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The organizing committee intends to conduct a global, cross-sectional study by collecting data from 

centres with expertise in inflammatory bowel disease. Previous experience with such studies is 

numerous; these studies have created a collaboration between surgeons and centres united in a 

common research goal. An existing network has been strengthened. 

The promoters of this non-profit study are Prof. Gianluca Pellino, Dr. Valerio Celentano, Dr. Matteo 

Rottoli with the Scientific Committee of the Study (indicated separately), supported by the project 

Chairmen: Prof Giuseppe Sica (Italian ESCP Representative ), Prof Gianluca Sampietro (IG-IBD Surgery 

Committee), Prof Antonino Spinelli, Prof Francesco Selvaggi. 

The Committee includes patient representatives and patients; Salvatore Leone (AMICI Italia Onlus) 

and Rachel Sawyer (IBD Women) participated as steering committee. 

The Study is Endorsed by the Italian Group for the Study of IBD (IG-IBD) and the Spanish Working 

Group for IBD (GETECCU). 

Summary 

Limited evidence is available concerning fertility in patients operated on for Crohn’s disease (CD) or 

ulcerative colitis (UC), and the number of patients included is often low. Concerning pregnancy after 

abdominal surgery for inflammatory bowel diseases (IBD), little is known about the outcomes and 

need of seek for treatments to achieve successful termination of the gestation. Lastly, the ideal 

approach to pregnant patients with IBD previously submitted to abdominal surgery is debated. 

Of note, the patient's perspective has not been investigated in detail. 

This is very relevant, if considering that IBD affect patients at young age, thereby potentially causing 

long-term sequalae if surgery is needed. Also, repeated surgery may be needed in a significant 

proportion of CD patients. 

Very commonly, surgery for IBD is aimed to improve quality of life. Ability to conceive and the 

possibility of creating a family are important factors to be considered when deciding which treatment 

should be offered to each specific patient. 

The Fertile-IBD study aims at assessing how surgery impacted the ability to become pregnant and the 

outcomes of pregnancy in this population. The protocol was developed with the participation of 

patient representatives, to confirm that relevant outcomes and co-variates are included 

The eventual aim is to produce rapidly further evidence on a topic that has been often neglected, 

offering perspectives for future studies and useful information that might need to be discussed with 

patients at the time of deciding the ideal their treatment, resulting in an empowered shared decision 

making. 

Patient integration in the development of the protocol and at an early stage of the project will ensure 

that the findings are relevant to patients, and a lay-summary report is planned to inform the involved 

stakeholders and the public. 

Concerning the methodology used, the promoters opted for a cross-sectional study, meaning that 

clinical data will be collected retrospectively. Even if not ideal, this approach would ensure that 

evidence is rapidly produced, as this is a relevant research gap needing prompt action. By limiting the 
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inclusion of patients to the last decade, it is likely that most data will be easily collectable and 

treatments homogeneous, also ensuring long-term follow-up. Of note, data on fertility and pregnancy 

will be prospectively collected and will not require 

lengthy follow-up duration, thereby falling within the scope of the ECCO call. It is unlikely that any RCT 

can collect such information in a real-life, practical manner, which can be easily applicable to an 

individual patient. 

 

Background 

CD and UC are chronic diseases that are often diagnosed at a young age. CD can affect any part of the 

gastrointestinal tract. Despite scientific advances in the medical treatment of this pathology, up to 

80% of these patients require surgical treatment due to complications [1]. Surgery is not curative, and 

a significant proportion of patients require reoperation within 10-15 years [2]. Repeated bowel 

resections can significantly affect the functionality of the gastrointestinal system and the quality of life 

of patients [3]. UC affects the rectum and colon, continuously and progressively. Surgery is required 

in approximately one-third of patients [4]. 

The management of these patients must be multidisciplinary, as a constant integration of medical and 

surgical therapies is required to schedule surgery at the right time and reduce the morbidity and 

functional sequelae of these procedures [5]. 

Abdominal surgery, especially pelvic surgery, is associated with reduced fertility [6,7]. Previous studies 

with limited and low-quality patient numbers have found reduced infertility rates with a minimally 

invasive approach [8], but the issue is controversial [9]. The management of pregnancy and childbirth 

in patients with previous abdominal surgery for CD or UC are a topic of debate [4]. 

A previous pilot study from the authors of the protocol showed that patients are keen to participate 

in similar studies, with excellent response rate to REDCap-administered surveys [10]. 

 

Study Design 

This is an observational, cross-sectional, multicentre, international, cohort study. Clinical data will be 

retrospectively collected from clinical notes.  

Data on fertility and pregnancy will be collected prospectively by means of patient-filled 

questionnaires (forms available as attachment). 

The outcome will be assessed using a standardized outcome set [11] Patients will be asked to fill a 

structured online questionnaire to assess fertility and pregnancy (forms available as attachment). 
 

For this purpose, colorectal surgery centres from any country with high IBD incidence are invited to 

recruit all patients who underwent surgery for CD or UC aged 35 years or less, over a period from 2000 

to 2022. There are no limitations on the number of patients that can be enrolled per individual centre, 

as the study aims to describe the status of fertility and pregnancy in patients undergoing surgery for 

CD or UC to provide rapid information for patients, plan and inform future prospective studies. 

 

 

Purpose of the Research/Objective: 

The purpose of the study is to obtain information about fertility pregnancy outcome of patients 

operated on for CD and UC.  

The primary aim is the ability to become pregnant. 

Secondary aims include factors associated with pregnancy, attempts, and mode of delivery. 

The effects of treatments and disease activity on fertility and outcome of pregnancy will be assessed. 
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A cohort of patients who did not undergo surgery will be established (there will be at least one centre 

providing such data per participating country). 

The questionnaire for patients contains an open text part, in which patients will be able to report any 

personal experience. 

 

Outcome Parameters 

Primary endpoint: the proportion of patients who have managed to become pregnant. 

Secondary endpoints: number of pregnancy attempts, time interval between pregnancy attempts and 

pregnancy, way pregnancy was achieved (need for gynaecological consultation, intervention), number 

of abortions, need to discontinue medical treatment during pregnancy, disease recurrence during 

pregnancy, type of delivery (natural vs. caesarean section). 

Technical aspects of surgery will be considered, and comparisons will be performed according to each 

treatment. 

 

Inclusion and exclusion criteria 

Patient management across centres will be compared (diagnosis, medical treatment, surgery) to 

identify areas of variability that need further investigation. 

 
Inclusion Criteria  
All patients who underwent surgery for CD or UC before the age of 36 years from 2000 to 2022 

Diagnosis of Crohn's disease or ulcerative colitis 

Ability to understand the study 

For the non-surgical group, all patients who received treatment for CD or UC from 2000 to 2022 

will be considered 

Exclusion Criteria  

˂18 years of age at the time of the study 

Lack of diagnostic certainty of Crohn's disease or ulcerative colitis 

 

 

Data collection 

Data will be collected using English-language forms on a secure online database, the REDCap platform, 

hosted by Università Alma Mater of Bologna, Italy.  

The surveys on fertility and pregnancy will be filled prospectively by patients using the survey function 

on REDCap. Translations are available for participating countries, to allow patient participation 

globally.  

All data will be anonymous and sensitive data will not be shared. 

All centres will be asked to obtain approval from the local Ethical Committee before starting data 

collection. Patients will be asked to give their informed consent to participate in the study. 

The study has been approved by the Università degli Studi della Campania “Luigi Vanvitelli”. 

 

Statistical Analysis 

Hospitals, surgeons, and staff are not identified in the published data. 

Statistical analysis includes presentation of categorical variables such as frequency and percentage 

using Pearson's χ2 test and Fisher's exact test. Continuous variables are presented as median (range) 
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and compared using Student t-test. The Mann-Whitney U test is used for continuous variables that 

are not normally distributed. A p-value equal to or less than 0.05 is considered to indicate statistical 

significance. 

Subgroup/sensitivity analyses will be conducted. Logistic regression models will be developed to 

identify factors associated with the primary outcome. 

Comparisons between each surgical approach will be performed. Sensitivity analyses will include 

country-specific variables, expertise of the team, patient-and disease related factors (see covariates). 

The study has professional statistic support. 

Primary aim: rate of patients who managed to get pregnant. 

Secondary aim: number of pregnancy attempts, time elapsed between pregnancy attempts and 

pregnancy, manner in which pregnancy was achieved (need for gynaecological techniques vs. natural), 

number of miscarriages, need to discontinue medical treatment during pregnancy, recurrence during 

pregnancy, mode of delivery (natural vs. caesarean section). 

Co-variates: The effects of age at surgery, baseline disease, type of surgery, settings of surgery, 

indication to surgery, medical treatment, disease duration, year of treatment, surgical approach, 

postoperative treatment, co-morbidity. A copy of the data collection forms is attached in order to 

provide an overview of the data that will be collected and used for analysis. 

Sample size and power calculation: the current state of information does not allow obtaining high 

quality data on fertility in patients with inflammatory bowel disease. Assuming an infertility rate of 

40-50%, with a precision of the estimate of 2% and a confidence interval of 95%, a minimum number 

of 50 patients per pathology is needed (50 patients with CD and 50 with UC). 

 

Timeline 

The teams will collect data from patients with Crohn's disease retrospectively for patients treated 

between January 1, 2000 and the date the centre joined the study. 

 

Follow-up 

This is a cross-sectional study. The last available visit will be considered. 

 

Data Collection - Data collection form attached 

As part of the conventional follow-up that patients who have undergone surgery for Crohn's disease 

and ulcerative colitis routinely undergo, information is obtained from medical records and patients 

are interviewed about fertility, pregnancy, and childbirth. 

 

The following domains have dedicated collection pages on REDCap: 

1 Demographics 

2 Patient characteristics  

3 Medical treatment 

4 Surgery 

5 Postoperative outcomes 

6 Pathology report 

7 Follow-up 

8 Functional Scores 

 

Disease-specific and treatment-specific pages have been created.  

Fertility and pregnancy surveys are designed for each group of patients (UC, CD, and non-surgical). 
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Funds needed for Research: 

The study has received local funding at Università Tor Vergata of Rome (local PI G. Sica). 

Funding by the Spanish Association of Surgery (Grant for Registry-based studies) is under evaluation. 

It is expected to seek funding from government institutions only. 

The authors will submit the protocol for evaluation for the ECCO IIS Call for Registry Study. 

 

Dissemination of the research results 

The study has dedicated dissemination and communication working groups that will help 

disseminating the study, and the associated results. 

Patient associations are taking part in the study and will contribute to disseminating the findings. 

 

Study participation 

Participation is open to all centres which wish to contribute to the study, provided surveys are 

available in the local language and that Ethical Committee approval is obtained – according to local 

regulation.  

Local teams may include up to 4 individuals who will be listed as authors/collaborators on scientific 

publications resulting from the study (see “Authorship”). Each team will have a local leader. 

 

Authorship 

The authorship criteria have been decided based on the policy of Lancet journals, aiming to be as 

inclusive as possible. 

 

The instructions to authors of Lancet G&H recommend the following approach for collaborative 

research: 

For author groups of more than 30 members, we encourage use of a collaborator or study group for 

any additional authors. For this collaborator or study group, if they wish to be indexed to the paper, 

please provide a separate document with a table of first names and surnames of all members of the 

group (this is to ensure that PubMed and similar databases encode the names correctly). 

 

Therefore, these will be our criteria: 

40 authors + and the Fertile-IBD Study Group 

 

First and last positions for the steering committee members and patients/patient 

advocates/representatives, leaving approximately 30 authors for those who will participate. 

 

Those centres which will enter at least 50 patients with complete data will qualify for one name on 

the authors list, in the order of patients included. The order will reflect the number of patients 

included. Should more centres exceed 50 patients included, priority will be given to those with the 

highest number of patients uploaded. 

 

All other collaborators and team members will be included under the heading “and the Fertile-IBD 

Study Group” making sure they are all PubMed citable and indexed. 

There are no restrictions for collaborators (up to one leader and four collaborators per centre). 

All collaborators and authors must provide an ORCID ID. 
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How it will look like: 

X, Y,... Z  . and the Fertile-IBD Study Group 

 

Fertile-IBD Study Group 

Dissemination committee: A, B, C... 

Translation committee: D, E, F.. 

Authorship committee: G, H, ... 

Collaborators: (ordered per country with hospital in parenthesis) 

 

 

Endorsement and Dissemination via National and International Societies and Patients Groups 

The Fertile-BD Study has been endorsed by the Italian Group for the Study of Inflammatory Bowel 

Diseases (IG-IBD). And the Spanish Working Group on IBD (GETECCU). 

 

The study is supported by the following patient associations: 

- AMICI Onlus @amiciibd https://amiciitalia.eu/ 

- Crohn's and Colitis Young Adults Network @CCYANetwork 

https://www.ccyanetwork.org/clickme   

- Empowering Patients,LLC  @Empoweringpts9 https://www.facebook.com/PatientAdvocacy 

- Girls With Guts @IBDgirls https://girlswithguts.org/about/team/ 

- IBD Moms @IBDMoms https://ibdmoms.org/  

- IBD Women @IBDwomen and The Bottom Line IBD @bottomlineibd https://it-

it.facebook.com/bottomlineibd/  

-  

The protocol has been revised by the Clinical Committee of the European Crohn’s and Colitis 

Organisation (ECCO) and it has been discussed during the National Study Group meeting at the 17th 

Congress of ECCO in Vienna (February 2022).  

The ECCO will not endorse the study, but provide scientifical and methodological advice, and help with 

dissemination. 

 

Study Research Committee 

Coordinators 

Gianluca Pellino (Y-ESCP Chair, Y-ECCO Com, IG-IBD) Study Lead 

Matteo Rottoli (Y-ESCP, Y-ECCO, IG-IBD) 

Valerio Celentano (Y-ESCP) 

Salvatore Leone (patient representative: CEO AMICI Onlus) 

Antonino Spinelli (ESCP Secretary, ECCO GuiCom, IG-IBD), 

Giuseppe S Sica (Italian ESCP Representative, ECCO, IG-IBD) 

Alice Gori (Y-ESCP) Project Secretary Coordinator 

 

Study Committee 

Alessandro Armuzzi (ECCO Secretary, IG-IBD, external expert) 

Silvio Danese (ECCO Past President, external expert) 

Gianluca Sampietro (ESCP, SICCR, S-ECCO, IG-IBD Surgeon) 

Francesco Selvaggi (ESCP, ECCO, IG-IBD) 

Rachel Sawyer (patient representative: “IBDWomen”, “The Bottom Line IBD”) 

https://amiciitalia.eu/
https://www.ccyanetwork.org/clickme
https://www.facebook.com/PatientAdvocacy
https://girlswithguts.org/about/team/
https://ibdmoms.org/
https://it-it.facebook.com/bottomlineibd/
https://it-it.facebook.com/bottomlineibd/
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Patient and patient groups participation  

Sneha Dave (Crohn's and Colitis Young Adults Network) 

Jenny Harrison (Girls With Guts) 

Alison Rothbaum (Empowering Patients,LLC) 

Amber Tresca and Brooke Abbott (IBD Moms) 

 

Dissemination (under Fertile-IBD Study Group) 

Vittoria Bellato (Y-ECCO, Y-ESCP) 

Michele Carvello (Y-ESCP, Y-ECCO)  

Francesco Colombo (Y-ESCP, Y-ECCO) 

Alice Frontali (Y-ESCP, Y-ECCO, WomenInSurgery Italy Representative) 

Gaetano Gallo (Y-ESCP, SICCR, cohort study group ESCP) 

Alice Gori (Y-ESCP) 

Francesco Pata (Y-ESCP, cohort study group ESCP, MISSTO Group)  

 

National Societies liaison officers (under Fertile-IBD Study Group) 

Flavio Caprioli (IG-IBD) 

Manuel Barreiro Acosta (GETECCU) 

Ana Gutierrez (GETECCU) 

Yamile Zabana (GETECCU) 

 

Translation Committee (under Fertile-IBD Study Group) 

Will include members that helped with the translation of the surveys (currently Arabic, Chinese, 

Danish, Dutch, Egyptian, Finnish, French, German, Greek, Hebraic, Japanese, Maltese, Norwegian, 

Polish, Portuguese, Spanish, Swedish, Turkish). 

 

Authorship Committee (under Fertile-IBD Study Group) 

Francesco Menegon Tasselli (SICCR, Y-ESCP) 

 

Coordinator Centers 

- University of Campania "Luigi Vanvitelli" (Head) 

PI: Gianluca Pellino, Francesco Selvaggi 

- Alma Mater Studiorum University of Bologna 

Local PI: Matteo Rottoli 

- University of Tor Vergata, Rome 

Local PI: Giuseppe Sica 

 

The study has received expressions of interest from several tertiary centres globally. 
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