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Abstract

The abstract provides a summary of the study and 

describes the background, methods, results, and author 

conclusions. The abstract can be an effective starting 

point as you introduce this post hoc analysis of the 

PURSUIT maintenance (PURSUIT-M) trial to customers.
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GLOSSARY

Suggested Verbalization:

“Doctor, I’d like to share with you the results of the post 

hoc analysis of the PURSUIT-M trial, which compared 

clinical, endoscopic*, quality-of-life, and calprotectin*

outcomes in continuous clinical response (CCR) patients 

and non-CCR patients through week 54 in the trial.”
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*The definition of this word may be found in the glossary.
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Introduction

The Introduction provides a concise account of the 

background of the research question and defines the 

objectives of the work. 

The Introduction in Reinisch, et al. discusses the 

relationship between episodes of uncontrolled mucosal* 

inflammation and a relapsing disease course in UC. 

The authors identify early and continuous control 

of mucosal* inflammation with clinical and endoscopic 

remission* as an important goal of medical therapy in 

UC, potentially resulting in long-term clinical benefit with 

prevention of colectomy*. 

The Introduction concludes by discussing the PURSUIT-M 

trial of golimumab for UC and its introduction of the 

primary efficacy endpoint of continuous clinical response 

(CCR). CCR, defined as a clinical response* maintained 

at every 4-week assessment without treatment failure 

through 54 weeks, was a unique measure specifically 

constructed in this trial to measure the continuous control 

of UC disease activity among patients who responded to 

golimumab induction of clinical response.* 

*The definition of this word may be found in the glossary.
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Identify/Confirm Needs 

GLOSSARY

Suggested Verbalization:

“Doctor, there is growing evidence that episodes of 

uncontrolled mucosal* inflammation in UC may lead to 

a relapsing disease course that results in bowel damage 

that may require colectomy*. Early and continuous control 

of mucosal* inflammation with clinical and endoscopic 

remission* is identified as an important target of medical 

therapy in UC, potentially leading to long-term clinical 

benefit, prevention of colectomy*, and restoration of 

normal quality of life.”
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Execution

Patients’ Unmet Needs/Physicians’ Expectations

Patients with UC seek continuous control of symptoms. 

Physicians aim to withdraw corticosteroids completely 

in their patients with corticosteroid-dependent disease. 

• SIMPONI is the only biologic proven to deliver 

CCR, maintaining clinical response* at every 

4-week assessment for 54 weeks in the PURSUIT-M 

clinical trial

• SIMPONI delivered major clinical outcomes at 

week 54, as confirmed by CCR versus non-CCR UC 

patient data on mucosal healing*, discontinuation of 

corticosteroids, clinical remission*, and quality-of-life

• SIMPONI delivered long-term disease control, 

maintaining no or mild disease activity in 72% of 

week 54 CCR patients through 4 years†

• CCR is a unique measure that addresses unmet 

needs, focusing on patients’ and physicians’ demand 

for long-lasting disease control

*The definition for this word may be found in the glossary.
†Disease activity was based on Physician Global Assessment (PGA)—a 5- or 6-point 

scoring system used by clinicians to assess disease severity and guide therapeutic 

decisions.
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Methods

The Methods section provides a detailed description 

of the methods used to answer a research question. 

In the Methods section of Reinisch, et al. investigators 

describe how they conducted these post hoc analyses 

of the PURSUIT-M trial by:

• Comparing the clinical, endoscopic*, quality-of-life, 

and calprotectin* outcomes associated with 

continuous clinical response through week 54 

in the PURSUIT-M trial of CCR versus non-CCR 

patients

• Determining the relationship of colectomy* and 

CCR status

• Assessing persistence on golimumab therapy 

and clinical response* at 4 years for CCR and 

non-CCR patients

*The definition of this word may be found in the glossary.
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Study Design—PURSUIT-M

PURSUIT-M was a randomized, double-blind, 

placebo-controlled, multicenter phase 3 study. 

In a randomized trial, study participants are randomly 

assigned to a treatment group. In the case of 

PURSUIT-M, participants were randomized to one of 

three treatment arms: 50 mg or 100 mg of subcutaneous 

golimumab or placebo (“withdrawal group”)—named as 

such because the patients in the placebo arm of this 

maintenance study were in clinical response* to 

golimumab after participating in companion induction 

studies (i.e., “withdrawal” of golimumab after response to 

induction). 

*The definition of this word may be found in the glossary.
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Patients—PURSUIT-M

Patients eligible for PURSUIT-M had completed 

golimumab induction regimens in the PURSUIT-

subcutaneous (SC) or PURSUIT-intravenous (IV) 

studies and had demonstrated clinical response* to 

golimumab induction at week 6. 

*The definition of this word may be found in the glossary.
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Study Design—PURSUIT-Long-Term 
Extension (LTE)

PURSUIT-LTE was a 3-year, open-label, long-term 

extension of PURSUIT-M. This long-term extension 

included patients identified by the investigators 

as most likely to derive continued benefit from 

golimumab treatment. 
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As shown in this flow chart, 464 patients who responded 

to golimumab subcutaneous or intravenous induction 

regimens at week 6 in PURSUIT induction trials were 

randomized to receive 50 mg or 100 mg subcutaneous 

golimumab or placebo through week 54 in the PURSUIT-M 

trial. Patients who responded to placebo induction regimens 

(n =129) continued to receive placebo during maintenance. 

Conversely, non-responders to placebo or golimumab 

induction regimens (n = 230 and n = 405, respectively) 

did not undergo randomization and received 100 mg 

golimumab during maintenance. 
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Share Information 

Suggested Verbalization:

“The randomized population of PURSUIT-M consisted of 

464 patients who responded to golimumab subcutaneous 

or intravenous regimens at week 6 and were randomized 

to receive 50 mg or 100 mg subcutaneous golimumab or 

placebo through week 54. 

“The 129 patients who responded to placebo induction 

regimens continued to receive placebo during the 

maintenance phase. The 230 nonresponders to placebo 

and 405 nonresponders to golimumab induction regimens 

were not randomized and received 100 mg golimumab 

during maintenance.”
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Patient Subgroups

Two patient subgroups were identified in the post hoc 

analyses based on the primary efficacy endpoint in 

PURSUIT-M:

• CCR patients: those who achieved continuous 

clinical response

• Non-CCR patients: those who did not achieve 

continuous clinical response through week 54
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*

Calprotectin*

Levels of calprotectin* were measured at the start 

(week 0) and the end (week 6) of the PURSUIT induction 

phase and at week 30 and week 54 of the maintenance 

phase in the randomized population of PURSUIT-M. 

Calprotectin* is a water-soluble, calcium- and zinc-binding 

protein found in the cytosol* of neutrophils*. During 

active intestinal inflammation, neutrophils* migrate from 

the circulation to the intestinal mucosa*. The inflammatory 

process causes neutrophils*, and therefore, calprotectin*, 

to leak into the lumen*, with subsequent excretion in 

feces. Thus, calprotectin* is considered a fecal biomarker 

of gastrointestinal inflammation. 

*The definition of this word may be found in the glossary.
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Objective

The objective of the post hoc analyses was to assess 

the effect of CCR on the long-term disease course 

of moderate-to-severe UC by comparing the proportion 

of CCR patients and non-CCR patients with Physician 

Global Assessment (PGA) 0 (no disease) or 0–1 state 

(mild disease) through the 3 year long-term extension 

study (total follow-up of 4 years). 
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Results

The Results section provides a summary of the important 

findings of the research. In Reinisch et al. the Results 

section starts with a discussion of the clinical, 

endoscopic*, and quality-of-life benefits associated with 

early and continuous clinical response in the PURSUIT-M 

trial. The study investigators report that a greater 

proportion of CCR versus non-CCR patients achieved 

the following:

• Clinical remission* (golimumab maintenance, 

67.1% versus 1.9%; golimumab withdrawal, 

68.8% versus 0.9%)

• Corticosteroid-free remission

• Endoscopic* healing (Mayo endoscopy score 0–1)

• Endoscopic remission* (Mayo endoscopy score 0)

• IBDQ score ≥170

*The definition of this word may be found in the glossary.
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Results—Clinical Remission*

At week 54, 67.1% (n = 146) of patients in CCR achieved 

clinical remission* compared with 1.9% (n = 156) of non-

CCR patients. 

*The definition of this word may be found in the glossary.
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At week 54, 90.4% (n = 146) of patients in CCR achieved 

mucosal healing* compared with 2.6% (n = 156) of 

non-CCR patients. 

Results—Mucosal Healing*

*The definition of this word may be found in the glossary.
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Results—Quality-of-Life Score

At week 54, 75.0% (n = 144) of patients in CCR achieved 

a normalized quality-of-life score (and Inflammatory 

Bowel Disease Questionnaire (IBDQ) score (≥170))

compared with 24.4% (n = 156 ) of non-CCR patients. 
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Results—Corticosteroid-free Remission

At week 54, 61.6% (n = 90) of patients in CCR achieved 

corticosteroid-free remission compared with 1.9% 

(n = 3) of non-CCR patients. 
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Results—Endoscopic Remission

At week 54, 47.9% (n = 70) of patients in CCR achieved 

endoscopic remission* compared with 1.3% (n = 2) 

of non-CCR patients.

*

*The definition of this word may be found in the glossary.
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Execution

SIMPONI Can Be Differentiated Through CCR

CCR in UC patients through the first year of therapy 

was associated with: 

• A change of disease course

• Better clinical outcomes, including:

✓ Clinical remission* 

✓ Mucosal healing*

✓ Steroid-free remission

• Improvements in quality of life

• Long-term disease control

*The definition of this word may be found in the glossary.



NEXTBACKFor Training Purposes Only. Not for Promotional Use.

HQ-GOL-00001  2/2019

Share Information 

GLOSSARY

Suggested Verbalization:

“Doctor, PURSUIT-M study results suggest CCR is 

associated with a change of disease course in patients 

with moderate to severe UC treated with golimumab. 

This post hoc analysis showed that a greater proportion 

of CCR patients than non-CCR patients achieved clinical 

remission*, corticosteroid-free remission, endoscopic*

healing, endoscopic remission*, and an IBDQ score of 

≥170. Greater proportions of CCR patients versus non-

CCR patients also achieved major clinical, endoscopic*, 

and quality-of-life endpoints at weeks 30 and 54.” 
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*The definition of this word may be found in the glossary.
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Results—Colectomy*

All cases of colectomy* in the randomized and 

nonrandomized patient populations of PURSUIT-M 

(N = 1228) were collected and reviewed though 54 weeks 

of follow-up. The study investigators reported that:

• Of the 47 colectomies* (among 1228 patients) 

performed during PURSUIT-M, 34 were in patients 

who did not respond to induction therapy, while 

13 colectomies* were performed in responders 

to induction therapy

• Colectomies* were more frequent in patients who did 

not respond to induction therapy (5.4% [n = 34/635]), 

than in induction responders (2.2% [n =13/593])

• None of the 13 patients who responded to induction 

and required colectomy* achieved CCR through 

week 54

*The definition of this word may be found in the glossary.
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Share Information 

GLOSSARY

Suggested Verbalization:

“Doctor, in the PURSUIT-M trial, colectomies* were more 

frequent in patients who did not respond to induction 

therapy than in induction responders.” 
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*The definition of this word may be found in the glossary.
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Results—Median Calprotectin* Levels 
by CCR Status

During induction (weeks 0–6) and maintenance therapy 

(weeks 6–54), the median calprotectin* levels were 

reduced from baseline in CCR patients but not in non-

CCR patients. 
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*The definition of this word may be found in the glossary.
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Share Information 

GLOSSARY

Suggested Verbalization:

“Doctor, during both induction and maintenance, there 

was a reduction in median calprotectin* levels in CCR 

patients but not in non-CCR patients. In the study, 

CCR was also associated with sustained low levels 

of calprotectin* compared with elevated levels in 

non-CCR patients.”
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*The definition of this word may be found in the glossary.
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Results—Disease Course

The effect of CCR on long-term disease course 

in UC was analyzed in a 3-year, open-label extension 

of the PURSUIT-M trial (with a total follow-up of 4 years). 

Investigators determined that:

• 72% (n = 98/136) of CCR patients sustained PGA 0–1 

(no or mild disease activity) through the long-term 

extension compared with 59% (n = 35/59) of non-CCR 

patients

• 58% (n = 79/136) of CCR patients sustained PGA 0 

(no disease activity) through the long-term extension 

compared with 42% (n = 25/59) of non-CCR patients
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Share Information 

GLOSSARY

Suggested Verbalization:

“Doctor, 72% of CCR patients sustained PGA 0–1 

through the long-term extension compared with 59% 

of non-CCR patients. In addition, 58% of CCR patients 

sustained PGA 0 through the long-term extension 

compared with 42% of non-CCR patients. These data 

indicate that CCR is associated with better long-term 

disease control through 3 years (4 years total) compared 

to non-CCR in UC patients.”
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Discussion—Results Summary

The Discussion section provides a concise and relevant 

interpretation of the results in the context of existing 

knowledge on the topic. 

The authors open the Discussion section in Reinisch, 

et al. by stating that: “CCR as defined in PURSUIT-M is 

associated with major clinical, endoscopic*, QoL, and 

long-term clinical benefit in patients with moderate to 

severe UC treated with golimumab.”

*The definition of this word may be found in the glossary.
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Discussion—CCR as a Measure 
of Disease Activity

In PURSUIT-M, normal quality of life (IBDQ score ≥170) 

was observed in the majority of CCR patients. The long-

term benefit of CCR was further demonstrated in the 

long-term extension. The authors suggest that CCR may 

be used as a measure to tightly monitor clinical and 

endoscopic* activity and to help in selecting patients 

who are more likely to achieve a long-term change 

of UC disease course. 

*The definition of this word may be found in the glossary.



NEXTBACKFor Training Purposes Only. Not for Promotional Use.

HQ-GOL-00001  2/2019

Share Information 

GLOSSARY

Suggested Verbalization:

“Doctor, at the end of the long-term extension, sustained 

PGA 0 state was seen in 58% and 42% of CCR 

and non-CCR patients, respectively. PGA 0-1 was 

sustained in 72% and 59% of CCR and non-CCR 

patients, respectively. The observed difference in 

PGA scores in these patient groups (13%‒16%) 

was considered clinically meaningful.”  

“These results suggest that achieving CCR compared 

with not achieving CCR was associated with better long-

term sustained clinical outcomes through up to 4 years.”
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Discussion—Colectomy*

The majority of the colectomies* (34 of 47) performed 

in PURSUIT-M were in patients who did not respond 

to induction therapy. None of the 13 induction responders 

who needed colectomy* achieved CCR in the first year 

of maintenance therapy. 

The results of this post hoc analysis suggest that 

achieving CCR during the first year of therapy with 

golimumab may result in changing the disease course 

of UC and may prevent colectomy* in patients with 

moderate to severe UC. 

*The definition of this word may be found in the glossary.
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Conclusion

The authors conclude that the post hoc analyses 

demonstrate that CCR is associated with both short-

and long-term improvement in major clinical, endoscopic*, 

quality-of-life, biomarker, and colectomy* outcomes. 

Thus, CCR may be considered a treatment target in UC. 

*The definition of this word may be found in the glossary.
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Close

GLOSSARY

Suggested Verbalization:

“Doctor, in conclusion, CCR is associated with favorable 

short- and long-term clinical, endoscopic*, quality-of-life, 

and biomarker responses that may result in changing 

the disease course of UC and may prevent colectomy*

in patients with moderate to severe UC treated 

with golimumab.”
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calprotectin: a water-soluble, calcium- and zinc-binding protein that 

appears in the cytosol of neutrophils

clinical remission: defined as a Mayo score of ≤2 points, with no 

individual subscore of >1

clinical response: defined as a decrease from the baseline value 

(observed in PURSUIT-IV or PURSUIT-SC) in the Mayo score by 30% 

or more and 3 or more points, with either a decrease in the rectal 

bleeding subscore of 1 or more or a rectal bleeding subscore of 0/1

colectomy: excision of part or all of the colon

cytosol: the fluid of cytoplasm, a watery solution consisting of ions 

and nutrients

endoscopic: pertaining to endoscopy, or inspection of body organs 

or cavities with an endoscope

endoscopic remission: defined as a Mayo endoscopy subscore of 0

lumen: the interior space within an artery, vein, intestine, or tube 

mucosa: a mucous membrane or tissue lining the hollow organs 

and cavities of the body

mucosal healing: defined as a Mayo endoscopy subscore of 0 or 1

neutrophil: a granular white blood cell; represents the most common 

type (55% to 70%) of white blood cell; neutrophils play a central role 

in inflammation and are responsible for much of the body’s defense 

against infection
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