
INDICATION1

Ankylosing Spondylitis (AS): HUMIRA is indicated for reducing signs and symptoms in adult patients with  
active ankylosing spondylitis.

SAFETY CONSIDERATIONS1

Serious Infections: Patients treated with HUMIRA are at increased risk for developing serious 
infections that may lead to hospitalization or death. These infections include active tuberculosis (TB), 
reactivation of latent TB, invasive fungal infections, and bacterial, viral, and other infections due to 
opportunistic pathogens. Most patients who developed these infections were taking concomitant 
immunosuppressants such as methotrexate or corticosteroids.

Malignancies: Lymphoma, including a rare type of T-cell lymphoma, and other malignancies,  
some fatal, have been reported in patients treated with TNF blockers, including HUMIRA.

Other Serious Adverse Reactions: Patients treated with HUMIRA also may be at risk for other serious adverse 
reactions, including anaphylaxis, hepatitis B virus reactivation, demyelinating disease, cytopenias, pancytopenia, 
heart failure, and a lupus-like syndrome.

Please see additional Important Safety Information, including  
BOXED WARNING on Serious Infections and Malignancy, on page 7.  
Please see accompanying full Prescribing Information.

Your AS patients turn to you for  
relief from their signs and symptoms, 
like back pain and morning stiffness.

Here’s why you can turn to HUMIRA.

https://www.rxabbvie.com/pdf/humira.pdf
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Please see additional Important Safety Information, including  
BOXED WARNING on Serious Infections and Malignancy, on page 7.

Please see accompanying full Prescribing Information.

2

HUMIRA delivered improvement at 2 weeks and  
at 5 years in AS signs and symptoms1-5

In the ATLAS study:

*Week 2 data was not controlled for multiplicity; treatment differences cannot be regarded as statistically significant.

Within a couple of months after starting HUMIRA... 
for the first time in over ten years, I had less stiffness and back pain.

— Ashley, AS patient

~3X greater ASAS20 response rates for HUMIRA-treated patients  
vs placebo at Week 121,2:

• 58% (n=121/208) vs 21% (n=22/107), respectively; P<0.001 [co-primary endpoint]

— Rapid clinical responses were seen in some patients as early as 2 weeks3,*:

 After only 1 dose, 42.3% of HUMIRA patients (n=208) achieved ASAS20 response  

vs 15.9% of placebo-treated patients (n=107)

Responses of patients with total spinal ankylosis (n=11) were similar to those without total ankylosis 
(results not statistically significant).1

AS=ankylosing spondylitis; ASAS=Assessment of SpondyloArthritis international Society; mSASSS=modified Stoke AS Spinal Score; OASIS=Outcome in AS International Study, an historic 
anti-TNF-naïve cohort; OLE=open-label extension.

See ATLAS study design and baseline characteristics on page 5.

HUMIRA significantly improved all 4 ASAS components 
at Week 24 vs placebo1,2,6

In the ATLAS study:

HUMIRA (n=208) Placebo (n=107)

ASAS20 Response Criteria Baseline 2 weeks 24 weeksb Baseline 2 weeks 24 weeks

Patient global assessmentc 63.0 43.1 38.0 65.0 62.9 60.0

Total back painc 65.0 45.2 37.0 67.0 63.4 58.0

Inflammation  
(morning stiffness)c,d 67.0 47.7 36.0 67.0 61.8 56.0

BASFIc 52.0 42.4 34.0 56.0 52.7 51.0

ASAS components—including back pain and inflammation—at Week 2 and Week 241,6,a

DATA LIMITATION: Week 2 data was not controlled for multiplicity; treatment differences cannot be regarded  
as statistically significant.

SAFETY CONSIDERATIONS1

Serious Infections: Patients treated with HUMIRA are at increased risk for developing serious infections 
that may lead to hospitalization or death. These infections include active tuberculosis (TB), reactivation 
of latent TB, invasive fungal infections, and bacterial, viral, and other infections due to opportunistic 
pathogens. Most patients who developed these infections were taking concomitant immunosuppressants 
such as methotrexate or corticosteroids.

Malignancies: Lymphoma, including a rare type of T-cell lymphoma, and other malignancies, some fatal, 
have been reported in patients treated with TNF blockers, including HUMIRA.

Other Serious Adverse Reactions: Patients treated with HUMIRA also may be at risk for other serious adverse 
reactions, including anaphylaxis, hepatitis B virus reactivation, demyelinating disease, cytopenias, pancytopenia,  
heart failure, and a lupus-like syndrome.

a HUMIRA vs placebo comparisons based on mean changes.1,6 LOCF analysis of the intent-to-treat population. If a patient received early-escape open-label therapy prior to Week 24,  
the last observation prior to early-escape open-label therapy was carried forward.2

bP<0.001; statistically significant for comparisons between HUMIRA and placebo at Week 24.2

cVisual analog scale; 0=best, 100=worst (0-100 mm VAS).
d Morning stiffness, also referred to as inflammation, is represented by the mean of questions 5 and 6 of BASDAI (the severity and duration of morning stiffness), mean ± SD cm (0-100 mm VAS).2

BASDAI=Bath Ankylosing Spondylitis Disease Activity Index; BASFl=Bath Ankylosing Spondylitis Functional Index; LOCF=last observation carries forward; SD=standard deviation;  
VAS=visual analog scale.

Change in mSASSS from baseline to Week 1044:
Results were not significantly different between the HUMIRA (n=307) and OASIS (n=169) cohorts  
(0.8 and 0.9, respectively; P=0.771) [co-primary endpoint]

A majority of patients saw ASAS clinical response in the 5-year OLE5:
At 5 years, 93% achieved ASAS20, 79% achieved ASAS50, and 66% achieved ASAS70 (n=95)

OLE LIMITATIONS: As with any long-term OLE there are several limitations with the OLE portion of this study.  
For example, there is the potential for enrichment of long-term data in the remaining patient population,  
as those who remain in the study generally fare better than those who discontinue.

https://www.rxabbvie.com/pdf/humira.pdf
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Please see additional Important Safety Information, including  
BOXED WARNING on Serious Infections and Malignancy, on page 7.

Please see accompanying full Prescribing Information.
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After 2 weeks, some patients saw improvement in total  
back pain and morning stiffness; maintained at 5 years2,6-10

In the ATLAS study:

Total back pain: reduction as early as Week 2, sustained at Year 5 in some patients2,7,8

Morning stiffness (inflammation): reduction as early as Week 2,  
sustained at Year 5 in some patients2,6,8,10

Week 2 RCTb

HUMIRA
(n=208)

Placebo
(n=107)

-28% -0.24%vs

Week 24 RCTb

HUMIRA
(n=208)

Placebo
(n=107)

-42% -11%vs

Year 5 OLE
HUMIRA
(n=95)

-81%
Baseline=64.5

Total back pain was a component of ASAS in the ATLAS trial. Self assessment (0-100 mm VASc) by the patient: Amount of back pain at any time experienced by the patient during the last week.

Baseline=67.2 Baseline=64.6 Baseline=67.2 Baseline=62.0

P<0.001

Week 2 RCTb

-27% -6%vs

Week 24 RCTb

-43% -13%vs

Year 5 OLE

-81%
HUMIRA
(n=208)

Placebo
(n=107)

HUMIRA
(n=208)

Placebo
(n=107)

HUMIRA
(n=94)

Baseline=67.2 Baseline=67.4 Baseline=67.3

P<0.001

Baseline=67.1 Baseline=66

Nocturnal pain: change at Week 2, Week 24, and Year 59,a

• At Weeks 2 and 24, the percent change from baseline in nocturnal pain for HUMIRA-treated patients was -23% 

and -38%, respectively; for placebo-treated patients, the percent change was -7% and -11%, respectivelyb

• At 5 years, the percent change from baseline in nocturnal pain was -80% (Baseline=60; n=93)
Nocturnal pain is scored on a 0-100 mm VASc: What is the amount of back pain at night that you experienced during the last week?

% Change from baseline in total back pain scoresa 

% Change from baseline in inflammation scoresa,d 

ATLAS study design and baseline characteristics1,2

SAFETY CONSIDERATIONS1

Serious Infections: Patients treated with HUMIRA are at increased risk for developing serious infections that 
may lead to hospitalization or death. These infections include active tuberculosis (TB), reactivation of latent 
TB, invasive fungal infections, and bacterial, viral, and other infections due to opportunistic pathogens. 
Most patients who developed these infections were taking concomitant immunosuppressants such as 
methotrexate or corticosteroids.

Malignancies: Lymphoma, including a rare type of T-cell lymphoma, and other malignancies, some fatal, 
have been reported in patients treated with TNF blockers, including HUMIRA.

Other Serious Adverse Reactions: Patients treated with HUMIRA also may be at risk for other serious adverse 
reactions, including anaphylaxis, hepatitis B virus reactivation, demyelinating disease, cytopenias, pancytopenia,  
heart failure, and a lupus-like syndrome.

RCT select study design:
The ATLAS randomized, double-blind, 24-week clinical trial evaluated the safety and efficacy of HUMIRA 40 mg EOW 
vs placebo in 315 adult patients with active AS. Active disease was defined as fulfilling at least two of the following 
criteria: a BASDAI score ≥4, a total back pain score ≥40 (0-100 mm VAS), and a duration of morning stiffness ≥1 hour.1

OLE select study design:
288 patients (~91%) from the ATLAS trial enrolled in the OLE at Week 24. All patients received HUMIRA 40 mg.11  
Only patients receiving OLE HUMIRA 40 mg EOW included in analyses.

Select baseline characteristics1,2,a

HUMIRA Group (n=208) Placebo Group (n=107)

Mean age 
(years)

41.7

11.3

Patient global 
assessmentb

63.0

Total back 
pain scoreb

Inflammation
(morning 

stiffness)b,c

65.0

67.0

BASFIb

52.0

Nocturnal 
painb

61.0

AS disease 
duration 
(years)

Male

75.5%

Mean age 
(years)

43.4

AS disease 
duration 
(years)
10.0

Patient global 
assessmentb

65.0

Total back 
pain scoreb

Inflammation
(morning 

stiffness)b,c

67.0

67.0

BASFIb

56.0

Male

73.8%

Nocturnal 
painb

65.0

a Except where indicated otherwise, values are the mean.
b Visual Analog Scale; 0=best, 100=worst (0-100 mm VAS).
c Morning stiffness, also referred to as inflammation, is represented by the mean of questions 5 and 6 
of BASDAI (the severity and duration of morning stiffness), mean ± SD cm (0-100 mm VAS).2

a Patients with a zero score at baseline were not included in the analysis of % change.7,9,10

b LOCF analysis of the intent-to-treat population. If a patient received early-escape open-label therapy prior to Week 24, the last observation prior to early-escape open-label therapy was carried forward.1,2,6

c Visual analog scale; 0=best, 100=worst.
d Morning stiffness, also referred to as inflammation, is represented by the mean of questions 5 and 6 of BASDAI (the severity and duration of morning stiffness), mean ± SD cm (0-100 mm VAS).2

BASDAI=Bath Ankylosing Spondylitis Disease Activity Index; LOCF=last observation carries forward; OLE=open-label extension; RCT=randomized controlled trial; SD=standard deviation;  
VAS=visual analog scale.

DATA LIMITATION FOR WEEK 2: Week 2 data was not controlled for multiplicity; treatment differences cannot  
be regarded as statistically significant.

DATA LIMITATION FOR NOCTURNAL PAIN: Change from baseline in nocturnal pain was a nonranked endpoint, 
not controlled for multiplicity; therefore, treatment differences could represent chance findings. No conclusions 
regarding these comparisons can be made.

OLE LIMITATIONS: As with any long-term OLE there are several limitations with the OLE portion of this study.  
For example, there is the potential for enrichment of long-term data in the remaining patient population, as those 
who remain in the study generally fare better than those who discontinue.

AS=ankylosing spondylitis; BASDAI=Bath Ankylosing Spondylitis Disease Activity 
Index; BASFI=Bath Ankylosing Spondylitis Functional Index; EOW=every other 
week; QW=once a week; SD=standard deviation; VAS=visual analog scale.

https://www.rxabbvie.com/pdf/humira.pdf
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ATLAS study safety profile

Most common adverse events (AEs) through Week 242,a

HUMIRA 40 mg EOW
(n=208)

Placebo
(n=107)

Patients with any AE 156 (75.0%)b 64 (59.8%)

Patients with any serious AE 6 (2.9%) 3 (2.8%)

Patients with any  
injection-site reaction

21 (10.1%)b 3 (2.8%)

Patients with any infection 66 (31.7%) 23 (21.5%)

Patients with any serious infection 0 1 (0.9%)

AEs occurring in ≥5% of patients
in either treatment group:

Nasopharyngitis 26 (12.5%) 8 (7.5%)

Headache 20 (9.6%) 9 (8.4%)

a Values are the number (%) of patients. Patients may be counted in more than one adverse event category.
b P<0.05 by Fisher exact test.

 EOW=every other week.

Most common adverse reactions1: 

• The most common adverse reactions in HUMIRA clinical trials (incidence >10%) were: infections  
(e.g., upper respiratory, sinusitis), injection site reactions, headache, and rash

Because clinical trials are conducted under widely varying conditions, adverse reaction rates observed  
in the ATLAS study for HUMIRA may not reflect the rates observed in clinical practice.

SERIOUS INFECTIONS
Patients treated with HUMIRA are at  
increased risk for developing serious  
infections that may lead to hospitalization  
or death. Most patients who developed  
these infections were taking concomitant 
immunosuppressants such as methotrexate  
or corticosteroids.
Discontinue HUMIRA if a patient develops  
a serious infection or sepsis.
Reported infections include:
• Active tuberculosis (TB), including 

reactivation of latent TB. Patients with TB 
have frequently presented with 
disseminated or extrapulmonary disease. 
Test patients for latent TB before HUMIRA  
use and during therapy. Initiate treatment  
for latent TB prior to HUMIRA use.

•  Invasive fungal infections, including 
histoplasmosis, coccidioidomycosis,  
candidiasis, aspergillosis, blastomycosis,  
and pneumocystosis. Patients with 
histoplasmosis or other invasive fungal 
infections may present with disseminated, 
rather than localized, disease. Antigen  
and antibody testing for histoplasmosis 
may be negative in some patients  
with active infection. Consider empiric 
anti-fungal therapy in patients at risk for 
invasive fungal infections who develop 
severe systemic illness.

•  Bacterial, viral, and other infections  
due to opportunistic pathogens,  
including Legionella and Listeria.

Carefully consider the risks and benefits of 
treatment with HUMIRA prior to initiating 
therapy in patients: 1. with chronic or  
recurrent infection, 2. who have been 
exposed to TB, 3. with a history of 
opportunistic infection, 4. who resided in  
or traveled in regions where mycoses are 
endemic, 5. with underlying conditions that 
may predispose them to infection. Monitor 
patients closely for the development of  
signs and symptoms of infection during and 
after treatment with HUMIRA, including the 
possible development of TB in patients who 
tested negative for latent TB infection prior  
to initiating therapy.
• Do not start HUMIRA during an active infection, 

including localized infections.
• Patients older than 65 years, patients with  

co-morbid conditions, and/or patients taking 
concomitant immunosuppressants may be at  
greater risk of infection.

• If an infection develops, monitor carefully and 
initiate appropriate therapy.

• Drug interactions with biologic products:  
A higher rate of serious infections has been 
observed in RA patients treated with rituximab 
who received subsequent treatment with a TNF 
blocker. An increased risk of serious infections  
has been seen with the combination of TNF 
blockers with anakinra or abatacept, with no 
demonstrated added benefit in patients with RA. 
Concomitant administration of HUMIRA with 
other biologic DMARDs (e.g., anakinra or abatacept) or 
other TNF blockers is not recommended based on 
the possible increased risk for infections and other 
potential pharmacological interactions.

MALIGNANCY
Lymphoma and other malignancies, some 
fatal, have been reported in children and 
adolescent patients treated with TNF 
blockers, including HUMIRA. Postmarketing 
cases of hepatosplenic T-cell lymphoma 
(HSTCL), a rare type of T-cell lymphoma,  
have been reported in patients treated with 
TNF blockers, including HUMIRA. These  
cases have had a very aggressive disease 
course and have been fatal. The majority of 
reported TNF blocker cases have occurred in 
patients with Crohn’s disease or ulcerative 
colitis and the majority were in adolescent 
and young adult males. Almost all of these 
patients had received treatment with 
azathioprine or 6-mercaptopurine 
concomitantly with a TNF blocker at or prior  
to diagnosis. It is uncertain whether the 
occurrence of HSTCL is related to use of a TNF 
blocker or a TNF blocker in combination with 
these other immunosuppressants.
• Consider the risks and benefits of HUMIRA 

treatment prior to initiating or continuing therapy  
in a patient with known malignancy.

• In clinical trials, more cases of malignancies were 
observed among HUMIRA-treated patients 
compared to control patients.

• Non-melanoma skin cancer (NMSC) was reported 
during clinical trials for HUMIRA-treated patients. 
Examine all patients, particularly those with a 
history of prolonged immunosuppressant or PUVA 
therapy, for the presence of NMSC prior  
to and during treatment with HUMIRA.

• In HUMIRA clinical trials, there was an 
approximate 3-fold higher rate of lymphoma 
than expected in the general U.S. population. 
Patients with chronic inflammatory diseases, 
particularly those with highly active disease  
and/or chronic exposure to immunosuppressant 
therapies, may be at higher risk of lymphoma  
than the general population, even in the absence  
of TNF blockers.

• Postmarketing cases of acute and chronic  
leukemia were reported with TNF blocker use. 
Approximately half of the postmarketing cases of 
malignancies in children, adolescents, and young 
adults receiving TNF blockers were lymphomas; 
other cases included rare malignancies associated 
with immunosuppression and malignancies not 
usually observed in children and adolescents.

HYPERSENSITIVITY
• Anaphylaxis and angioneurotic edema have been 

reported following HUMIRA administration. If a 
serious allergic reaction occurs, stop HUMIRA  
and institute appropriate therapy. 

HEPATITIS B VIRUS REACTIVATION
• Use of TNF blockers, including HUMIRA, may 

increase the risk of reactivation of hepatitis  
B virus (HBV) in patients who are chronic carriers. 
Some cases have been fatal.

• Evaluate patients at risk for HBV infection for  
prior evidence of HBV infection before initiating  
TNF blocker therapy.

• Exercise caution in patients who are carriers  
of HBV and monitor them during and after  
HUMIRA treatment.

• Discontinue HUMIRA and begin antiviral  
therapy in patients who develop HBV  
reactivation. Exercise caution when resuming 
HUMIRA after HBV treatment.

NEUROLOGIC REACTIONS
• TNF blockers, including HUMIRA, have been 

associated with rare cases of new onset or 
exacerbation of central nervous system and 
peripheral demyelinating diseases, including 
multiple sclerosis, optic neuritis, and  
Guillain-Barré syndrome.

• Exercise caution when considering HUMIRA for  
patients with these disorders; discontinuation  
of HUMIRA should be considered if any of these 
disorders develop.

• There is a known association between intermediate 
uveitis and central demyelinating disorders.

HEMATOLOGIC REACTIONS
• Rare reports of pancytopenia, including aplastic 

anemia, have been reported with TNF blockers. 
Medically significant cytopenia has been 
infrequently reported with HUMIRA.

• Consider stopping HUMIRA if significant 
hematologic abnormalities occur.

CONGESTIVE HEART FAILURE
• Worsening and new onset congestive heart failure 

(CHF) has been reported with TNF blockers. Cases 
of worsening CHF have been observed with 
HUMIRA; exercise caution and monitor carefully.

AUTOIMMUNITY
• Treatment with HUMIRA may result in the 

formation of autoantibodies and, rarely,  
in development of a lupus-like syndrome. 
Discontinue treatment if symptoms of a  
lupus-like syndrome develop.

IMMUNIZATIONS
• Patients on HUMIRA should not receive  

live vaccines.
• Pediatric patients, if possible, should be brought  

up to date with all immunizations before  
initiating HUMIRA therapy.

• Adalimumab is actively transferred across the 
placenta during the third trimester of pregnancy  
and may affect immune response in the in utero 
exposed infant. The safety of administering live  
or live-attenuated vaccines in infants exposed to 
HUMIRA in utero is unknown. Risks and benefits 
should be considered prior to vaccinating (live or 
live-attenuated) exposed infants.

ADVERSE REACTIONS
• The most common adverse reactions in HUMIRA 

clinical trials (>10%) were: infections (e.g., upper 
respiratory, sinusitis), injection site reactions, 
headache, and rash.

Please see accompanying full 
Prescribing Information.

IMPORTANT SAFETY INFORMATION1
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*Injection site pain immediately following injection as measured using a 0-10 cm Visual Analog Scale: HUMIRA 40 mg/0.4 mL vs HUMIRA 40 mg/0.8 mL.12

† All presentations of HUMIRA originate from the same master cell line.1,13

‡ The same active ingredient patients and HCPs like you have counted on for over 15 years.1,13,14

§For the HUMIRA 40-mg dosage form, the volume is 0.4 mL instead of 0.8 mL.12

SELF-ADMINISTRATION CONSIDERATIONS
Before HUMIRA is self-injected, instruct patient on proper injection technique and monitor as necessary. Refer patient to 
Medication Guide for proper storage.

SAFETY CONSIDERATIONS1

Serious Infections: Patients treated with HUMIRA are at increased risk for developing serious infections that may 
lead to hospitalization or death. These infections include active tuberculosis (TB), reactivation of latent TB, invasive 
fungal infections, and bacterial, viral, and other infections due to opportunistic pathogens. Most patients who 
developed these infections were taking concomitant immunosuppressants such as methotrexate or corticosteroids.

Malignancies: Lymphoma, including a rare type of T-cell lymphoma, and other malignancies, some fatal, have been 
reported in patients treated with TNF blockers, including HUMIRA.

Other Serious Adverse Reactions: Patients treated with HUMIRA also may be at risk for other serious adverse reactions, 
including anaphylaxis, hepatitis B virus reactivation, demyelinating disease, cytopenias, pancytopenia, heart failure, and a 
lupus-like syndrome.

Please see additional Important Safety Information, including  
BOXED WARNING on Serious Infections and Malignancy, on page 7.

Please see accompanying full Prescribing Information.

The same HUMIRA you count on—with less pain 
immediately following injection12,*

HUMIRA Citrate-free: for all indicated HUMIRA patients

Redesigned with the patient in mind:
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Same HUMIRA efficacy and safety profile†‡

Thinner needle—29 gauge vs 27 gauge12

The same therapeutic amount of HUMIRA  
is now injected in 50% less volume§

Half the number of injections during initial dosing  
vs the HUMIRA 40 mg/0.8 mL presentation1,12

Removal of citrate buffers and other  
inactive ingredients1,12

Prescribe HUMIRA Citrate-free for your current and new patients.
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