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A step-by-step guide from folder setup to first analysis of trials in
a selected country
The Clinical Trials Information System (CTIS) is a web portal for clinical trials involving medicines intended for
human use. CTIS is used to apply for permission to conduct a clinical trial in the European Union (EU) Member
States and European Economic Area (EEA) countries. It supports the flow of information between the
organisation responsible for a clinical trial (the sponsor) and regulatory authorities. The CTIS public portal
informs the public about approved, ongoing, and completed clinical trials.

This guide demonstrates how to programmatically access publicly available data, which may include
information about trial staff or researchers. Users of this guide are responsible for ensuring that their use of the
data complies with applicable laws (including GDPR), the data provider’s terms of use, and ethical standards.

You may review information and legal framework regarding CTIS at https://euclinicaltrials.eu/about-this-
website/ (Accessed May 2026) and https://euclinicaltrials.eu/data-protection-and-privacy/ (EMA/587422/2024).

1 Preparation - general workflow
1.1 Create folder structure (manually)
This structure is recommended and will make your work in R  much easier. Place the folders high up in your
directory hierarchy to keep file paths short. For consistency and to avoid errors, use underscores ( _ ) instead
of spaces in file and folder names, and avoid special characters.

In R, file paths use forward slashes ( / ), for example trials/data/file.csv , rather than backslashes ( \ ) as
shown in Windows File Explorer.

Step 1: Create a new folder called trials  (high up in your directory hierarchy).

Step 2: Inside trial , create the following subfolders (all at the same level). Note that capitalisation
(uppercase/lowercase) matters in R .

data  (end of file path: .../trials/data )
markdown  (end of file path: .../trials/markdown )
plots  (end of file path: .../trials/plots )
scripts  (end of file path: .../trials/scripts )

1.2 Create your project
In RStudio , select File > New Project > Existing Directory, then browse to your trials  folder. Give the project
a short name (e.g.  yourprojectname ) and open it in a new session.
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1.3 Install and load packages
In this guide, the R package ctrdata  is used to get data from the Clinical Trials Information System (CTIS)
into a SQLite database. There are other database options which can be found in the ctrdata  documentation
https://rfhb.github.io/ctrdata/#databases-for-use-with-ctrdata. There is also a publication that is useful to read .

This guide uses a set of additional packages: here , RSQLite , nodbi  and DBI .

When your project is located within the trials  folder (for example, .../trials/yourprojectname.Rproj ), as
described in the section Create your project, the working directory will automatically set to .../trials . This
makes it convenient to use the here  package. You can check your working directory with getwd() .

If the below packages is not already installed, remove the comment symbol ( # ) from the install.packages()
line using Ctrl + Shift + C .

If the below packages is already installed, if needed, uncomment the update.packages() instead.

Make sure to always reference the package author and correct version that you use. Run the following code to
get the ctrdata  version used in your project. Below an example is shown.

## Herold R (2025). _ctrdata: Retrieve and Analyze Clinical Trials Data
## from Public Registers_. doi:10.32614/CRAN.package.ctrdata
## <https://doi.org/10.32614/CRAN.package.ctrdata>, R package version
## 1.25.1, <https://CRAN.R-project.org/package=ctrdata>.

1.4 Check number of trials available for selected
country
Before running the code to get data you may check how many trials are publicly accessible in CTIS for the
country you are interested in.

You can open the CTIS search webpage by using the below code.

You may use the search criteria 'searchCriteria={"containAny":"Yourcountry"}'  but this may result in a few
extra trials that mention Yourcountry  in other searchable fields even though Yourcountry  have no authorised
sites in the specific trial.
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# install.packages(c("here", "ctrdata", "RSQLite"))
## If packages already installed update if needed
# update.packages(ask = TRUE)
## Load packages
library(here)
library(ctrdata)

print(citation("ctrdata")[[1]], style = "text")

# Open CTIS web search page browser with example search:
ctrdata::ctrOpenSearchPagesInBrowser(
  register = "CTIS"
)

https://rfhb.github.io/ctrdata/#databases-for-use-with-ctrdata


You may instead use the search criteria 'searchCriteria={"msc":[number]}'  where the number for
Yourcountry  can be found by using inspect  on the webpage. Go to https://euclinicaltrials.eu/search-for-

clinical-trials/?lang=en Right click on the webpage and chose inspect, then go to Network and Fetch/XHR.

On the CTIS search page chose Locations (Country) = Yourcountry  then click Search  in the lower left corner.
In the inspect window, under Name  click search  then expand the searchCriteria  Scroll down to msc:  to find
the number  for Yourcountry . Replace number  inside the brackets in 'searchCriteria={"msc":[number]}' .

Using Advanced search Locations (Country) = Sweden  on the webpage https://euclinicaltrials.eu/search-for-
clinical-trials/?lang=en will show the same number of trials if the search is done the same date and time as
running next code.

## Select your search critera term, here using msc.  
## number 752 is equivalent to Member State Concerned (msc) = Sweden

ctrdata::ctrLoadQueryIntoDb(
  queryterm = 'searchCriteria={"msc":[752]}',
  register = "CTIS",
  only.count = TRUE # only count number of trials
)

https://euclinicaltrials.eu/search-for-clinical-trials/?lang=en
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2 Get data
The custodian of the data in CTIS is the European Medicines Agency (EMA). Always respect register
copyrights and acknowledge EMA in publications when using CTIS data.

In this guide, the database is named based on the selected country plus year and month of when you get the
data: db_ctis_country_YYMM.sqlite . The file is stored in the data  folder
( .../trials/data/db_ctis_country_YYMM.sqlite ), as described in the Create folder structure section. You
may, however, choose a different location by modifying db_path  in the code below. The here  package
resolves paths relative to the working directory ( getwd() ).

Print your input data

## Date suffix used: 2606

## Selected country: SE

## Database path (truncated): .../trials/data/db_ctis_SE_2606.sqlite

You may check the full connection information to your SQLite database.

## Get data date YYMM
suffix <- format(Sys.Date(), "%y%m")

## --USER INPUT-- (ISO country code or label)
country <- "SE" # change to relevant country, preferably in iso code (e.g. SE, NO, DK)

## Define file path to database
db_path <- here::here(paste0("data/db_ctis_", country, "_", suffix, ".sqlite"))

## Disconnect dbc if connection already exists (calling DBI package)
if (exists("dbc") && !is.null(dbc$con)) {
  try(DBI::dbDisconnect(dbc$con), silent = TRUE)
}

## Remove any existing data for current country and suffix and do a clean rebuild
if (file.exists(db_path)) {
  message("Deleting any existing database for present month (permanent removal)")
  invisible(file.remove(db_path))
}

## Build the database
dbc <- nodbi::src_sqlite(
  dbname = db_path,
  collection = paste0("trial_data_", country)
)

cat("Date suffix used:", suffix, "\n")
cat("Selected country:", country, "\n")
cat("Database path:", db_path, "\n")



Load the CTIS data into the database. Please wait patiently while it gets the data, it may take several minutes.
When it is ready the Console shows > .

# Print connection info
print(dbc)

## --USER INPUT-- chose queryterm
## 752 is equivalent to Member State Concerned (msc) = Sweden
ctrLoadQueryIntoDb(
  queryterm = 'searchCriteria={"msc":[752]}',
  register = "CTIS",
  con = dbc)



3 Get fields data needed for your analysis -
general workflow
3.1 Get data fields
There are about 1000+ data fields in CTIS.

Show one trial
You may open a local browser, using below code, to view the structure of data for one trial and click through
which data is available for that trial. Only variables that exist for that trial is shown. Tip: choose an EU CT
number (in the format YYYY-123456-12-00 ) that has at least two countries approved.

From this view you can select fields to clipboard to use when retrieving data from the database using
ctrdata::dbGetFieldsInfoDf() .

There is also a webpage you can use to show one trial without first getting data
https://regulatorysciencedata.eu/posts/trialdata/.

3.2 Get data from the SQLite database - general
workflow
This example will show how to get data on trialPhase .

1. Open a connection to your SQLite database.

2. Retrieve the data you need into your R environment.

3. Close the database connection when finished.

4. Clean and transform the data as needed for analysis.

## Show one trial for user interaction (opens in a local browser page).
## --USER INPUT--
ctrShowOneTrial(
  identifier = "ADD your selected EU CT number",
  con = dbc
)

dbc <- nodbi::src_sqlite(
  dbname = db_path,
  collection = paste0("trial_data_", country)
)

df_trialPhase <- ctrdata::dbGetFieldsIntoDf(
  fields = "trialPhase", 
  con = dbc)

DBI::dbDisconnect(dbc$con)

https://regulatorysciencedata.eu/posts/trialdata/
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