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• Disease duration 

• Extent of disease 

• Disease activity (measured through 
proxies) 

• Treatments for UC not included as cohort-
defining exposures  

• Co-morbidities 

• Colonoscopy 
 

Data Sources • Nationwide central hospital registration 
systems in Denmark and Sweden will be 
used to identify the study base 
population of patients with UC 

• Nationwide central hospital registration 
systems (in Denmark) and prescription 
registries (in Sweden) will be used to 
identify the GLM inception cohort and 
the inception comparator cohorts 

• Nationwide health registries (hospital 
activity registries, prescription registry, 
pathology registries, cancer registries) 
will be used to ascertain outcomes and 
changes in treatment 

• In the NCC studies, data on exposures 
and covariates will be validated and 
supplemented from medical records at 
the clinical units managing the care of 
the individual UC patients 

• Deaths will be captured from the Civil 
Registration Services in Denmark and 
Sweden. Death will be treated as a 
censoring event. 

• Data from the various sources will be 
linked at individual patient level using 
the unique Personal Identification 
Number (PIN) assigned to all citizens in 
Denmark and Sweden. 

Study Size  The size of the study base (i.e., the current 
prevalent population of patients with UC) is 
estimated to be approximately 55,000 (20,000 
patients in Denmark and 35,000 patients in 
Sweden). 
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The sizes of the inception cohorts to be 
established and followed-up during the study 
are unknown. Based on the most recent sales 
projections, about 100 patients across both 
countries will initiate treatment with GLM 
each year leading to 2450 person-years of 
follow-up over the course of the study. 
Assuming a background incidence rate of 
1/1000 PY for the composite outcome of 
CRC/HGD in the unexposed study population, 
2450 person-years of GLM exposed person-
time, α=0.05 and a 1:5 ratio of GLM to 
comparator group in follow-up time, this study 
is estimated have 80% power to exclude a 
relative risk of 4.0 for the CRC/HGD 
composite endpoint between GLM- and 
Thiopurine- exposed UC patients. Under the 
same conditions but assuming an incidence 
rate of 2/1000 PY for the composite outcome 
of CRC/HGD in the unexposed study 
population, this study will be able to exclude a 
relative risk of 2.9.  
 

Data Analysis • Baseline analyses will describe each 
cohort in terms of patient characteristics 
that can be ascertained from automated 
registry data.  For each of the three 
inception cohorts, annual enrolment will 
be described, along with cumulative 
person-years accrued. 

• The risk of primary and secondary 
outcomes (CRC//HGD composite, 
colectomy due to intractable disease, 
CRC) will be estimated as cumulative 
incidence within each inception cohort 
in unadjusted and adjusted analyses. 
Censoring events will include death, 
emigration, and first occurrence of study 
outcomes. The cohort analyses will be 
conducted based on automated data 
only, using survival analysis techniques 
to estimate cumulative risks. 

• Provided that baseline characteristics 
indicate comparability of exposure 
groups, NCC studies will be performed 
within the pooled inception cohorts. 
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