of 
toxicity in patients with hepatic impairment, risk of use in patients with impaired cardiovascular 
function, and risk of delayed bone healing with unapproved use. 

 
• The most common adverse reactions (≥ 2% and > placebo) with Xaracoll use were incision site 

swelling, dysgeusia, headache, tremor, blurred vision, seroma, scrotal swelling, pyrexia, oral 
hypoesthesia, and post procedural discharge.  
 

• The recommended dose of Xaracoll is 300 mg (3 x 100 mg implants) as a single administration. 
 

— Xaracoll is to be administered by or under the supervision of experienced clinicians who are 
well versed in the diagnosis and management of dose-related toxicity and other acute 
emergencies which might arise from bupivacaine exposure. 

— The Xaracoll implant should be placed into the surgical site dry. Pre-moistening may result 
in premature release of bupivacaine from Xaracoll. 

 
 
 
 
 
 
 

https://www.innocoll.com/fda-approves-xaracoll-bupivacaine-hcl-implant-a-non-opioid-drug-device-treatment-option-for-acute-postsurgical-pain-relief-for-up-to-24-hours-following-open-inguinal-hernia-repair-in-adults/
https://www.accessdata.fda.gov/drugsatfda_docs/appletter/2020/209511Orig1s000ltr.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2020/209511s000lbl.pdf


 
 

 

 

 

OptumRx® specializes in the delivery, clinical management and affordability of prescription medications and consumer health products. 
We are an Optum® company — a leading provider of integrated health services. Learn more at optum.com. 

All Optum® trademarks and logos are owned by Optum, Inc. All other brand or product names are trademarks or registered marks of their 
respective owners. 

This document contains information that is considered proprietary to OptumRx and should not be reproduced without the express written 
consent of OptumRx.  

RxNews® is published by the OptumRx Clinical Services Department. 

©2020 Optum, Inc. All rights reserved. 

optumrx.com 
 

• Innocoll plans to launch Xaracoll later this year. Xaracoll will be available as a implant containing 
100 mg bupivacaine.    
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