
* When initiating ANJESO, monitor patient pain response. If patient experiences inadequate 
analgesia during the 24-hour dosing interval, consider adding a short-acting, non-NSAID, 
immediate-release analgesic.1  
IV, intravenous; NSAID, nonsteroidal anti-inflammatory drug.

INDICATION
ANJESO is indicated for use in adults for the management of moderate-to-severe pain, alone or in combination with non-NSAID analgesics. 
Limitation of Use: Because of delayed onset of analgesia, ANJESO alone is not recommended for use when rapid onset of analgesia is required. 

IMPORTANT SAFETY INFORMATION
WARNING: RISK OF SERIOUS CARDIOVASCULAR AND GASTROINTESTINAL EVENTS
Cardiovascular Risk
•   Non-steroidal anti-inflammatory drugs (NSAIDs) cause an increased risk of serious cardiovascular thrombotic events, including myocardial infarction and stroke, which can be fatal. 

This risk may occur early in treatment and may increase with duration of use.
•   ANJESO is contraindicated in the setting of coronary artery bypass graft (CABG) surgery.
Gastrointestinal Risk
•   NSAIDs cause an increased risk of serious gastrointestinal (GI) adverse events including bleeding, ulceration, and perforation of the stomach or intestines, which can be fatal. These 

events can occur at any time during use and without warning symptoms. Elderly patients and patients with a prior history of peptic ulcer disease and/or GI bleeding are at greater  
risk for serious GI events.

Please see additional Important Safety Information throughout, including Boxed Warning, and full Prescribing Information at www.anjeso.com.

Go With  
Non-Opioid ANJESO
The first and only once-daily IV analgesic1,*
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Non-Opioid ANJESO: The First and Only Once-Daily IV Analgesic1 

ANJESO offers:

* When initiating ANJESO, monitor patient pain response. If patient experiences inadequate analgesia during  
the 24-hour dosing interval, consider adding a short-acting, non-NSAID, immediate-release analgesic.1

 †  The mechanism of action of ANJESO, like other NSAIDs, is not completely understood, but involves inhibition  
of both COX-1 and COX-2 pathways. COX-2 activity is based on in vitro data, not clinical trial data.1

  COX-1, cyclooxygenase 1; COX-2, cyclooxygenase 2.

IMPORTANT SAFETY INFORMATION (cont’d)
CONTRAINDICATIONS
ANJESO is contraindicated in patients with:
•  Known hypersensitivity (eg, anaphylactic reactions and serious skin reactions) to meloxicam or any  

components of the drug product.
 •  History of asthma, urticaria, or other allergic-type reactions after taking aspirin or other NSAIDs. 
•  In the setting of coronary artery bypass graft (CABG) surgery.
•  Moderate to severe renal insufficiency patients who are at risk for renal failure due to volume depletion.

Once-daily  
IV push1

COX-2 preferential  
IV NSAID1-3,†

Up to 24 hours  
non-opioid pain relief1,*

Demonstrated safety  
and tolerability1

Postapproval data on  
healthcare utilization4-6

ANJESO has been studied pre- and postoperatively in more than 
1500 patients across a wide range of procedures1

Bunionectomy2,7 Complex 
foot ankle7

Total hip 
replacement7

Total knee
arthroplasty6

Shoulder7

Head, neck,  
and spine7

Colorectal4

Abdominoplasty3,7Hernia repair5

Gynecologic5,7 Other soft  
tissue surgeries7

Gastrointestinal5

Orthopedic Procedures

Soft Tissue Procedures

IMPORTANT SAFETY INFORMATION (cont’d)
WARNINGS AND PRECAUTIONS
Hepatotoxicity: Elevations of ALT or AST have been reported in patients with NSAIDs. In addition, 
rare, sometimes fatal, cases of severe hepatic injury including fulminant hepatitis, liver necrosis, 
and hepatic failure have been reported. Inform patients of warning signs and symptoms of 
hepatotoxicity. Discontinue ANJESO immediately if abnormal liver tests persist or worsen or if 
clinical signs and symptoms of liver disease develop.

Please see additional Important Safety Information throughout, including Boxed Warning,  
and full Prescribing Information at www.anjeso.com.



ANJESO patients reported significantly better Overall Benefit  
of Analgesia Score vs placebo patients on postoperative day 16,§ 
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ANJESO significantly reduced pain intensity and provided sustained relief2

•   31% pain reduction over 48 hours as assessed by the summed pain intensity  
difference (SPID) compared with placebo (P<0.05)* 

•    A greater proportion of ANJESO patients reported ≥30% pain reduction at  
24 hours (P<0.05) (37% for ANJESO vs 21% for placebo)

•   Pain reduction at all postdose intervals with ANJESO (P<0.05) (hour 6,  
hour 12, hour 24, and hours 24-48)† 

ANJESO reduced pain intensity from first dose up through the following critical 
recovery milestones5,6:
•   33% at assisted ambulation (P<0.05)

•   37% at independent ambulation (NS)

•   22% by the first 24 hours (P<0.05)

•   33% upon discharge (P<0.05)

A greater proportion of ANJESO patients reported good to 
excellent pain control at 24 hours vs placebo patients (P<0.05)2 

*Both treatment arms were allowed use of rescue medication as needed (oxycodone 5 mg Q2h).5
 †  Approved dose is up to 24 hours. 
  Q2h, every 2 hours.

IMPORTANT SAFETY INFORMATION (cont’d)
WARNINGS AND PRECAUTIONS (cont’d)
Hypertension: NSAIDs including ANJESO can lead to new onset of hypertension or worsening of preexisting 
hypertension, which may contribute to the increased incidence of cardiovascular (CV) events. Patients taking  
some antihypertensive medications may have impaired response to these therapies when taking NSAIDs.  
Monitor blood pressure.

Please see additional Important Safety Information throughout, including Boxed Warning,  
and full Prescribing Information at www.anjeso.com.

IMPORTANT SAFETY INFORMATION (cont’d)
WARNINGS AND PRECAUTIONS (cont’d) 
Heart Failure and Edema: NSAID use increased the risk of myocardial infarction (MI), 
hospitalization for heart failure, and death. Avoid use of ANJESO in patients with severe heart 
failure unless benefits are expected to outweigh risk of worsening heart failure. If ANJESO is 
used in patients with severe heart failure, monitor patients for signs of worsening heart failure. 
Post MI Patients: Avoid the use of ANJESO in patients with recent MI unless the benefits are 
expected to outweigh the risk of recurrent CV thrombotic events. If ANJESO is used in these 
patients, monitor for signs of cardiac ischemia. 

§ On postoperative days 2 and 3, and prior to discharge, Overall Benefit of Analgesia Scores were numerically 
lower for ANJESO vs placebo patients (NS).

 FDA, Food and Drug Administration; NS, not significant.

ANJESO Provides Significant, Sustained Pain Reduction up to 24 Hours1 

Orthopedic | Postoperative administration Orthopedic | Preoperative administration‡

Total Knee Arthroplasty

‡  This phase 3b study was not submitted to or evaluated by the FDA as part of  
ANJESO’s approval.

Bunionectomy
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*Both treatment arms were allowed use of rescue medication as needed (oxycodone 5 mg Q2h).3 

 †  Approved dose is up to 24 hours. 
§  These assessments are validated patient-reported outcomes tools, which were included as secondary endpoints in 
the studies and were part of the apriori statistical analysis plans.4

    ERAS, Enhanced Recovery After Surgery.

IMPORTANT SAFETY INFORMATION (cont’d)
WARNINGS AND PRECAUTIONS (cont’d) 
Renal Toxicity: Long-term administration of NSAIDs has resulted in renal papillary necrosis, renal 
insufficiency, acute renal failure, and other renal injury. ANJESO is not recommended in patients with 
moderate to severe renal insufficiency and is contraindicated in patients with moderate to severe 
renal insufficiency who are at risk for renal failure due to volume depletion. Correct volume status 
in dehydrated or hypovolemic patients prior to initiating ANJESO. Monitor renal function in patients 
with renal or hepatic impairment, heart failure, dehydration, or hypovolemia. Avoid use of ANJESO in 
patients with advanced renal disease unless benefits are expected to outweigh risk of worsening renal 
function. If ANJESO is used in patients with advanced renal disease, monitor patients for signs  
of worsening renal function.

IMPORTANT SAFETY INFORMATION (cont’d)
WARNINGS AND PRECAUTIONS (cont’d) 
Anaphylactic Reactions: Meloxicam has been associated with anaphylactic reactions in patients 
with and without known hypersensitivity to meloxicam and in patients with aspirin-sensitive 
asthma. Seek emergency help if an anaphylactic reaction occurs. 
Exacerbation of Asthma Related to Aspirin Sensitivity: ANJESO is contraindicated in patients with 
aspirin-sensitive asthma. Monitor patients with preexisting asthma (without aspirin sensitivity).

Please see additional Important Safety Information throughout, including Boxed Warning,  
and full Prescribing Information at www.anjeso.com.

When administered preoperatively as part of an ERAS protocol in a multimodal analgesia 
regimen, ANJESO significantly reduced time to bowel function recovery4 
•   59% shorter time to first bowel sound (P<0.05)  

(9 hours vs 22 hours in ANJESO and placebo groups, respectively)

•   33% shorter time to flatus (P<0.05)  
(38 hours vs 50 hours in ANJESO and placebo groups, respectively)

•   18% shorter time to first bowel movement (P<0.05)  
(52 hours vs 62 hours in ANJESO and placebo groups, respectively)

ANJESO significantly reduced pain intensity and provided sustained relief3,6

•   17% pain reduction over 24 hours as assessed by the SPID compared with 
placebo (P<0.05)3,6,* 

•   A greater proportion of ANJESO patients reported ≥30% pain reduction  
at 24 hours (P<0.05) (72% for ANJESO vs 57% for placebo)3

•   Pain reduction at all postdose intervals (hour 12, hour 24, and hours  
24-48 [P<0.05] except for hours 0-6 [NS])3,†

ANJESO patients reported a significant pain improvement on  
the Brief Pain Inventory vs placebo on postoperative day 14,§

A greater proportion of ANJESO patients reported good to 
excellent pain control at 48 hours vs placebo patients (P<0.05)3 

ANJESO Provides Significant, Sustained Pain Reduction up to 24 Hours1,3

Soft tissue | Postoperative administration Soft tissue | Preoperative administration‡

‡  This phase 3b study was not submitted to or evaluated by the FDA as part  
of ANJESO’s approval.

ColorectalAbdominoplasty
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Safety and tolerability were shown in up to 7 days* dosing in 538 
patients across various procedures7

Adverse events were comparable to placebo across all phase 3 
and 3b trials1,4-6 

•   Studied in the largest placebo-controlled safety trial involving an IV NSAID to date5,7-9 

AEs in the phase 3b trials§ 
•   In colorectal surgery (N=55), overall rates of AEs were lower in the ANJESO (85.2%)  

vs placebo group (92.9%)4

—  The most common AEs were nausea, vomiting, hypokalemia, hypophosphatemia, 
hypertension, and ileus

•   In total knee arthroplasty (N=181), overall rates of AEs were lower in the ANJESO 
(69.9%) vs placebo group (92%)5,6

—  The most common AEs were nausea, vomiting, pruritus, hypotension, constipation,  
and pyrexia

Soft Tissue (254)Orthopedic (284)

Hernia repair 
Gynecologic 
Abdominoplasty 
GI
Other soft tissue 

132
68
32
18
4

117
53
50
40
13
11

Total knee replacement  
Complex foot/ankle  
Total hip replacement  
Bunionectomy  
Shoulder   
Head, neck, and spine 

•   Patients were randomized to ANJESO or placebo (3:1)7

•    Randomization was stratified by risk status (high risk [ages >65 years with GFR 60-89 
mL/min/1.73 m2] vs non–high risk)7

ANJESO 30 mg  
(n=748) % (n)

Placebo  
(n=393) % (n)

Constipation

Gamma-glutamyl
transferase increased

Anemia

7.6% (57)

2.4% (18)

2.8% (21)

6.1% (24)

1.5% (6)

1.0% (4)

ANJESO had a rate of adverse events similar to placebo over a  
28-day period after surgery7 

ANJESO showed no increased rate of AEs in patients >65 years  
of age with mild renal impairment1,†,‡

*Use for the shortest duration consistent with individual patient treatment goals.1
 † Mild renal impairment was defined as GFR of 60-90 mL/min/1.73 m2.1 
 ‡ For patients taking ACE inhibitors, ARBs, or beta blockers, concomitant use with ANJESO may diminish the 
antihypertensive effect of these drugs. Monitor blood pressure. In elderly, volume-depleted, or those with renal 
impairment, concomitant use may result in deterioration of renal function. In such high-risk patients, monitor  
for signs of worsening renal function.

 ACE, angiotensin-converting enzyme; AE, adverse event; ARB, angiotensin receptor blocker; GFR, glomerular filtration 
rate; GI, gastrointestinal.

§In either treatment group.

IMPORTANT SAFETY INFORMATION (cont’d)
WARNINGS AND PRECAUTIONS (cont’d) 
Serious Skin Reactions: NSAIDs, including ANJESO, can cause serious skin reactions, including exfoliative 
dermatitis, Stevens-Johnson Syndrome (SJS), and toxic epidermal necrolysis (TEN), which can be fatal and can 
occur without warning. Discontinue ANJESO at first appearance of skin rash or other signs of hypersensitivity. 

Please see additional Important Safety Information throughout, including Boxed Warning,  
and full Prescribing Information at www.anjeso.com.

IMPORTANT SAFETY INFORMATION (cont’d) 
WARNINGS AND PRECAUTIONS (cont’d) 
Drug Reaction with Eosinophilia and Systemic Symptoms (DRESS): Inform patients to stop taking 
ANJESO immediately if they develop any type of rash or fever and to contact their healthcare 
provider as soon as possible. 
Hematologic Toxicity: Anemia has occurred in NSAID-treated patients. Monitor hemoglobin  
or hematocrit in patients with any signs or symptoms of anemia. NSAIDs, including ANJESO,  
may increase the risk of bleeding events. Monitor patients for signs of bleeding.

Three AEs occurred in ≥2% of ANJESO patients and at a greater frequency than placebo 
across all phase 3 trials1

Demonstrated Safety and Tolerability7



ANJESO 30 mg (Tmax for IV [h]: 0.12 ± 0.04) (7 min ± 2½ min)

Oral meloxicam 15 mg† (Tmax for oral [h]: 6.5 ± 4.12) (6½ h ± 4 h) 
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The immediate systemic availability, 30 mg dose, and 24-hour 
half-life make it appropriate for use in the surgical setting1,10

•   Following IV administration of ANJESO 30 mg, plasma concentrations exceed those of  
oral meloxicam 15 mg for the first 24 hours1 

•   ANJESO Tmax is achieved in approximately 7.2 minutes vs oral meloxicam Tmax, which is 
achieved in approximately 6.5 hours1

•   ANJESO plasma concentrations at 24 hours are greater than peak concentrations or  
Cmax of oral meloxicam1,5

Time to onset of pain relief with ANJESO:
•   Because of delayed onset of analgesia, ANJESO alone is not recommended for use  

when rapid onset of analgesia is required1

•   The majority of patients in the clinical trials reached meaningful pain relief within  
2-3 hours1,5,*

•  57.3% of patients first perceived pain relief within 30 minutes5,*

IMPORTANT SAFETY INFORMATION (cont’d) 
WARNINGS AND PRECAUTIONS (cont’d)
Fetal Toxicity: Limit use of NSAIDs, including ANJESO, between about 20 to 30 weeks in pregnancy 
due to the risk of oligohydramnios/fetal renal dysfunction. Avoid use of NSAIDs in women at about 
30 weeks gestation and later in pregnancy due to the risks of oligohydramnios/fetal renal dysfunction 
and premature closure of the fetal ductus arteriosus.

Please see additional Important Safety Information throughout, including Boxed Warning,  
and full Prescribing Information at www.anjeso.com.

IMPORTANT SAFETY INFORMATION (cont’d) 
DRUG INTERACTIONS
Drugs That Interfere With Hemostasis (eg, warfarin, aspirin, SSRIs/SNRIs): Monitor patients 
for bleeding who are concomitantly taking ANJESO with drugs that interfere with hemostasis. 
Concomitant use of ANJESO and analgesic doses of aspirin is not generally recommended.

ANJESO Pharmacokinetic Profile Supports Use in the Surgical Setting1 

ANJESO parameters1: 
•  AUCinf (ng•h/mL): 107,508.7 (34,443.0)
•  Cmax (ng/mL): 5642.9 (1009.0)
•  Concentration at 24 h: 1375.71 (298.38)5

•  Ke (l/h): 0.03 (0.02)
•  t½ (h): 23.3 (9.36)

Oral meloxicam parameters1: 
•  AUCinf (ng•h/mL): 53,988.8 (23,207.7) 
•  Cmax (ng/mL): 1221.9 (289.5)
•  t½ (h): 26.4 (12.1)

*Onset of action may be delayed in some patients.1
 †  In adults, the maximum recommended daily oral 
dose of meloxicam is 15 mg.1,11

  AUCinf, area under the curve; Cmax, maximum serum 
concentration; Ke, elimination rate constant;  
t½, elimination half-life.

Pharmacokinetics of ANJESO and oral meloxicam1,5 
Single-dose pharmacokinetic study in healthy volunteers1



8

NOT TO BE MODIFIED OR DISSEMINATED FURTHER

A single, daily IV push delivers 24 hours of non-opioid analgesia 

•   Once daily 

•   Can be administered pre-, intra-, or postoperatively 

•   No dose adjustments needed for those >65 years of age, or for those with mild  
renal impairment* 

•   Administered via IV push over 15 seconds 

•  Ready-to-use, single-dose vial 

•   1 mL suspension in 2 mL vial—size permits fitting into automated dispensing cabinets 

•  No reconstitution required 

•  No refrigeration, room temperature storage 

May not reflect actual size. 

Visit ANJESO.com for ordering information

IMPORTANT SAFETY INFORMATION (cont’d) 
DRUG INTERACTIONS (cont’d)
ACE Inhibitors, Angiotensin Receptor Blockers (ARB), or Beta-Blockers: Concomitant use with ANJESO 
may diminish the antihypertensive effect of these drugs. Monitor blood pressure. 
ACE Inhibitors and ARBs: Concomitant use with ANJESO in elderly, volume depleted, or those with 
renal impairment may result in deterioration of renal function. In such high risk patients, monitor for 
signs of worsening renal function. 
Diuretics: NSAIDs can reduce natriuretic effect of furosemide and thiazide diuretics. Monitor patients 
to ensure diuretic efficacy including antihypertensive effects.

IMPORTANT SAFETY INFORMATION (cont’d) 
ADVERSE REACTIONS
The most common adverse reactions in controlled clinical trials occurring in ≥ 2% of patients 
treated with ANJESO and at a greater frequency than placebo include: constipation,  
gamma-glutamyl transferase increased, and anemia.

Please see additional Important Safety Information throughout, including Boxed Warning,  
and full Prescribing Information at www.anjeso.com.

*Mild renal impairment was defined as GFR 60-90 mL/min/1.73 m2.1 

Once-Daily IV Push1 

Dosing

How Supplied 
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When administered preoperatively in colorectal surgery as part  
of an ERAS protocol, ANJESO-treated patients experienced: 

IMPORTANT SAFETY INFORMATION (cont’d) 
USE IN SPECIFIC POPULATIONS
Pregnancy: Use of NSAIDs, including ANJESO, can cause premature closure of the fetal ductus arteriosus 
and fetal renal dysfunction leading to oligohydramnios and, in some cases, neonatal renal impairment. 
Because of these risks, limit dose and duration of ANJESO use between about 20 and 30 weeks of 
gestation and avoid ANJESO use at about 30 weeks of gestation and later in pregnancy.

Please see additional Important Safety Information throughout, including Boxed Warning,  
and full Prescribing Information at www.anjeso.com.

1.1 days4

REDUCED  
HOSPITAL LENGTH  
OF STAY BY

(P<0.05)

(NS)

LOWERED  
ADJUSTED MEAN  
HOSPITAL COSTS BY

$2,1905 

*Secondary endpoints from postapproval studies.

When administered preoperatively in total knee arthroplasty  
as part of a multimodal analgesic regimen, ANJESO:

IMPORTANT SAFETY INFORMATION (cont’d) 
USE IN SPECIFIC POPULATIONS (cont’d)
Infertility: NSAIDs are associated with reversible infertility. Consider withdrawal of ANJESO in 
women who have trouble conceiving.

At the 30-day follow-up (N=181), fewer ANJESO than placebo patients6:
•    Were discharged to a skilled nursing facility (5 vs 13)
•    Were readmitted to the hospital (all-cause) (1 vs 3)
•    Visited the ER (due to pain) (0 vs 4)
•    Made calls to physicians (due to pain) (4 vs 9)

(NS)

LOWERED  
MEAN INPATIENT  
COSTS BY

$2,5196

(NS)

PATIENTS WERE  
READY FOR DISCHARGE

~4 hours earlier6

REDUCED  
POSTDISCHARGE  
HEALTHCARE  
UTILIZATION 

Lower Healthcare Utilization* 
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•  Medicare pass-through status in HOPD and ASC settings 
— Enables ANJESO to be reimbursed separately from procedure payment*

•    Unique J-code (J1738 [injection, meloxicam, 1 mg])

— Facilitates billing across payers and settings of care

For help with specific reimbursement-related needs,  
contact the Baudax Reimbursement HUB:

IMPORTANT SAFETY INFORMATION (cont’d)
CONTRAINDICATIONS
ANJESO is contraindicated in patients with:
•  Known hypersensitivity (eg, anaphylactic reactions and serious skin reactions) to meloxicam or any components of the drug product.
•  History of asthma, urticaria, or other allergic-type reactions after taking aspirin or other NSAIDs. 
•  In the setting of coronary artery bypass graft (CABG) surgery. 
•  Moderate to severe renal insufficiency patients who are at risk for renal failure due to volume depletion.

Please see additional Important Safety Information throughout, including Boxed Warning, and full Prescribing Information at www.anjeso.com.

0321-457.b Copyright © 2021 Baudax Bio, Inc. All rights reserved.
ANJESO is a registered trademark of Baudax Bio, Inc.
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*  ANJESO has Medicare pass-through status when billing the Medicare Outpatient Prospective Payment System 
(OPPS) and the Ambulatory Surgical Center Payment System. Applies to Medicare-certified ASCs.

   ASC, ambulatory surgery center; HOPD, hospital outpatient department.

ANJESO Reimbursement and Support

Visit ANJESO.com for more information

Call: 1-855-405-9983

Visit: www.baudaxreimbursementhub.com
Monday to Friday between 9 am and 7 pm ET

Fax: 1-844-910-3276 May not reflect actual size. 




