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Provningsforordning EU 536/2014 (Clinical Trial Regulation, CTR)

+ Tradde i kraft 31Jan2022, har en 6vergangsperiod pa 3 ar, lakemedelsprévningar
och "low-interventional” studier — syftet ar harmonisering i hela EU/EEA

+ Galler inte for studier som inte ar en klinisk lakemedelsprovning, tex non-
interventional studier — dar arbetar vi som tidigare med ansdkningar till
Etikprovningsmyndigheten (EPM) och Biobank

New trials: New trials: New & Ongoing
EU Directive EU CTR trials:
(EUCTD) Ongoing trials: EUCTR
OR EU CTD (to be
EU Regulation transitioned by
(EU CTR) 31 Jan 2025) or
EU CTR

- _____________________@ _____________________&
YEAR 1 YEARS 2 & 3
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CTR - den nya processen

+ Forordningen galler som lag i Sverige — anpassningar for att fungera lokalt,
tex Biobankansdkan - fran myndigheternas sida har man arbetat for att undvika
sadrkrav och férsvarande processer

+ Sponsor blir sokande for allt, inklusive Biobankansdkan.

+ Ansokan sker nu centralt, via CTIS* portalen och ansdkan ar delad i 2 delar:
Part I: Protokollet och de delar som ar gemensamma for alla lander tex IB och
IMPD (“"Reg delen”),

Part II: Landsspecifik del med information om proévningsstallen och information till
studiedeltagare ("Etik delen”)
I Sverige har LV den koordinerande rollen med EPM och Biobank

https://www.ema.europa.eu/en/human-regulatory/research-development/clinical-trials/clinical-
trials-information-system-training-support

* CTIS = Clinical Trial Information System Log in och soOk: Clinical Trials in the European Union - EMA
(euclinicaltrials.eu)
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https://euclinicaltrials.eu/home
https://www.ema.europa.eu/en/human-regulatory/research-development/clinical-trials/clinical-trials-information-system-training-support

CTIS - EMA experience so far
Key metrics

Metrics reported cover the period 14/03/2022-20/03/2022.
Total number of logins to CTIS: 7,757

This metric represents the total sum of unique logins by individual users per day at the end of
the period

Number of draft applications in CTIS: 259

This metric counts the number of applications with status “"Draft” in CTIS at the end of the
period

Number of submitted applications in CTIS: 16

CTIS walk-in clinics and bitesize talks:

The first CTIS walk-in clinic was held on Monday 28 March 2022 at 16:00 CET. The walk-in clinics
provide an opportunity for sponsors to receive practical advice about any CTIS functionality by
asking questions to CTIS experts.

EMA hosted the second CTIS bitesize functionality talk on the initial clinical trial application on 23
March. The next CTIS bitesize talk is on 28 April 2022 at 14:00 CET.

Getting started with CTIS: sponsor quick guide
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https://www.ema.europa.eu/en/events/clinical-trials-information-system-ctis-walk-clinic
https://www.ema.europa.eu/en/events/clinical-trials-information-system-ctis-bitesize-talk-modifications
https://www.ema.europa.eu/en/documents/other/getting-started-ctis-sponsor-quick-guide_en.pdf

CTIS - Form, Part I & Part II - vart att tianka pa

Form:

Har finns plats for Cover Letter for ansdkan och "Proof of Payment” skall laddas
upp har - tank pa vart faktureringsunderlaget skall vara - se efter pa
myndighetens (CA) hemsida

Part I:
Utreds samordnat mellan de deltagande medlemsstaterna
Protokollsammanfattningen (local language) laddas upp har

Part II1: [t

Lands-/sitespecifik information CTIS Structured
Information fran OMS for varje site skall anges héar info
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Overview











		13 December 2021

		EMA/343883/2021

		Clinical Trials Information System (CTIS) programme



		CTIS Structured data form Instructions - initial application, additional MSC, substantial and non-substantial modifications

		Sponsor support material

		Last updated: 13 December 2021

				This document provides guidance on the data fields Sponsors will fill in CTIS when creating an initial application (IN), an additional MSC applicaltion (AMSC), a substantial modification (SM) and a 

				non-substantial modification (non-SM). This document contains screenshots of the different sections of the system (CTIS software version 0.18.35.3). Please note that this is a live document that will be 

				revised on a regular basis based on future implementations of change requests and/or identified bugs.

				Document layout overview

						A. Each excel sheet refers to the different sections in CTIS when creating an application (Form, MSCs, Part I , Part II and Timetable).







































						Note: Evaluation form does not apply. The structured data of "Timetable" section will be included in future updates of the document.





						B. In each excel sheet there is a colour code with reference to the different levels of information present in CTIS.

																																Colour code:

																																		Form /Section (Level 1)

																																		Section (Level 2)

																																		Subsection (Level 3)

																																		Subsection (Level 4) 

																																		Documents to be uploaded

																																		Data fields to be completed 

																																		Fields prepopulated with the results of the searches

																																		Dialogue box

																																		The user includes a search criteria

																								Form/Section (Level 1)										The user selects the required information according 

																																		to the search results presented

																								Section (Level 2)









																								Fields specifying the documents to be uploaded











																								Sub-section (Level 3)

																								Sub-section (Level 4)

																								Fields prepopulated with the results of the searches performed according to criteria presented in Worksheets Product Search, Medical condition Search and Organisation details Search.









																								Dialogue box









																								The user includes a search criteria













																								The user selects the required information according to the search results presented













						C. Each excel sheet will be composed by the following columns

						ID		Reference of the data field

						Field Type		Type of field (Header, Lookup list, Radio button, Text, Numeric, Document upload)

						Field Name		Field name in CTIS

						Field Description		Brief description of the field

						Cardinality		Information on whether the data input in the field is 0, 1, or many

						Conformance		Information on whether the field/document is Conditionally required, Optional, Mandatory, Read Only

						Document format		Specific format (.PDF, .Doc, etc) in which the document may be uploaded, when applicable.

						Publication		Information on whether the field/document will made public (yes/no)

						Deferrable		Information on whether deferral to the publication can be applied (yes/no). Please note that this possibility will depend on the trial category.1

						Editable		Information on whether the field is editable under a given type of application (yes/no).

						1: As the system is currently implemented, only deferrals can be applied to data and documents in the initial application.





						D. Data fields and documents specifications 



						When populating clinical trial information in CTIS, the following points should be considered:



						1) As a general rule, there is a limitation of 4000 characters for manual data free-text fields. Nevertheless, there are certain fields following masked values, i.e. PIP number (EMEA-111111-PIP11-11) or 

						fields with smaller sizes. These are further detailed in the column " field description" of each text field.



						2) The lookup lists present in the different sections contain the reference list number in the column "field description". Sponsors should refer to the "CTIS Reference list" document to see the elements 

						of each lookup list.



						3) According to functional specifications, the system will allow for a maximum attachment size of 50 MB per each clinical trial file (kindly note that the current software version allows a maximum size of 

						documents of 10 MB), 10 MB for Annual Safety Reports (ASR) documents and a maximum size of 220 GB for storage of a clinical trial.



						4) Each document upload functionality will present the possibility of including a version "for publication" and another "not for publication". Firstly, the system will only allow 

						for upload of the version "for publication". Once this version is uploaded, the user will be able to include the "not for publication" version by clicking on the following     

						plus symbol    :   



















																														The user can upload the "not for publication" version of 

																														a document











						5) Several documents (please see them specified below) in SM and non-SM applications will present the possibility of uploading the version "extract (for publication)". 























						According to functional specifications, the following documents will present the version "extract (for publication)". They will follow the same rules as their parent document:



						Part I: Protocol, Synopsis of the Protocol, Justification of the low interventional clinical trial, Data safety monitoring Board Charter, Agreement from another sponsor, Summary of scientific advice report, 

						Paediatric investigation plan, Study design.



						Part II: Subject information and informed consent form, Recruitment arrangements, Suitability of the investigator, Investigator CV, Suitability of the clinical trial sites facilities, Financial arrangements, 

						Proof of insurance, Compliance with national requirements on Data Protection, Compliance with use of Biological samples









				Form section



						1. The first section of the Applications contains different structured data, which will vary depending of the type of application (i.e: IN, AMSC, SM, non-SM).

						Among others, it may contain the cover letter, proof of payment and deferral of publication dates sections.

























































































































				MSCs section

						2. The second section, the Member States Concerned, contains the same structured data in all applications.



















































				Part I section

						3. The third section, Part I, concerns the Trial details, Sponsors and Products sections.























































































































































				Part II section

						4. The fourth section, Part II, is displayed per Member State involved in the clinical trial (trial sites and documents).

















































				Searches



						5. Screenshot of the Medical Condition MedDRA information  Search- Search MedDRA



































						6. Screenshot of a Organisation Search in the Sponsors section. This Organization search functionality is available in different parts of the system, not only to indicate the sponsor 

						organization but also investigator sites, third parties etc.). CTIS calls the Organization Managent System at EMA, where this information is registered, and users are obliged to search in OMS

						 from CTIS in the first place. If the user does not find the Organization that they are looking for from the search results displayed, then the user can register the Organization directly in CTIS 

						using the "+ New Organization" button. 









































						7. Screenshot of Clinical trial Search in Part I.









































						8. Screenshot of a Product Search in the Products section, information is collected from XEVMPD. CTIS calls the XEVMPD Dictionary where this type of information  is registered.

						Note: Placebo can be added direcly in CTIS withouth previous registration in XEVMPD.
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Form (IN)

		EU Clinical Trial  dossier structure data with reference to document uploads



		Form (IN)

		ID		Field Name		Field Type		Field Description		Cardinality		Conformance		Document format		Publication		Deferrable

				Form details		Header		_		1		Read only		_		_		_						Form /Section (Level 1)

		CT01		Section: Initial application details		Header		Section to include the cover letter and the proof of payment of fee		1		Read only		_		_		_						Section (Level 2)

		CT01.01		Subsection: Cover letter		Header		_		1		Read only		_		_		_						Sub-section (Level 3)

		CT01.01.01		Document: Cover letter		Document upload		Cover letter for the application dossier for initial application		1 or many		Mandatory		.PDF/A
.Doc /.Docx		Yes		Yes						Subsection (Level 4) 

		CT01.02		Subsection: Transition trial		Header		_		1		Read only		_		_		_						Documents to be uploaded

		CT01.02.01		Field: Transition trial		Confirmation box		If deselected, the trial will no longer be handled as transition trial		1		Optional		_		Yes		No						Data fields to be completed 

		CT01.02.02		Field: EudraCT number		Numeric		Clinical trials Search		1		Conditionally required		_		Yes		No						Fields prepopulated with the results of the searches preformed according criteria presented in Worksheets Product search, Medical condition search and sponsor details searchs.

		CT01.02.03		Field: VHP number		Confirmation box		Select if applicable		1		Optional		_		Yes		No						Dialogue box

		CT01.02.04		Field: VHP number		Numeric		Indicate the Voluntary Harmonization Procedure (VHP) number		1		Optional		_		Yes		No

		CT01.02.05		Field: Comments		Text		Limitation of 4000 characters		1		Optional		_		Yes		No

		CT01.03		Subection: Proof of payment of fee		Header		_		1		Optional		_		_		_

		CT01.03.01		Document: Proof of payment		Document upload		The proof of payment of fee document.		1 or many, per MSC		Optional		.PDF/A
.Doc /.Docx		Yes 		No						a: Field displayed for CT category 1

		CT.01.04		Section: Compliance with regulation		Header				_		Read only		_		_		_						b: Field displayed for  CT category 2

		CT.01.04.01		Document: Compliance with Regulation (EU) 2016/679		Document upload				1 or many		Mandatory		.PDF/A		Yes 		No						c: Field displayed for CT category 3

		RD		Section: Deferral publication dates		Header		Section to include deferral publication dates		_		Read only/Mandatory		_		_		_

		RD01		Subsection: Deferral of clinical trial information		Header		_		1		Read only		_		_		_

		RD02		Field: Short title / Trial category		Lookup list: Category 1, Category 2, Category 3.		Category applied to the trial to enforce the publishing rules. Reference list number 71.		1		Mandatory		_		Yes		Yes

		RD03		Field: Justification for trial category		Text		Reason provided for the trial category chosen. Limitation of 4000 characters.		1		Mandatory		_		Yes		Yes

		RD03.01		Subsection: Data document type - Publication date		Header		_				Read only		_		_		_

		RD03.01.01		Field: Main characteristics (a)		Header		_		1		Mandatory		_		Yes		Yes

		RD03.01.01.01		Field: Publication date 		Radio button		The publication date options.		1		Conditionally required		_		Yes		Yes

		RD03.01.02		Field: Notifications (a)		Header		_		1		Mandatory		_		Yes		Yes

		RD03.01.02.01		Field: Publication date		Radio button		The publication date options.		1		Conditionally required		_		Yes		Yes

		RD03.01.03		Field: Subject information sheet (a, b)		Header		_		1		Mandatory		_		Yes		Yes

		RD03.01.03.01		Field: Publication date		Radio button		The publication date options.		1		Conditionally required		_		Yes		Yes

		RD03.01.04		Field: Protocol (a,b, c)		Header		_		1		Mandatory		_		Yes		Yes

		RD03.01.04.01		Field: Publication date		Radio button		The publication date options.		1		Conditionally required		_		Yes		Yes

		RD03.01.05		Field: IMPD S & E sections and Investigator Brochure (a,b,c)		Header		_		1		Mandatory		_		Yes		Yes

		RD03.01.05.01		Field: Publication date		Radio button		The publication date options.		1		Conditionally required		_		Yes		Yes

		RD03.01.06		Field: Responses to RFIs (a,b,c)		Header		_		1		Mandatory		_		Yes		Yes

		RD03.01.06.01		Field: Publication date		Radio button		The publication date options.		1		Conditionally required		_		Yes		Yes

		RD03.01.07		Field: Clinical trial results summary for an intermediate data analysis (a)		Header		_		1		Mandatory		_		Yes		Yes

		RD03.01.07.01		Field: Publication date		Radio button		The publication date options.		1		Conditionally required		_		Yes		Yes

		RD03.01.08		Field: Clinical trial results summary and layperson summary (a)		Header		_		1		Mandatory		_		Yes		Yes

		RD03.01.08.01		Field: Publication date		Radio button		The publication date options.		1		Conditionally required		_		Yes		Yes

		RD03.02		Subsection: Justifications		Header		Displays the justification boxes when deferring one or more Data Publication Groups.		1		Read only		_		_		_

		RD03.02.01		Field: Justification for deferral published at decision		Text		Justification behind the reason for deferral.		1		Conditionally required		_		Yes		No

		RD03.02.02		Field: Justification published with Investigator Brochure		Text		Justification behind the reason for deferral. Limitation of 4000 characters.		1		Conditionally required		_		Yes		No

		RD04		Dialogue box: Trial category change		Dialogue box		Displayed to indicate that the trial category change will remove any deferrals and reset the publishing dates to the default for the category.		1		Read only		_		_		_
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Form (AMSC)

		EU Clinical Trial  dossier structure data with reference to document uploads



		Form (Additional MSC)

		ID		Field Name		Field Type		Field Description		Cardinality		Conformance		Document format		Publication		Deferrable

				Form details		Header		_		1		Read only		_		_		_						Form /Section (Level 1)

		AM01		Section: Additional MSC details		Header		Section to include the cover letter and the proof of payment of fee.		1		Read only		_		_		_						Section (Level 2)

		AM01.01		Subsection: Cover letter		Header		_		1		Read only		_		_		_						Sub-section (Level 3)

		AM01.01.01		Document: Cover letter		Document upload		Cover letter for the addition of MSC.		1 or many		Mandatory		.PDF/A
.Doc /.Docx		Yes		Yes						Subsection (Level 4) 

		AM01.02		Subsection: Proof of payment of fee		Header		_		1		Optional		_		_		_						Documents to be uploaded

		AM01.02.01		Document: Proof of payment		Document upload		The proof of payment of fee document for the addition of MSC.		1 or many (per MS)		Optional		.PDF/A
.Doc /.Docx		Yes		No						Data fields to be completed 

		AM01.03		Subsection: Compliance with Regulation (EU) 2016/679 		Header		_		_		_		_		_		_						Fields prepopulated with the results of the searches preformed according criteria presented in Worksheets Product search, Medical condition search and sponsor details searchs.

		AM01.03.01		Document: Compliance with Regulation (EU) 2016/679		Document upload		_		1 or many		Mandatory		.PDF/A		Yes 		No						Dialogue box

		RD		Section: Deferral publication dates		Header		All section will be shown as read only.				Read only		_		_		_
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Form (SM)

		EU Clinical Trial  dossier structure data with reference to document uploads



		Substantial modification scope

		ID		Field Name		Field Type		Field Description		Cardinality		Conformance		Document format		Publication		Deferrable

				Form: Substantial modification scope		Header		Section to indicate the scope of the substantial modification.		1 or many		Mandatory		_		_		_						Form /Section (Level 1)

				Field: Selection of modification scope		Lookup list: "Part I only", "Part II only" or "Part I and Part II"		Scope of the substantial modification. Reference list 135.		1 or many		Mandatory		_		_		_						Section (Level 2)

				Field: Part II member states that substantial modification relates to		1 or more MSCs must be selected		Select Part II member states that substantial modification relates to.		1 or many		Conditionally required		_		_		_						Sub-section (Level 3)

				Field: Do you wish to update the current information on the dossier?		Boolean		Indicate if you wish to to update the current information on the dossier.		1		Mandatory		_		_		_						Subsection (Level 4) 

		Form (Single - SM)																						Documents to be uploaded

		ID		Field Name		Field Type		Field Description		Cardinality		Conformance		Document format		Publication		Deferrable						Data fields to be completed 

				Form details		Header		_		1		Read only		_		_		_						Fields prepopulated with the results of the searches preformed according criteria presented in Worksheets Product search, Medical condition search and sponsor details searchs.

		SSM01		Section: Substantial modification details		Header		Section to include the cover letter and the proof of payment of fee for the substantial modification		1		_		_		_		_						Dialogue box

		SSM01.01		Subsection: Cover letter		Header		_		1		Read only		_		_		_

		SSM01.01.01		Document: Cover letter		Document upload		Cover letter for the substantial modification.		1 or many		Mandatory		.PDF/A
.Doc /.Docx		Yes		Yes

		SSM02.01		Subsection: Modification description		Header		_		1		Read only		_		_		_

		SSM02.01.02		Document: Modification description		Document upload		_		1 or many		Mandatory		.PDF/A
.Doc /.Docx		Yes		Yes

		SSM02.02		Subsection: Supporting information		Text		_		1		Optional		_		_		_

		SSM02.02.01		Field: Supporting information		Text		Limitation of 4000 characters.		1		Optional		_		Yes		Yes

		SSM02.03		Subsection: Supporting information documents		Header		_		1		Optional		_		_		_

		SSM02.03.01		Document: Supporting information documents		Document upload		_		1 or many		Optional		.PDF/A
.Doc /.Docx		Yes		Yes

		SSM02.04		Subsection: Substantial modification reason		Lookup list		Reference list 44.		1 or many		Optional		_		_		_

		SSM02.05		Subsection: Substantial modification scope		Lookup list		Reference list 43.		1 or many		Optional		_		_		_

		SSM02.06		Field: Other Substantial modification reason		Text		Limitation of 2000 characters.		1		Optional		_		Yes		No

		SSM02.07		Field: Other Substantial modification scope		Text		Limitation of 2000 characters.		1		Optional		_		Yes		No

		SSM02.08		Field: Recruitment start date		Date				1		Conditionally required		_		Yes		No

		SSM02.09		Field: Restart date		Date				1		Conditionally required		_		Yes		No

		SSM02.10		Field: Anticipated trial restart date		Date				1		Conditionally required		_		Yes		No

		SSM03		Subsection: Proof of payment of fee		Header		_		1		_		_		_		_

		SSM03.01		Document: Proof of payment		Document upload		The proof of payment of fee document for the substantial modification.		1 or many (per MS)		Optional		.PDF/A
.Doc /.Docx		Yes		No

		SSM04		Subsection: Compliance with Regulation (EU) 2016/679 		Header		_		_		_		_		_		_

		SSM04.01		Document: Compliance with Regulation (EU) 2016/679		Document upload		_		1 or many		Mandatory		.PDF/A		Yes 		No

		RD		Section: Deferral publication dates		Header		All section will be shown as read only.		_		_		_		_		_
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Form (non-SM)

		EU Clinical Trial  dossier structure data with reference to document uploads



		Non-substantial modification scope

		ID		Field Name		Field Type		Field Description		Cardinality		Conformance		Document format		Publication		Deferrable

				Form: Non-substantial modification scope		Header		Section to indicate the scope of the non-substantial modification.		1 or many		Mandatory		_		_		_						Form /Section (Level 1)

				Field: Selection of modification scope		Lookup list: "Part I only", "Part II only" or "Part I and Part II"		Scope of the substantial modification. Reference list 135.		1 or many		Mandatory		_		_		_						Section (Level 2)

				Field: Part II member states that substantial modification relates to		1 or more MSCs must be selected		Select Part II member states that substantial modification relates to.		1 or many		Conditionally required		_		_		_						Sub-section (Level 3)

				Field: Do you wish to update the current information on the dossier?		Boolean		Indicate if you wish to to update the current information on the dossier.		1		Mandatory		_		_		_						Subsection (Level 4) 

		Form (non - SM)																						Documents to be uploaded

		ID		Field Name		Field Type		Field Description		Cardinality		Conformance		Document format		Publication		Deferrable						Data fields to be completed 

				Form details		Header		_		1		Read only		_		_		_						Fields prepopulated with the results of the searches preformed according criteria presented in Worksheets Product search, Medical condition search and sponsor details searchs.

		NSM01		Section: Non-substantial modification details		Header		Section to include the description and the proof of payment of fee for the non-substantial modification		1		Read only		_		_		_						Dialogue box

		NSM01.01		Subsection: Non-subtantial modification description		Header		_		1		Read only		_		_		_

		NSM01.01.01		Field: Non-subtantial modification description		Text		Limitation of 4000 characters.		1		Mandatory		_		Yes		Yes

		NSM02		Subsection: Compliance with Regulation (EU) 2016/679 		Header		All section will be shown as read only.		1		Read only		_		_		_

		RD		Section: Deferral publication dates		Header		All section will be shown as read only.		1		Read only		_		_		_



&1#&"Verdana"&7&K737373Classified as public by the European Medicines Agency	




MSCs

		EU Clinical Trial  dossier structure data with reference to document uploads



		MSCs

		ID		Field name		Field Type		Field Description		Cardinality		Conformance		Document format		Publication		Deferrable		Editable (IN)		Editable (AMSC)		Editable (SM)		Editable (non-SM)

		CT02		Form: Member states concerned		Header		_		1		Read only		_		_		_		_		_		_		_						Form /Section (Level 1)

		CT02.01		Field: Member State		Lookup list: European economic area		Member states concerned to be selected that the applicant is applying to. Reference list number 2.		1 or many		Mandatory		_		Yes		No		Yes		Yes		No		No						Section (Level 2)

		CT02.02		Field: Subjects		Numeric		Subjects that are planned to be enrolled in this trial in each Member State		1		Mandatory		_		Yes		No		Yes		Yes		Yes		No						Sub-section (Level 3)

		CT02.03		Field: Proposed reporting member state		Radio button		Member state concerned proposed by the applicant to be the reporting member state.		1		Optional		_		Yes		No		Yes		No		No		No						Subsection (Level 4) 

		CT02.04		Section: Countries outside the European Economic Area		Header		This field will show the data specified in Part I - section "Countries outside the European Economic Area."		1		Read only		_		_		_		_		_		_		_						Documents to be uploaded

		CT02.04.01		Field: Rest of the world subjects		Numeric		Planned number of subjects to be enrolled in the Rest of the World. This field will show the data specified in Part I - section "Countries outside the European Economic Area."		1		Read only		_		Yes		No		No		No		No		No						Data fields to be completed 

		CT02.05		Section: Estimated total population for the trial		Header		Section provides the estimated number to be included in the trial.		1		Read only		_		_		_		_		_		_		_						Fields prepopulated with the results of the searches preformed according criteria presented in Worksheets Product search, Medical condition search and sponsor details searchs.

		CT02.05.01		Field: Estimated EEA subjects		Numeric		Estimate of the total number of planned subjects in the European economic area.		1		Read only		_		Yes		No		Yes		No		No		No						Dialogue box

		CT02.05.02		Field: Estimated Rest of the world  subjects		Numeric		Planned number of subjects to be enrolled in the Rest of the world. - Information entered in Part I		1		Read only		_		Yes		No		Yes		No		No		No

		CT02.05.03		Field: Estimated Total subjects		Numeric		Planned total number of subjects to be enrolled.		1		Read only		_		Yes		No		Yes		No		No		No
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Part I

		EU Clinical Trial  dossier structure data with reference to document uploads



		Part I - Trial details

		ID		Field Name		Field Type		Field Description		Cardinality		Conformance		Document format		Publication		Deferrable		Editable (IN)		Editable (AMSC)		Editable (SM)		Editable (non-SM)

				Form: Trial specific information (Part I)		Header		_		1		Read only		_		_		_		_		_		_		_						Form /Section (Level 1)

		CT03		Section: Trial details		Header		_		1		Read only		_		_		_		_		_		_		_						Section (Level 2)

		CT03.01		Section: Trial identifiers		Header		_		1		Read only		_		_		_		_		_		_		_						Sub-section (Level 3)

		CT03.01.01		Field: Full title (English)		Text		
Scientific title of the study as it appears in the protocol submitted. Include trial acronym if available. WHO field10=scientific title. Limitation of 4000 characters.		1		Mandatory		_		Yes		Yes		Yes		No		Yes		Yes						Subsection (Level 4) 

		CT03.01.02		Field: Full title (add translation)		Text		Full title provided in additional EU languages (reference list number 107). Limitation of 4000 characters.		1 or many		Optional		_		Yes		Yes		Yes		Yes		Yes		Yes						Documents to be uploaded

		CT03.01.03		Field: Public title (English)		Text		
The title intended to be used for the lay public, in easily understood language. WHO field9=public title. Limitation of 4000 characters.		1		Mandatory		_		Yes		Yes		Yes		No		Yes		Yes						Data fields to be completed 

		CT03.01.04		Field: Public title (add translation)		Text		Public title provided in additional EU languages (reference list number 107). Limitation of 4000 characters.		1 or many		Optional		_		Yes		Yes		Yes		Yes		Yes		Yes						Fields prepopulated with the results of the searches preformed according criteria presented in Worksheets Product search, Medical condition search and sponsor details searchs.

		CT03.01.05		Field: Protocol code		Text		Abbreviated title, name or acronym assigned to the protocol. Limitation of 20 characters.		1		Optional		_		Yes		Yes		Yes		No		Yes		Yes						Dialogue box

		CT03.01.06		Subsection: Secondary Identifying Numbers		Header		Additional clinical trial identifiers of bodies that the sponsor may have registered the clinical trial with.		1		Read only		_		_		_		_		_		_		_

		CT03.01.06.01		Field: WHO universal trial number (UTN)		Text: UXXXX-XXXX-XXXX		WHO Universal Trial Reference Number (UTRN)
WHO field3=secondary identifying number.		1		Optional		_		Yes		No		Yes		No		Yes		Yes

		CT03.01.06.02		Field: ClinicalTrials.gov identifier (NCT number)		Text: NCTxxxxxxxx		NCT Number
		1		Optional		_		Yes		No		Yes		No		Yes		Yes

		CT03.01.06.03		Field: ISRCTN number		Text: ISRCTNxxxxxxxx		ISRCTN Number		1		Optional		_		Yes		No		Yes		No		Yes		Yes

		CT03.01.06.04		Sub section: Additional Registries		Header		Additional Registries		1 or many		Optional		_		_		_		_		_		_		_

		CT03.01.06.04.01		Field: Registry name		Text		Name of WHO ICTRP partner or Partner registry, or WHO ICTRP Data providers. Limitation of 100 characters.		1		Optional		_		Yes		No		Yes		No		Yes		Yes

		CT03.01.06.04.02		Field: Registry identifier		Text		Limitation of 20 characters.		1		Optional		_		Yes		No		Yes		No		Yes		Yes

		CT03.01.06.05		Field: Section changes description		Text		The description of the changes made in this section. Limitation of 4000 characters.		1		Optional		_		Yes		No		NA		NA		Yes		Yes

		CT03.02		Section: Trial information		Header				1		Read only		_		_		_		_		_		_		_

		CT03.02.01		Subsection: Trial category		Header				1		Read only		_		_		_		_		_		_		_

		CT03.02.01.01		Field: Low intervention trial		Confirmation box		The ability for the user to confirm if the clinical trial meets the conditions for a low intervention clinical trial as set out in the Regulation.		1		Mandatory		_		Yes		No		Yes		No		Yes		No

		CT03.02.01.02		Field: Justification of the low interventional clinical trial		Free text		Detailed description of the justification of the low interventional clinical trial. Limitation of 4000 characters.		1		Conditionally required		_		Yes		No		Yes		No		Yes		No

		CT03.02.01.03		Document: Attachment of justification of low interventional clinical trial		Document upload		Ability to attach the justification of the low interventional clinical trial.		1 or many		Conditionally required		.PDF/A
.Doc /.Docx		Yes		No		Yes		No		Yes		No

		CT03.02.01.04		Field: Trial Phase		Lookup list: Clinical trial type (phase)		Phase of the clinical trial. Reference list 14.		1		Mandatory		_		Yes		No		Yes		No		Yes		No

		CT03.02.02		Subsection: Medical condition		Header		Summary of attributes that describe the medical condition that is being investigated within the clinical trial.		1		Read only		_		_		_		_		_		_		_

		CT03.02.02.01		Field: Medical condition(s) (English)		Text		The description of the medical condition(s) to be studied. In case of healthy volunteer trials, the intended indication for the product under development should be provided. Limitation of 4000 characters.		1 or many		Mandatory		_		Yes		Yes		Yes		No		Yes		No

		CT03.02.02.02		Field: Medical condition(s) (languages)		Text		The description of the medical condition(s) to be studied provided in additional EU languages (reference list number 107). Limitation of 4000 characters.		1 or many		Optional		_		Yes		Yes		Yes		Yes		Yes		No

		CT03.02.02.03		Field: Is the medical condition considered to be a rare disease?		Confirmation box		A rare disease concerns a restricted number of patients in the general population and shows evidence of gravity (because it is life-threatening, invalidating or serious and chronic). The limit accepted in Europe is 5/10000 person affected by the disease.		1		Mandatory		_		Yes		Yes		Yes		No		Yes		No

		CT03.02.02.04		Field: Therapeutic area		Lookup list: Therapeutic area		Click the drop-down list, then select the Therapeutic Area from the list of options. Reference list number 82.		1 or many		Mandatory		_		Yes		Yes		Yes		No		Yes		Yes

		CT03.02.02.05		Subsection: Medical condition(s) MedDra information		Header		This sub-section will present the prepopulated fields from the Search Medical condition MedDra information.		1 or many		Optional		_		_		_		_		_		_		_

		CT03.02.02.05.01		Field: Version		Read-Only		MedDra version.		1		Optional		_		Yes		Yes		Yes		No		Yes		Yes

		CT03.02.02.05.02		Field: Level		Read-Only		This is MedDRA hierarchy; following levels System Organ Class, High Level Group Term, High Level Term, and Preferred Term & Lowest Level Term.		1		Read Only		_		Yes		Yes		Yes		No		Yes		Yes

		CT03.02.02.05.03		Field: Classification code		Read-Only		MedDRA code		1		Read Only		_		Yes		Yes		Yes		No		Yes		Yes

		CT03.02.02.05.04		Field: Term name		Read-Only		MedDRA term		1		Read Only		_		Yes		Yes		Yes		No		Yes		Yes

		CT03.02.02.05.05		Field: System Organ Class		Read-Only		Primary system organ class.		1		Read Only		_		Yes		Yes		Yes		No		Yes		Yes

		CT03.02.03		Subsection: Main objective		Header				1		Read only		_		_		_		_		_		_		_

		CT03.02.03.01		Field: Trial scope		Lookup list: Clinical trial scope		The description of the purpose of the clinical trial as set out in the Regulation Article 2 (1-2). Reference list number 13.		1 or many		Mandatory		_		Yes		No		Yes		No		Yes		Yes

		CT03.02.03.02		Field: Main objective (English)		Text		Main objective of the trial. Limitation of 4000 characters.		1		Mandatory		_		Yes		Yes		Yes		No		Yes		Yes

		CT03.02.03.03		Field: Main objective (add translation)		Text		Main Objective in additional EEA languages (reference list number 107). Limitation of 4000 characters.		1 or many		Optional		_		Yes		Yes		Yes		Yes		Yes		Yes

		CT03.02.04		Subsection: Secondary Objective Number		Header				1		Read only		_		_		_		_		_		_		_

		CT03.02.04.01		Field: Secondary objective Number (ID)		Numeric		Secondary objective Number		1		Read only		_		Yes		Yes		Yes		No		Yes		No

		CT03.02.04.02		Field: Secondary objective (English)		Text		Secondary objective of the trial. Limitation of 4000 characters.		1 or many		Optional		_		Yes		Yes		Yes		No		Yes		No

		CT03.02.04.03		Field: Secondary objective (add translation)		Text		Secondary Objective in additional EEA languages (reference list number 107). Limitation of 4000 characters.		1 or many		Optional		_		Yes		Yes		Yes		Yes		Yes		Yes

		CT03.02.05		Subsection: Eligibility criteria		Header				1		Read only		_		_		_		_		_		_		_

		CT03.02.05.01		Subsection: Principal inclusion criteria		Header				1		Read only		_		_		_		_		_		_		_

		CT03.02.05.01.01		Field: Inclusion Criteria Number		Numeric		Inclusion Criteria Number		1		Read only		_		Yes		Yes		Yes		No		Yes		No

		CT03.02.05.01.02		Field: Principal inclusion criteria (English)		Text		Inclusion criteria for participant selection, inc age and sex. Other selection criteria may relate to clinical diagnosis and co-morbid conditions; exclusion criteria are often used to ensure patient safety.
WHO field14= key inclusion/exclusion criteria. Limitation of 4000 characters.		1 or many		Mandatory		_		Yes		Yes		Yes		No		Yes		No

		CT03.02.05.01.03		Field: Principal inclusion criteria (add translation)		Text		Made available in additional EEA languages (reference list number 107). Limitation of 4000 characters.		1 or many		Optional		_		Yes		Yes		Yes		Yes		Yes		Yes

		CT03.02.05.01		Subsection: Principal exclusion criteria		Header				1		Read only		_		_		_		_		_		_		_

		CT03.02.05.01.01		Field: Exclusion Criteria Number (ID)		Numeric		Exclusion Criteria Number		1		Read only		_		Yes		Yes		Yes		No		Yes		No

		CT03.02.05.01.02		Field: Principal exclusion criteria (English)		Text		Exclusion criteria for participant selection, inc age and sex. Other selection criteria may relate to clinical diagnosis and co-morbid conditions; exclusion criteria are often used to ensure patient safety.
WHO field14= key inclusion/exclusion criteria. Limitation of 4000 characters.		1 or many		Mandatory		_		Yes		Yes		Yes		No		Yes		No

		CT03.02.05.01.03		Field: Principal exclusion criteria  (add translation)		Text		Made available in additional EEA languages (reference list number 107). Limitation of 4000 characters.		1 or many		Optional		_		Yes		Yes		Yes		Yes		Yes		Yes

		CT03.02.06		Subsection: End Points		Header				1 or many		Read only		_		_		_		_		_		_		_

		CT03.02.06.01		Subsection: Primary end points		Header				1		Read only		_		_		_		_		_		_		_

		CT03.02.06.01.01		Field: Primary end point Number (ID)		Numeric		Primary end point Number		1		Read only		_		Yes		Yes		Yes		No		Yes		No

		CT03.02.06.01.02		Field: Primary end point (English)		Text		Add primary endpoint in English. Limitation of 500 characters.		1 or many		Mandatory		_		Yes		Yes		Yes		No		Yes		No

		CT03.02.06.01.03		Field: Primary end point (add  translation)		Text		Made available in additional EEA languages (reference list number 107). Limitation of 500 characters.		1 or many		Optional		_		Yes		Yes		Yes		Yes		Yes		Yes

		CT03.02.06.02		Subsection: Secondary end points		Header				1		Read only		_		_		_		_		_		_		_

		CT03.02.06.02.01		Field: Secondary End Point Number (ID)		Numeric		Secondary End Point Number (DI)		1		Read only		_		Yes		Yes		Yes		No		Yes		No

		CT03.02.06.02.02		Field: Secondary end point (English)		Text		Add secondary endopoint box in English. Limitation of 500 characters.		1 or many		Optional		_		Yes		Yes		Yes		No		Yes		No

		CT03.02.06.02.03		Field: Secondary end point (add translation)		Text		Made available in additional EEA languages (reference list number 107). Limitation of 500 characters.		1 or many		Optional		_		Yes		Yes		Yes		Yes		Yes		Yes

		CT03.02.07		Subsection: Trial duration		Header				1		Read only		_		_		_		_		_		_		_

		CT03.02.07.01		Field: Estimated recruitment start date in EEA		Date		Estimated start date of enrolment.		1		Mandatory		_		Yes		Yes		Yes		No		Yes		No

		CT03.02.07.02		Field: Estimated end of trial date in EEA		Date		Estimated end date of the trial.		1		Mandatory		_		Yes		Yes		Yes		No		Yes		No

		CT03.02.07.03		Field: Estimated global end of trial date		Date		Estimated global end date of the trial.		1		Conditionally required		_		Yes		Yes		Yes		No		Yes		No

		CT03.02.08		Subsection: Source of monetary support or material support		Header				1 or many 		Read only		_		_		_		_		_		_		_

		CT03.02.08.01		Field: Source of Monetary or Material Support: Organisation name		Text		Source of monetary support
Organisation providing the monetary support for the clinical trial. Limitation of 100 characters.		1 or many		Optional		_		Yes		Yes		Yes		No		Yes		Yes

		CT03.02.09		Subsection: Population of trial subjects		Header				1		Read only		_		_		_		_		_		_		_

		CT03.02.09.01		Field: Age range		Lookup List: Subject Age Range		The age range of the population of the trial subjects. Reference list number 15.		1 or many		Mandatory		_		Yes		Yes		Yes		No		Yes		No

		CT03.02.09.01.01		Dialogue: Age range warning		Text		Static warning: impact of including paediatric population. 		1		Read only		_		_		_		_		_		_		_

		CT03.02.09.02		Field: Age range secondary identifier		Lookup list: Subject age range secondary identifier		Reference list number 16.		1 or many		Conditionally Required		_		Yes		Yes		Yes		No		Yes		No

		CT03.02.09.03		Field: Gender (Are subjects male?)		Confirmation box		Select if male participants will be included in the clinical trial.		1		Mandatory		_		Yes		Yes		Yes		No		Yes		No

		CT03.02.09.04		Field: Gender (Are subjects female?)		Confirmation box		Select if female participants will be included in the clinical trial.		1		Mandatory		_		Yes		Yes		Yes		No		Yes		No

		CT03.02.09.05		Field: Clinical trial group		Lookup: Clinical trial group		The description of the majority of the subjects making up the clinical trial population. Reference list number 17a. 		1 or many		Mandatory		_		Yes		No		Yes		No		Yes		No

		CT03.02.09.06		Field: Vulnerable population		Confirmation box		Select if vulnerable population will be included in the clinical trial.		1 or many		Mandatory		_		Yes		Yes		Yes		No		Yes		No

		CT03.02.09.07		Field: Recruitment population group		Lookup: Recruitment population group		Description of the vulnerable population for the subjects making up the clinical trial population. Reference list number 17b.		1 or many		Conditionally required		_		Yes		Yes		Yes		No		Yes		No

		CT03.02.09.08		Field: Subjects incapable of giving consent personally		Lookup list: Subjects incapable of giving consent personally		Description of subjects incapable of giving consent personally. Reference list 17c.		1 or many		Conditionally required		_		Yes		Yes		Yes		No		Yes		No

		CT03.02.09.09		Field: Emergency situation description		Text		Description of the emergency situation that the subjects may encounter during the clinical trial. Limitation of 4000 characters.		1		Conditionally required		_		Yes		Yes		Yes		No		Yes		No

		CT03.02.09.10		Field: Other description		Text		Description of the other situation that the subjects may encounter during the clinical trial. Limitation of 4000 characters.		1		Conditionally required		_		Yes		Yes		Yes		No		Yes		No

		CT03.02.10		Field: Section changes description		Text		The description of the changes made in this section. Limitation of 4000 characters.		1		Mandatory		_		Yes		No		NA		NA		Yes		Yes

		CT03.03		Section: Protocol information		Header				1 or many		Read only		_		_		_		_		_		_		_

		CT03.03.01		Subection: Clinical trial Protocol		Header				1		Read only		_		_		_		_		_		_		_

		CT03.03.01.01		Document: Protocol		Document upload				1 or many		Mandatory		.PDF/A
.Doc /.Docx		Yes		Yes		Yes		No		Yes		No

		CT03.03.01.02		Document: Synopsis of the Protocol		Document upload				1 or many		Optional		.PDF/A
.Doc /.Docx		Yes		Yes		Yes		No		Yes		No

		CT03.03.01.03		Document: Data Safety Monitoring Committee Charter		Document upload		If applicable, provide the Charter of the Data Safety Monitoring Committee.		1 or many		Optional		.PDF/A
.Doc /.Docx		Yes		No		Yes		No		Yes		Yes

		CT03.03.02		Subection: Study design		Header				1		Read only		_		_		_		_		_		_		_

		CT03.03.02.01		Document: Study design		Document upload				1 or many		Optional		.PDF/A
.Doc /.Docx		Yes		Yes		Yes		No		Yes		No

		CT03.03.02.02		Subsection: Period details		Header		Add period details.		1 or many		Read only		_		_		_		_		_		_		_

		CT03.03.02.02.01		Field: Period Number		Numeric				1		Read only		_		Yes		Yes		Yes		No		Yes		Yes

		CT03.03.02.02.02		Field: Title		Text		Title of this period. Limitation of 100 characters.		1		Optional		_		Yes		Yes		Yes		No		Yes		Yes

		CT03.03.02.02.03		Field: Description		Text		Description of this period. Limitation of 4000 characters.		1		Optional		_		Yes		Yes		Yes		No		Yes		Yes

		CT03.03.02.02.04		Field: Allocation method		Lookup: Clinical trial allocation mehtod		Method of assigning subjects to treatment group in this period. Reference list number 57.		1		Optional		_		Yes		Yes		Yes		No		Yes		Yes

		CT03.03.02.02.05		Field: Blinding used		Lookup: Blinding method		Blinding method used in this period. Reference list 58.		1		Optional		_		Yes		Yes		Yes		No		Yes		Yes

		CT03.03.02.02.06		Field: Roles blinded		Lookup: Clinical Trial Roles blinded		Role(s) that were blinded in this period. Reference list number 59.		1 or many		Optional		_		Yes		Yes		Yes		No		Yes		Yes

		CT03.03.02.02.07		Field: Blinding implementation details		Text		Provide details about the specific procedures used to carry out blinding (e.g. double dummy techniques, measures to prevent unblinding by laboratory measurements). Limitation of 4000 characters.		1		Optional		_		Yes		Yes		Yes		No		Yes		Yes

		CT03.03.02.02.08		Subsection : Arm details		Header		Add arm details		1 or many		Optional		_		_		_		_		_		_		_

		CT03.03.02.02.08.01		Field: Arm Title		Text		Title of this arm. Limitation of 100 characters.		1		Optional		_		Yes		Yes		Yes		No		Yes		Yes

		CT03.03.02.02.08.02		Field: Arm description		Text		Description of this arm. Limitation of 4000 characters.		1		Optional		_		Yes		Yes		Yes		No		Yes		Yes

		CT03.03.03		Field: Section changes description		Text		The description of the changes made in this section. Limitation of 4000 characters.		1		Mandatory		_		Yes		No		NA		NA		Yes		Yes

		CT03.04		Section: Scientific Advice and Paediatric Investigation Plan (PIP)		Header				1		Read only		_		_		_		_		_		_		_

		CT03.04.01		Subsection: Scientific Advice		Header		Indicate regulatory authority(ies) that provided scientific advice if applicable.		1 or many 		Optional		_		_		_		_		_		_		_

		CT03.04.01.01		Field: ID		Numeric		The field will show the ID in CTIS of the Competent Authority(ies) added - Organisation search				Read only		_		Yes		No		Yes		No		Yes		Yes

		CT03.04.01.02		Field: Competent authorities that have provided scientific advice		Text		The field will show that the Competent Authority(ies) added - Organisation search		1		Optional		_		Yes		No		Yes		No		Yes		Yes

		CT03.04.01.03		Document: Summary of scientific advice		Document upload				1 or many		Conditionally required		.PDF/A
.Doc /.Docx		Yes		Yes		Yes		No		Yes		Yes

		CT03.04.01.04		Document: Scientific advice - Quality		Document upload				1 or many		Optional		.PDF/A
.Doc /.Docx		No		NA		Yes		No		Yes		Yes

		CT03.04.02		Subsection: Paediatric Investigation Plan		Header		If on opinion and/or decision has been adopted by the European Medicines Agency's (EMA) Paediatric Committee (PDCO) on Paediatric Investigation Plans, provide the details below.		1 or many		Optional		_		_		_		_		_		_		_

		CT03.04.02.01		Field: EMA paediatric investigation number		EMEA–XXXXXX-PIPXX-XX				1 or many		Mandatory		_		Yes		No		Yes		No		Yes		Yes

		CT03.04.02.02		Field: PIP opinion		Text: Automated link		Enable the provision to provide several PIP numbers.		1 or many 		Read only		_		Yes		Yes		Yes		No		Yes		Yes

		CT03.04.02.03		Document: PIP opinion		Document upload				1 or many		Optional		.PDF/A
.Doc /.Docx
JPEG		Yes		Yes		Yes		No		Yes		Yes

		CT03.04.03		Field: Section changes description		Text		The description of the changes made in this section. Limitation of 4000 characters.		1		Mandatory		_		Yes		No		NA		NA		Yes		Yes

		CT03.05		Section: Associated Clinical trials		Header				1 or many		Optional		_		_		_		_		_		_		_

		CT03.05.01		Field: Associated EU CT number(s)		Numeric in the format of the EU CT number and EudraCT number: yyyy-xxxxxx-xx yyyy-5xxxxx-xx-xx		The identification numbers of the associated clinical trial applications.		1 or many		Optional		_		Yes		No		Yes		No		Yes		Yes

		CT03.05.02		Field: Sponsor for associated clinical trial		Text		Pre-populated from EU CT number of associated CT application.		1 or many		Conditionally required		_		Yes		No		Yes		No		Yes		Yes

		CT03.05.03		Field: Full title for associated clinical trial		Text		Pre-populated from EU CT number of associated CT application.		1 or many		Read only		_		Yes		No		Yes		No		Yes		Yes

		CT.03.05.04		Document: Agreement from another sponsor		Document upload		The written agreement from the sponsor of the submitted applications that are associated with this clinical trial application.		1 or many		Conditionally required		.PDF/A
.Doc /.Docx		Yes		No		Yes		No		Yes		Yes

		CT03.05.05		Field: Section changes description		Text		The description of the changes made in this section. Limitation of 4000 characters.		1		Mandatory		_		Yes		No		NA		NA		Yes		Yes

		CT03.06		Section: References		Header				1		Read only		_		_		_		_		_		_		_

		CT03.06.01		Field: Online References		Text		Provide identifiers to retrieve publications of interest in regards to this clinical trial.		1		Optional		_		Yes		No		Yes		No		Yes		Yes

		CT03.06.01.01		Field: Reference to publication		Numeric: PMID XXXXXXXX		Add link: Enter the unique number (PubMed identifier) of a PubMed record related to this trial and click on add this link.		1		Optional		_		Yes		No		Yes		No		Yes		Yes

		CT03.06.01.02		Field: Reference link to publication		Link		Links from pub med.		1		Optional		_		Yes		No		Yes		No		Yes		Yes

		CT03.06.02		Field: Section changes description		Text		The description of the changes made in this section. Limitation of 4000 characters.		1		Mandatory		_		Yes		No		NA		NA		Yes		Yes

		CT03.07		Section: Countries outside the European Economic Area		Header		Countries outside the EEA associated with the trial, these are to be selected if subjects are planned to be enrolled in this trial outside of the EEA.		1 or many		Read only		_		_		_		_		_		_		_

		CT03.07.01		Field: Countries		Lookup list: Rest of the world		Countries outside the EEA associated with the trial, these are to be selected if subjects are planned to be enrolled in this trial outside of the EEA. Reference list number 99 (except EU/EEAs countries)		1 or many		Optional		_		Yes		No		Yes		No		Yes		Yes

		CT03.07.02		Field: Rest of the world subjects		Numeric		Planned number of subjects to be enrolled in the Rest of the World.		1		Conditionally required		_		Yes		No		Yes		No		Yes		Yes

		Part I - Sponsor

		ID		Field Name		Field Type		Field Description		Cardinality		Conformance		Document format		Publication		Deferrable		Editable (IN)		Editable (AMSC)		Editable (SM)		Editable (non-SM)

		CT04		Section: Sponsors		Header				1 or many 		Mandatory		_		Yes		No		Yes		No		Yes		No

		CT.04.01		Field: Name		Text		Sponsor organisational name. WHO field5=primary sponsor  		1		Read Only		_		Yes		No		Yes		No		Yes		No

		CT.04.02		Field: Organisation type		Text		Field stating whether the sponsor is a commercial or non-commercial sponsor. Reference list 125.		1		Read only 		_		Yes		No		Yes		No		Yes		No

		CT.04.03		Field: Address: Street name		Text		Address of the sponsor's organisation		1		Read only		_		Yes		No		Yes		No		Yes		No

		CT.04.04		Field: Town /city		Text		Town/City of the sponsor's organisation		1		Read only		_		Yes		No		Yes		No		Yes		No

		CT.04.05		Field: Post Code		Text		Post code of the sponsor's organisation		1		Read only		_		Yes		No		Yes		No		Yes		No

		CT.04.06		Field: Country		Text		Country of the sponsor's organisation		1		Read only		_		Yes		No		Yes		No		Yes		No

		CT.04.07		Field: Phone 		Numeric		Phone number of the Sponsor's organisation		1		Read only		_		Yes		No		Yes		No		Yes		No

		CT.04.08		Field: Email 		Text		Email address of the Sponsor's organisation		1		Read only		_		Yes		No		Yes		No		Yes		No

		CT.04.09		Subsection: Legal Representative		Header		This header is only shown if "Legal Representative" is selected in the "Add contacts" functionality.		0 or 1 		Read only		_		_		_		_		_		_		_

		CT.04.09.01		Field: Name		Text		Organisational name		1		Read Only		_		Yes		No		Yes		No		Yes		No

		CT.04.09.02		Field: Organisation type		Text		Status of the organisation: commercial or non-commercial. Reference list 125.		1		Read Only		_		Yes		No		Yes		No		Yes		No

		CT.04.09.03		Field: Address 		Text		Address of Legal representative of the Sponsor		1		Read Only		_		Yes		No		Yes		No		Yes		No

		CT.04.09.04		Field: Town /city		Text		Town/city of the legal representative for the sponsor for this clinical trial		1		Read Only		_		Yes		No		Yes		No		Yes		No

		CT.04.09.05		Field: Post Code		Text		Post code of the legal representative for the sponsor for this clinical trial		1		Read Only		_		Yes		No		Yes		No		Yes		No

		CT.04.09.06		Field: Country		Text		Country of the legal representative for the sponsor for this clinical trial		1		Read Only		_		Yes		No		Yes		No		Yes		No

		CT.04.09.07		Field: Phone 		Text		The phone for the legal representative for the sponsor for this clinical trial		1		Read Only		_		Yes		No		Yes		No		Yes		No

		CT.04.09.08		Field: Email address 		Text		The email for the legal representative for the sponsor for this clinical trial		1		Read Only		_		Yes		No		Yes		No		Yes		No

		CT.04.09.09		Field: Contact person - First name 		Text		Name of contact person at legal representative organisation. Limitation of 100 characters.		1		Mandatory		_		Yes		No		Yes		No		Yes		No

		CT.04.09.10		Field: Contact person  - Last name 		Text		Contact person at legal representative organisation. Limitation of 100 characters.		1		Mandatory		_		Yes		No		Yes		No		Yes		No

		CT.04.09.11		Field: Email 		Text		Email address for contact person at legal representative organisation. Limitation of 100 characters.		1		Conditionally required 		_		Yes		No		Yes		No		Yes		No

		CT.04.09.12		Field: Phone 		Numeric		Full telephone number Legal representative organisation. Limitation of 15 characters, only numbers and the '+' symbol are allowed. 		1		Conditionally required		_		Yes		No		Yes		No		Yes		No

		CT.04.10		Subsection: Scientific/public contact point		Header				1		Mandatory		_		_		_		_		_		_		_

		CT04.10.01		Subsection: Scientific contact point		Header				1 or many 		Read-only		_		_		_		_		_		_		_

		CT04.10.01.01		Field: Organisation name		Text		The field shows the information selected in the Org. Search functionality for the Sponsor		1		Mandatory		_		Yes		No		Yes		No		Yes		No

		CT04.10.01.02		Field: Functional contact point name		Text		e.g. Clinical trial information desk. Limitation of 100 characters, no numbers allowed.		1		Mandatory		_		Yes		No		Yes		No		Yes		No

		CT04.10.01.03		Field: Phone 		Numeric		Full telephone number of the Scientific contact point. Limitation of 15 characters, only numbers and the '+' symbol are allowed. 		1		Conditionally required		_		Yes		No		Yes		No		Yes		No

		CT04.10.01.04		Field: Email 		Text		Scientific contact point email address. Limitation of 100 characters.		1		Conditionally required		_		Yes		No		Yes		No		Yes		No

		CT04.10.01.05		Field: Is the sponsor scientific contact point the same as the sponsor Public contact point?		Boolean		Confirmation of whether the sponsor's public contact point is the same as the scientific contact point		1		Optional		_		No		No		Yes		No		Yes		No

		CT04.10.02		Subsection: Public contact point		Header				1 or many 		Read Only		_		_		_		_		_		_		_

		CT04.10.02.01		Field: Name of organisation 		Text		The field shows the information selected in the Org. Search functionality for the Sponsor		1		Mandatory		_		Yes		No		Yes		No		Yes		No

		CT04.10.02.01		Field: Functional contact point name		Text		e.g. Clinical trial information desk. Limitation of 100 characters, no numbers allowed.		1		Mandatory		_		Yes		No		Yes		No		Yes		No

		CT04.10.02.02		Field: Email address		Text		Public contact point email address. Limitation of 100 characters.		1		Conditionally required		_		Yes		No		Yes		No		Yes		No

		CT04.10.02.03		Field: Telephone number		Numeric		Full telephone number of the Public contact point. Limitation of 15 characters, only numbers and the '+' symbol are allowed. 		1		Conditionally required		_		Yes		No		Yes		No		Yes		No

		CT04.11		Subsection: Third Party Organisation(s) associated with the trial		Header		This section is only shown if it is selected in the "Add contacts" functionality		1 or many		Optional		_		_		_		_		_		_		_

		CT04.11.01		Field: Organisation ID		Numeric		Organisation number.		1		Read only		_		No		NA		Yes		No		Yes		Yes

		CT04.11.02		Field: Name of organisation		Text		Organisational name		1		Read Only		_		Yes		No		Yes		No		Yes		Yes

		CT04.11.03		Field: Country		Text				1		Read Only		_		Yes		No		Yes		No		Yes		Yes

		CT04.11.04		Field: Address: Street name		Text				1		Read Only 		_		Yes		No		Yes		No		Yes		Yes

		CT04.11.05		Field: Town /city		Text				1		Read Only		_		Yes		No		Yes		No		Yes		Yes

		CT04.11.06		Field: Post Code		Text				1		Read Only		_		Yes		No		Yes		No		Yes		Yes

		CT04.11.7		Field: Telephone number		Numeric		This field can be populated using the "Actions" functionality. Limitation of 15 characters, only numbers and the '+' symbol are allowed. 		1		Conditionally required		_		Yes		No		Yes		No		Yes		Yes

		CT04.11.8		Field: Email address		Text		This field can be populated using the "Actions" functionality. Email of contact person in third party organisation linked to trial.  Limitation of 100 characters.		1		Conditionally required		_		Yes		No		Yes		No		Yes		Yes

		CT04.11.9		Field: Duties		Lookup list: Sponsor Trial Duties		This field can be populated using the "Actions" functionality. Reference list number 68.		1 or many		Mandatory		_		Yes		No		Yes		No		Yes		Yes

		CT04.12		Section: Sponsor's contact point for Union		Header				1 or many 		Mandatory		_		_		_		_		_		_		_

		CT04.12.01		Field: Name of sponsor organisation		Text		Organisational name		1		Mandatory		_		Yes		No		Yes		No		Yes		No

		CT04.12.02		Field: Address 1		Text		Address for the contact point. Limitation of 100 characters.		1		Mandatory 		_		Yes		No		Yes		No		Yes		Yes

		CT04.12.03		Field: Address 2		Text		Address for the contact point. Limitation of 100 characters.		1		Optional		_		Yes		No		Yes		No		Yes		Yes

		CT04.12.04		Field: Address 3		Text		Address for the contact point. Limitation of 100 characters.		1		Optional		_		Yes		No		Yes		No		Yes		Yes

		CT04.12.05		Field: Address 4		Text		Address for the contact point. Limitation of 100 characters.		1		Optional		_		Yes		No		Yes		No		Yes		Yes

		CT04.12.06		Field: Town /city		Text		Town/City of the contact point. Limitation of 100 characters.		1		Mandatory 		_		Yes		No		Yes		No		Yes		Yes

		CT04.12.07		Field: Post Code		Text		Post code of the contact point.		1		Optional		_		Yes		No		Yes		No		Yes		Yes

		CT04.12.08		Field: Country		Lookup list: European Economic Area Member States		Country of the contact point. Reference list number 2.		1		Mandatory 		_		Yes		No		Yes		No		Yes		Yes

		CT04.12.09		Field: Functional name of contact point		Text		e.g. Clinical trial information desk. Limitation of 100 characters.		1		Optional		_		Yes		No		Yes		No		Yes		Yes

		CT04.12.10		Field: First Name		Text		Limitation of 100 characters.		1		Mandatory		_		Yes		No		Yes		No		Yes		Yes

		CT04.12.11		Field: Last name		Text		Limitation of 100 characters.		1		Mandatory		_		Yes		No		Yes		No		Yes		Yes

		CT04.12.12		Field: Phone 		Numeric		Full telephone number of the sponsor's contact person for the MS. Limitation of 15 characters, only numbers and the '+' symbol		1		Conditionally required		_		Yes		No		Yes		No		Yes		Yes

		CT04.12.13		Field: Email		Text		Email address sponsor's contact point for the MS. Limitation of 100 characters.		1		Conditionally required 		_		Yes		No		Yes		No		Yes		Yes

		CT.04.13		Section: Responsibilities of the sponsors		Header		Responsibilities of the sponsor for the trial as per article 72		1		Conditionally required		_		_		_		_		_		_		_

		CT.04.13.01		Field: Sponsor responsible for compliance		Confirmation box		Sponsor responsible for compliance with the obligations of a sponsor in the authorisation procedures set out in Chapters II and III		1 or many 		Mandatory		_		Yes		No		Yes		No		Yes		No

		CT.04.13.02		Field: Sponsor responsible for being a contact point		Confirmation box		Sponsor responsible for being a contact point for receiving all questions from subjects, investigators or any Member State concerned regarding the clinical trial and providing answers to them		1 or many 		Mandatory		_		Yes		No		Yes		No		Yes		No

		CT.04.13.03		Field: Sponsor responsible for implementing the measures taken in accordance with Article 77		Confirmation box		Sponsor responsible for implementing the measures taken in accordance with Article 77		1 or many 		Mandatory		_		Yes		No		Yes		No		Yes		No

		CT.04.14		Field: Section changes description		Text		The description of the changes made in this section. Limitation of 4000 characters.		1		Mandatory		_		Yes		No		NA		NA		Yes		Yes

		Part I - Products

		ID		Field Name		Field Type		Field Description		Cardinality		Conformance		Document format		Publication		Deferrable		Editable (IN)		Editable (AMSC)		Editable (SM)		Editable (non-SM)

		CT05		Section: Products		Header				1		Read Only		_		_		_		_		_		_		_

		PL		Field: Select substance		Lookup list of Authorised, Unauthorised Medicinal Products, Active Substance and ATC Code		Form that lists of Products (AuthorisedProduct, Unauthorised Medicinal Product, Active Substance and ATC Code) that were selected. Reference list 142.		1		Mandatory		_		_		_		_		_		_		_

		PL01		Field: EU Medicinal Product number		Text		List the product selected 		1		Read Only		_		Yes		Yes		Yes		No		Yes		No

		PL02		Field: Marketing Authorisation		Text		List the product selected		1		Read Only		_		Yes		Yes		Yes		No		Yes		No

		PL03		Field: Product Authorisation		Text		List the product selected		1		Read Only		_		Yes		Yes		Yes		No		Yes		No

		PL04		Field: Name		Text		List the product selected		1		Read Only		_		Yes		Yes		Yes		No		Yes		No

		PL05		Field: Pharmaceutical Form		Text		List the product selected		1 to many		Read only		_		Yes		Yes		Yes		No		Yes		No

		PL06		Field: Strength		Text		List the product selected		1 to Many		Read Only		_		Yes		Yes		Yes		No		Yes		No

		PL07		Field: Active Substance Name		Text		List the product selected		1 to Many		Read Only		_		Yes		Yes		Yes		No		Yes		No

		PL08		Field: EU Substance Number		Text		List the product selected		1		Read Only		_		Yes		Yes		Yes		No		Yes		No

		PL09		Field: ATC Code		Text		List the product selected		0, 1 or many		Read Only		_		Yes		Yes		Yes		No		Yes		No

		PL10		Field: ATC Name		Text		List the product selected		1		Read Only		_		Yes		Yes		Yes		No		Yes		No

		PL11		Field: ATC Level 		Text		List the product selected		1		Read Only		_		Yes		Yes		Yes		No		Yes		No

		PL12		Field: Sponsor code		Text		List the product selected		1 to Many		Read Only		_		Yes		Yes		Yes		No		Yes		No

		PL13		Field: Active Substance other descriptive name		Text		List the product selected		1 to Many		Read Only		_		Yes		Yes		Yes		No		Yes		No

		PL14		Field: Type		Text		List the product selected		1		Read Only		_		Yes		Yes		Yes		No		Yes		No

		PL15		Field: Name (Description of the Placebo)		Text		If the role of the product is placebo, the system will display the option "add placebo manually".		1		Optional		_		Yes		Yes		Yes		No		Yes		No

		PL16		Dialogue Box: MPD Unavailable		Boolean		Dialogue Box is displayed when MPD is unavailable		1		Mandatory		_		_		_		_		_		_		_

		PL17		Dialogue Box: Remove Product		Boolean		Dialogue Box is displayed when a product previously associated with the clinical trial application is removed		1		Mandatory		_		_		_		_		_		_		_

		CT05.01		Section: Product details		Header				1		Read only		_		_		_		_		_		_		_

		CT05.01.01		Field: Name		Text				1		Read Only		_		Yes		Yes		Yes		No		Yes		No

		CT05.01.02		Field: Medicinal product other name		Text				1 or many		Read only		_		Yes		Yes		Yes		No		Yes		No

		CT05.01.03		Field: EU Medicinal product number/medicinal product unique ID		Text		Unique identifier assigned to the medicinal product. This number corresponds to the EV code of the medicinal product.		1		Read only		_		Yes		Yes		Yes		No		Yes		No

		CT05.01.04		Field: Authorisation Status		Text		Status of authorisation/registration Authorised/Development		1		Read only		_		Yes		Yes		Yes		No		Yes		No

		CT05.01.05		Field: Pharmaceutical Form		Text 				1 to Many		Read Only		_		Yes		Yes		Yes		No		Yes		No

		CT05.01.06		Field: Strength		Text				1 to Many		Read Only		_		Yes		Yes		Yes		No		Yes		No

		CT05.01.07		Field: Is this a specific paediatric formulation? 		Boolean				1		Mandatory		_		Yes		Yes		Yes		No		Yes		No

		CT05.01.08		Field: Medicinal product role in trial		Lookup list: Test, Comparator, Auxiliary, Placebo		Role of the medicinal product in the trial. Reference list 77.		1 to Many		Mandatory		_		Yes		Yes		Yes		No		Yes		No

		CT05.01.09		Field: Sponsor product code		Text		Product code for the Investigational Medicinal Product as assigned by the sponsor. Limitation of 100 characters.		1		Conditionally required		_		Yes		Yes		Yes		No		Yes		No

		CT05.02		Section: Medicinal product characteristics		Header				1		Conditionally required		_		_		_		_		_		_		_

		CT05.02.01		Field: Medicinal product characteristics		Lookup list: Medicinal Product Characteristics		Reference list 47.		1 or many		Conditionally required		_		Yes		Yes		Yes		No		Yes		No

		CT05.03		Section: Dosage and administration details		Header		Contains information on route of administration, maximum dosage and duration		1		Read only		_		_		_		_		_		_		_

		CT05.03.01		Field: Route of administration		Lookup list: Route of administration		Reference list "route of administration".		1		Mandatory		_		Yes		Yes		Yes		No		Yes		No

		CT05.03.02		Field: Maximum duration of treatment		Numeric		Maximum duration of treatment of a subject according to the protocol. 		1		Mandatory		_		Yes		Yes		Yes		No		Yes		No

		CT05.03.03		Field: Maximum duration of treatment (time unit)		Lookup  list: Time unit		Maximum duration of treatment of a subject according to the protocol. Reference list number 141.		1		Mandatory		_		Yes		Yes		Yes		No		Yes		No

		CT05.03.04		Field: Maximum daily dose allowed		Numeric		Specify maximum daily dose that can be administered as per the protocol.  Limitation of 100 characters. Numbers with up to 2 decimals.		1		Mandatory		_		Yes		Yes		Yes		No		Yes		No

		CT05.03.05		Field: Daily dose unit of measure		Lookup list		Dose unit for maximum daily dose.		1		Mandatory		_		Yes		Yes		Yes		No		Yes		No

		CT05.03.06		Field: Maximum total dose allowed		Text		Specify maximum total dose. Limitation of 100 characters. Numbers with upto 2 decimals.		1		Mandatory		_		Yes		Yes		Yes		No		Yes		No

		CT05.03.07		Field: Total dose unit of measure		Lookup list		Dose unit for maximum total dose.		1		Mandatory		_		Yes		Yes		Yes		No		Yes		No

		CT05.04		Section: Information about the modification of the Medicinal Product		Header				1		Read only		_		_		_		_		_		_		_

		CT05.04.01		Field: Has the medicinal product been modified in relation to its Marketing Authorisation?		Boolean				0, 1		Mandatory		_		Yes		Yes		Yes		No		Yes		No

		CT05.04.02		Field: Description of the modification		Text		Limitation of 4000 characters.		1		Conditionally required		_		Yes		Yes		Yes		No		Yes		No

		CT05.05		Section: Product classification		Header		The classification of the Medicinal Product according to various classifications.		1 or many		Read only		_		_		_		_		_		_		_

		CT05.05.01		Field: Anatomical Therapeutic Chemical (ATC) Code		Text		Anatomical Therapeutic Chemical (ATC)  Classification System code should be provided if available.		0, 1 or many		Conditionally required		_		Yes		Yes		Yes		No		Yes		No

		CT05.05.02		Field: ATC name		Text				1		Read only		_		Yes		Yes		Yes		No		Yes		No

		CT05.05.03		Field: ATC level		Text				1		Read only		_		Yes		Yes		Yes		No		Yes		No

		CT05.06		Section: Product authorisation details		Header				1 or Many 		Read only		_		_		_		_		_		_		_

		CT05.06.01		Field: Marketing authorisation holder		Text		Organisation with the marketing authorisation of the product		1		Read only		_		Yes		Yes		Yes		No		Yes		No

		CT05.06.02		Field: Marketing authorisation country		Text				1		Read only		_		Yes		Yes		Yes		No		Yes		No

		CT05.06.03		Field: Marketing authorisation Number		Text				1		Read only		_		Yes		Yes		Yes		No		Yes		No

		CT05.06.04		Field: Centralised procedure/MRP/DCP/Registration Procedure Number		Numeric				1		Read only		_		Yes		Yes		Yes		No		Yes		No

		CT05.07		Section: Orphan designation		Header				1		Read only		_		_		_		_		_		_		_

		C05.07.01		Field: Does this product have an orphan drug designation?		Boolean		xEVPRD: Table: PR_PRODUCT Column: ORPHANDRUG  Specifies whether or not the MP has been designated as an orphan medicine.		1		Conditionally required		_		Yes		Yes		Yes		No		Yes		No

		C05.07.02		Field: Designation number for orphan drug		Text		Limitation of 20 characters.		1		Conditionally required		_		Yes		Yes		Yes		No		Yes		No

		CT05.08		Section: Active substance		Header				1 or many		Read only		_		_		_		_		_		_		_

		CT05.08.01		Field: Classification		Text				1		Read only		_		Yes		Yes		Yes		No		Yes		No

		CT05.08.02		Field: Authorisation Status		Text				1		Read only		_		Yes		Yes		Yes		No		Yes		No

		CT05.08.03		Field: Name		Text		The substance responsible for the pharmacological activity of a medicine.		1		Read only		_		Yes		Yes		Yes		No		Yes		No

		CT05.08.04		Field: Name synonyms		Text		Synonyms of the active substance name		1		Read Only 		_		Yes		Yes		Yes		No		Yes		No

		CT05.08.05		Field: Other descriptive name		Text		Other descriptive name. Limitation of 4000 characters.		1		Optional		_		Yes		Yes		Yes		No		Yes		No

		CT05.08.06		Field: EU Active substance code		Text		EV code for substance		1		Read only		_		Yes		Yes		Yes		No		Yes		No

		CT05.08.07		Field: Sponsor substance code		Text				1		Read Only		_		Yes		Yes		Yes		No		Yes		No

		CT05.08.08		Field: Strength		Text				1		Read only		_		Yes		Yes		Yes		No		Yes		No

		CT05.09		Section: Advanced Therapy Medicinal Product		Header				1		Optional		_		_		_		_		_		_		_

		CT05.09.01		Field: Advanced therapy classification		Lookup list: Advanced Therapy classification		Reference list number 48.		1		Optional		_		Yes		Yes		Yes		No		Yes		No

		CT05.09.02		Field: CAT reference number		Text		Provide the reference number given by the Committee on Advanced Therapy if available. Limitation of 20 characters.		1		Optional		_		Yes		Yes		Yes		No		Yes		No

		CT05.09.03		Subsection: Gene therapy 		Header				1		Read only		_		_		_		_		_		_		_

		CT05.09.03.01		Subsection: Gene therapy Product description		Header				1		Read only		_		Yes		Yes		Yes		No		Yes		No

		CT05.09.03.01.01		Field: Gene of interest		Text		Limitation of 100 characters.		1		Optional		_		Yes		Yes		Yes		No		Yes		No

		CT05.09.03.01.02		Field: Gene Therapy type		Lookup List: Gene therapy type		Reference list number 110.		1		Mandatory		_		Yes		Yes		Yes		No		Yes		No

		CT05.09.03.01.03		Field: Type of gene transfer product		Lookup list: Gene Transfer Product Type		Reference list number 5.		1		Optional		_		Yes		Yes		Yes		No		Yes		No

		CT05.09.03.01.04		Field: Additional Description		Text		Description of type of gene transfer product if other, or specification of the type of viral vector (adenovirus, retrovirus, AAV...). Limitation of 4000 characters.		1		Conditionally Required		_		Yes		Yes		Yes		No		Yes		No

		CT05.09.03.02		Subsection: Genetically modified cells		Header				1		Read only		_		_		_		_		_		_		_

		CT05.09.03.02.01		Field: Genetically modified cells present?		Boolean		Confirmation of IMP containing genetically modified cells		1		Optional		_		Yes		Yes		Yes		No		Yes		No

		CT05.09.03.02.02		Field: Origin of the genetically modified cells		Lookup list: Cell Origin		Confirmation/description of origin of the genetically modified somatic cells in the IMP. Reference list number 20.		1		Conditionally Required		_		Yes		Yes		Yes		No		Yes		No

		CT05.09.03.02.03		Field: Species origin for the xenogeneic cells		Text		Description of the specifies of origin for the substance with a xenogeneic origin. Limitation of 100 characters.		1		Conditionally required		_		Yes		Yes		Yes		No		Yes		No

		CT05.09.03.02.04		Field: Specify type of cells		Text		Record the type of cells to be genetically modified (e.g. hematopoietic stem cells…). Limitation of 100 characters.		1		Optional		_		Yes		Yes		Yes		No		Yes		No

		CT05.09.04		Subsection: Somatic cell therapy		Header				1		Conditionally required		_		_		_		_		_		_		_

		CT05.09.04.01		Field: Somatic cell therapy Medicinal Product Description		Header				1		Mandatory		_		Yes		Yes		Yes		No		Yes		No

		CT05.09.04.02		Field: Somatic cell origin		Lookup list: Cell origin		Confirmation of the origin of the somatic cells. Reference list number 20.		1		Optional		_		Yes		Yes		Yes		No		Yes		No

		CT05.09.04.03		Field: Species origin for the xenogeneic cell		Text		Description of the species of origin for the substance with a xenogeneic origin. Limitation of 100 characters.		1		Conditionally required		_		Yes		Yes		Yes		No		Yes		No

		CT05.09.04.04		Field: Somatic cell type		Lookup list: Cell type		Reference list number 21.		1		Optional		_		Yes		Yes		Yes		No		Yes		No

		CT05.09.04.05		Field: Specify type of differentiated cells		Text		Limitation of 4000 characters.		1		Conditionally Required		_		Yes		Yes		Yes		No		Yes		No

		CT05.09.04.06		Field: Specify other somatic cell  type		Text		Limitation of 100 characters.		1		Conditionally required		_		Yes		Yes		Yes		No		Yes		No

		CT05.09.05		Subsection: Tissue engineered medicinal product 		Header				1 or many		Read only		_		_		_		_		_		_		_

		CT05.09.05.01		Field: Origin of the engineered tissue		Lookup list: Somatic or Engineered tissue origin		Confirmation of origin of the engineered tissue. Reference list number 20.		1		Optional		_		Yes		Yes		Yes		No		Yes		No

		CT05.09.05.02		Field: Tissue Engineered xenogeneic species of origin		Text		Description of the species of origin for the substance with a xenogeneic origin. Limitation of 100 characters.		1		Conditionally required		_		Yes		Yes		Yes		No		Yes		No

		CT05.09.05.03		Field: Tissue engineered cell type		Lookup list: Somatic or Engineered tissue cell type		Reference list number 21.		1		Optional		_		Yes		Yes		Yes		No		Yes		No

		CT05.09.05.04		Field: Cell specification		Text		Specify the type of differentiated cells by stating if the cells are for example keratinocytes, fibroblasts, chondrocytes…or if the cells are not stem cells or differentiated cells, specify their type.		1		Conditionally required 		_		Yes		Yes		Yes		No		Yes		No

		CT05.10		Section: Device associated with medicinal product		Header		If one of the product is used in combination with a device, complete this section		1 or many		Read only		_		_		_		_		_		_		_

		CT05.10.01		Field: Product used in combination with a device		Lookup list: Product used in combination with a device		If one of the product is used in combination with a device, complete this section. Reference list number 86.		1		Mandatory		_		Yes		Yes		Yes		No		Yes		No

		CT05.10.02		Field: Product ID		Look up: List of products already associated to the trial				1 or many 		Conditionally Required		_		Yes		Yes		Yes		No		Yes		No

		CT05.10.03		Field: Type of device		Lookup list: Type of device		Administration device (e.g. vaginal applicator, dropper pipette), integrated device (e.g. pre-filled syringe, aerosol inhaler), medical device. Reference list number 85.		1		Optional		_		Yes		Yes		Yes		No		Yes		No

		CT05.10.04		Field: Device has CE mark		Boolean				1		Optional		_		Yes		Yes		Yes		No		Yes		No

		CT05.10.05		Field: Device Trade Name		Text		Limitation of 100 characters.		1		Optional		_		Yes		Yes		Yes		No		Yes		No

		CT05.10.06		Field: Device notified body		Text		Limitation of 100 characters.		1		Optional		_		Yes		Yes		Yes		No		Yes		No

		CT05.10.07		Field: Description of the device		Text		Name /description of the device. Limitation of 2000 characters.		1		Optional		_		Yes		Yes		Yes		No		Yes		No

		CT05.11		Section: Investigator Brochure for the Medicinal Product		Header				1		Read only		_		_		_		_		_		_		_

		CT05.11.01		Document: Investigator Brochure		Document upload				1 or many		Conditionally required		.PDF/A		Yes		Yes		Yes		No		Yes		No

		CT05.11.02		Document: Summary of Product Characteristics (SmPC)		Document upload				1 or many		Conditionally required		.PDF/A		Yes		Yes		Yes		No		Yes		No

		CT05.12		Section: Compliance with (GMP) for the Medicinal Product		Header				1		Read only		_		_		_		_		_		_		_

		CT05.12.01		Document: Authorisation of manufacturing and import		Document Upload				1 or many		Optional		.PDF/A		Yes		Yes		Yes		No		Yes		No

		CT05.12.02		Field: Authorisation number of manufacturing and import		Text		The EudraGMP MIA number associated with the medicinal product/document uploaded. Limitation of 100 characters.		1		Optional		_		Yes		Yes		Yes		No		Yes		No

		CT05.12.03		Document: QP GMP certification		Document upload				1 or many		Optional		.PDF/A		Yes		Yes		Yes		No		Yes		No

		CT05.13		Section: IMPD-Q		Header				1		Read only		_		_		_		_		_		_		_

		CT05.13.01		Document: IMPD-Q		Document upload		Version of the IMPD-Q (not to be published).		1 or many		Conditionally required		.PDF/A		No		NA		Yes		No		Yes		No

		CT05.13.02		Document: Simplified IMPD-Q  		Document upload		Simplified version of the IMPD-Q (not to be published).		1 or many		Conditionally required		.PDF/A		No		NA		Yes		No		Yes		No

		CT05.13.03		Field: Justification for no IMPD upload		Text		Reason for not uploading IMPD documentation. Limitation of 4000 characters.		1		Conditionally required		_		Yes		No		Yes		No		Yes		No

		CT05.14		Section: IMPD-S and E		Header				1		Read only		_		_		_		_		_		_		_

		CT05.14.01		Document: IMPD-Safety and Efficacy		Document upload		Version of the IMPD-S and E to be published (containing IMPD-S and IMPD-E; excluding IMPD-Q).		1 or many		Conditionally required		.PDF/A		Yes		Yes		Yes		No		Yes		No

		CT05.14.02		Document: Simplified IMPD-Safety and Efficacy		Document upload		Simplied version of the IMPD-S and E to be published (containing IMPD-S and IMPD-E; excluding IMPD-Q).		1 or many		Conditionally required		.PDF/A		Yes		Yes		Yes		No		Yes		No

		CT05.14.03		Field: Justification for no IMPD upload		Text		Reason for not uploading IMPD documentation. Limitation of 4000 characters.		1		Conditionally required		_		Yes		No		Yes		No		Yes		No

		CT05.15		Section: Auxiliary Medicinal Product Dossier		Header				1		Read only		_		_		_

		CT05.15.01		Document: AMPD - Full		Document upload		Version of Auxiliary Medicinal Product Dossier not to be published containing quality date		1 or many		Optional		.PDF/A		No		NA		Yes		No		Yes		No

		CT05.15.03		Field: Reason for no AMPD Upload		Text		Reason for not uploading AMPD documentation. Limitation of 4000 characters.		1		Conditionally Required		_		Yes		No		Yes		No		Yes		No

		CT05.16		Section: Placebo		Header				1		Read only		_		_		_		_		_		_		_

		CT05.16.01		Document: IMPD-Q Placebo		Document upload				1 or many		Optional		.PDF/A		No		NA		Yes		No		Yes		No

		CT05.17		Section: Content labelling		Header				1		Read only		_		_		_		_		_		_		_

		CT05.17.01		Document: Content labelling of the IMPs		Document upload		Description for the content labelling of the IMPs		1 or many 		Mandatory		.PDF/A		Yes		Yes		Yes		No		Yes		No

		CT05.17.02		Field: Content labelling Linked products		Select test/comparator/placebo/auxiliary product to be linked				1 or many		Optional		_		Yes		Yes		Yes		No		Yes		No

		CT05.18		Field: Section changes description		Text		The description of the changes made in this section. Limitation of 4000 characters.		1		Mandatory		_		Yes		No		NA		NA		Yes		Yes

		CT05.19		Section: All documents		Header		Section that lists all documents uploaded in Part I. This section also gives the possibility to upload documents of related to product section of Part I from here.		1		Optional		_		_		_		_		_		_		_
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Part II

		EU Clinical Trial  dossier structure data with reference to document uploads



		Part II

		ID		Field Name		Field Type		Field Description		Cardinality		Conformance		Document format		Publication		Deferrable		Editable (IN)		Editable (AMSC)		Editable (SM)		Editable (non-SM)

		CT06		Form: Country specific details (Part II)		Header				1		Read only		_		_		_		_		_		_		_						Form /Section (Level 1)

		CT06.01		Section: Trial sites 		Header				1		Mandatory		_		_		_		_		_		_		_						Section (Level 2)

		CT06.01.01		Field: Organisation ID		Numeric		Organisation number.		1 or many		Read only		_		No		NA		Yes		Yes		Yes		No						Sub-section (Level 3)

		CT06.01.02		Field: Organisation Name		Text		Name of the institution where the site is located.		1 or many		Read only		_		Yes		No		Yes		Yes		Yes		No						Subsection (Level 4) 

		CT06.01.03		Field: Site location		Read Only		Location of the trial site		1 or many		Read only		_		Yes		No		Yes		Yes		Yes		No						Documents to be uploaded

		CT06.01.04		Field: Site street address		Read Only		Address of the trial site		1 or many		Read only		_		Yes		No		Yes		Yes		Yes		No						Data fields to be completed 

		CT06.01.05		Field: Site City		Read Only		Town or City associated with site.		1 or many		Read only		_		Yes		No		Yes		Yes		Yes		No						Fields prepopulated with the results of the searches preformed according criteria presented in Worksheets Product search, Medical condition search and sponsor details searchs.

		CT06.01.06		Field: Site Post code		Read Only		Post code associated with site		1 or many		Read only		_		Yes		No		Yes		Yes		Yes		No						Dialogue box

		CT06.01.07		Field: Site Country		Read Only		Country where the trial site is located.		1 or many		Read only		_		Yes		No		Yes		Yes		Yes		No

		CT06.01.08		Subsection: Investigator information		Header		Section to populate from  the “Actions” selection		1		Read only		_		_		_		_		_		_		_

		CT06.01.08.01		Field: Title		Lookup list: (Person) Title		Title of the investigator. Reference list number 109.		1		Optional		_		Yes		No		Yes		Yes		Yes		Yes

		CT06.01.08.02		Field: First Name		Text		First name of the investigator. Limitation of 100 characters.		1		Mandatory		_		Yes		No		Yes		Yes		Yes		Yes

		CT06.01.08.03		Field: Last name		Text		Last name of the investigator. Limitation of 100 characters.		1		Mandatory		_		Yes		No		Yes		Yes		Yes		Yes

		CT06.01.08.04		Field: Department		Text		Department associated with the investigator. Limitation of 100 characters.		1		Mandatory		_		Yes		No		Yes		Yes		Yes		Yes

		CT06.01.08.05		Field: Phone		Numeric		This is the investigator's telephone number. Limitation of 15 characters, only numbers and the '+' symbol are allowed.		1		Conditionally required		_		Yes		No		Yes		Yes		Yes		Yes

		CT06.01.08.06		Field: Email		Text		This is the functional or investigators business email address. Limitation of 100 characters.		1		Conditionally required		_		Yes		No		Yes		Yes		Yes		Yes

		CT06.02		Section: Documents		Header						Read only		_		_		_		_		_		_		_

		CT06.02.01		Subsection: Recruitment arrangements		Header				1		Mandatory		_		_		_		_		_		_		_

		CT06.02.01.01		Document: Recruitment arrangements		Document upload				1 or many		Mandatory		.PDF/A
.Doc /.Docx		Yes		No		Yes		Yes		Yes		Yes

		CT06.02.02		Subsection: Subject information and Informed Consent form		Header				1		Mandatory		_		_		_		_		_		_		_

		CT06.02.02.01		Document: Subject information and informed consent form		Document upload				1 or many		Mandatory		.PDF/A
.Doc /.Docx		Yes		Yes		Yes		Yes		Yes		Yes

		CT06.02.03		Subsection: Suitability of the investigator		Header				1		Mandatory		_		_		_		_		_		_		_

		CT06.02.03.01		Document: Investigator CV		Document upload		CV of the investigator		1 or many		Mandatory		.PDF/A
.Doc /.Docx		Yes		No		Yes		Yes		Yes		Yes

		CT06.02.03.02		Document: Suitability of the investigator		Document upload				1 or many		Optional		.PDF/A
.Doc /.Docx		Yes		No		Yes		Yes		Yes		Yes

		CT06.02.04		Subsection: Suitability of the facilities		Header				1		Mandatory		_		_		_		_		_		_		_

		CT06.02.04.01		Document: Suitability of the facilities		Document upload		Written statement on the suitability of the clinical trial sites adapted to the nature and use of the IMP.		1 or many		Mandatory		.PDF/A
.Doc /.Docx		Yes		No		Yes		Yes		Yes		Yes

		CT06.02.05		Subsection: Proof of insurance cover or indemnification		Header				1		Mandatory		_		_		_		_		_		_		_

		CT06.02.05.01		Document: Proof of insurance		Document upload				1 or many		Mandatory		.PDF/A
.Doc /.Docx
JPEG
PNG		Yes		No		Yes		Yes		Yes		Yes

		CT06.02.06		Subsection: Financial and other arrangements		Header				1		Mandatory		_		_		_		_		_		_		_

		CT06.02.06.01		Document: Financial arrangements		Document upload				1 or many		Mandatory		.PDF/A
.Doc /.Docx
JPEG
PNG		No		NA		Yes		Yes		Yes		Yes

		CT06.02.07		Subsection: Compliance with national requirements on Data Protection		Header				1		Optional		_		_		_		_		_		_		_

		CT06.02.07.01		Document: Compliance with national requirements on Data Protection		Document upload				1 or many		Optional		.PDF/A
.Doc /.Docx		Yes		No		Yes		Yes		Yes		Yes

		CT06.02.08		Subsection: Compliance with use of Biological samples		Header				1		Optional		_		_		_		_		_		_		_

		CT06.02.08.01		Document: Compliance with use of Biological samples		Document upload				1 or many		Optional		.PDF/A
.Doc /.Docx		Yes		No		Yes		Yes		Yes		Yes

		CT06.02.09		Section: All documents		Header		Section that lists all documents uploaded in Part II. This section also gives the possibility to upload documents of Part II from here.		1		Optional		_		_		_		_		_		_		_
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Med. condition Search (Part I)

		Medical condition Search MedDRA information

		ID		Field Name		Field Type		Field Description		Cardinality		Conformance

		MC		Header: Search medical condition MedDRA information		Header		Medical conditions searched using MedDra.		1		Read only				To complete the CTA form- Medical condition section:

		MC01		Field: Term name		 Text		Text is mandatory (if Classification code is not provided): contains,equals, starts with. Limitation of 100 characters.		1		Conditionally required. 
Text is madatory (if Classification code is not provided)						1. The user includes a search criteria

		MC03		Field: Level		Lookup list: MedDRA level Hierarchy from more generic to more specific: SOC (System Organ Class)-HLGT (High Level Group Term)-HLT (High Level Term)-PT (Preferred Term)-LLT (Lowest Level Term)		Hierarchy from more generic to more specific: SOC (System Organ Class)-HLGT (High Level Group Term)-HLT (High Level Term)-PT (Preferred Term)-LLT (Lowest Level Term). Reference list 81.		1		Optional						2. The user selects the required information according to the search results presented

		MC02		Field: Classification code		Text		Limitation of 100 characters.		1		Mandatory 
(if Term is not provided)

		MC04		Section: Medical condition search results		Header		This section represents the results retrieved from  MedDRA		1		Read only

		MC04.01		Field: Version		Numeric				1		Read only

		MC04.02		Field: Level		Text				1		Read only

		MC04.03		Field: Classification code		Numeric 				1		Read only

		MC04.04		Field: Term name		Text				1		Read only

		MC04.05		Field: Status		Text				1		Read only
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Org. Search (Part I & II)

		Organization Seach

		ID		Field Name		Field Type		Field Description		Cardinality		Conformance

		OG01		Section: Search organisation		Header		Search organisation criteria are included in the "Add Sponsor" functionality.		1		Mandatory				To complete the CTA form- Medical condition section:

		OG01.01		Organisation name		Text		Limitation of 100 characters.		1		Conditionally required 						1. The user includes a search criteria

		OG01.02		Organisation ID		Numeric		Limitation of 15 characters.		1		Conditionally required 						2. The user selects the required information according to the search results presented

		OG01.03		City		Text		Limitation of 100 characters.		1		Optional

		OG01.04		Country		Lookup list:All countries (world) 		Reference list 99.		1		Optional

		OG02				Header		This section represents the results retrieved from OMS		1		Read only

		OG02.02		Field: Organisation ID		Numeric				1		Read only

		OG02.01		Field: Organisation name		Text				1		Read only

		OG02.03		Field: Address		Text				1		Read only

		OG02.04		Field: City		Text				1		Read only

		OG02.05		Field: Postcode		Text				1		Read only

		OG02.06		Field: Country		Text				1		Read only

		OG02.08		Field: Phone		Numeric				1		Read only

		OG02.07		Field: Email		Text				1		Read only



&1#&"Verdana"&7&K737373Classified as public by the European Medicines Agency	




Clinical trials Search (Part I)

		Clinical trial Search

		ID		Field Name		Field Type		Field Description		Cardinality		Conformance

		CT01		Section: Clinical trials search		Header		This section represents the search criteria required to search for associated clinical trials		1 or many		Optional				To complete the Associated clinical trials section:

		CT01.01		Field: EU CT number		Numeric				1		Optional						1.The user  completes search criteria 

		CT01.02		Field: EudraCT number		Numeric				1		Optional						2. The user selects the required information according to the search presented

		AP02		Search results		Header		This section represents the results retrieved from the EudraCT or CTIS database		1		Read only

		AP02.01		Field: Sponsor		Text				1		Read only

		AP02.02		Field: Full title		Text				1		Read Only
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Product Search (Part I) 

		Product details Search

		ID		Field Name		Field Type		Field Description		Cardinality		Conformance

		AP01		Section: Search Parameters (Product, ATC, Substance)		Header		This section represents the search criteria required to search for a medicinal product, ATC code or Active substance		1		Mandatory				To complete the CTA form- Product details section:

		AP01.01		Field: Name of product (a, b)		Text		Limitation of 200 characters.		1		Conditionally Required						1.The user  completes search criteria 
(Search by Authorised product (a), ATC (b), Substance (c) and Unauthorised product (d))

		AP01.02		Field: EU MP Number (a, b)		Text		Unique identifier assigned to the medicinal product authorised or unauthorised. This number corresponds to the EV code. Limitation of 20 characters.		1		Optional						2. The user selects the required information according to the search presented. 

		AP01.03		Field: Marketing Authorisation Number (a)		Text		Authorised  products. Limitation of 20 characters.		1		Optional

		AP01.04		Field: Pharmaceutical form (a, b, c, d)		Lookup list		Authorised products,  active substance, ATC and unauthorised products		1		Optional

		AP01.05		Field: Strength (a, b, c, d)		Text		Authorised products, active substance, ATC code level 5 and unauthorised products. Limitation of 20 characters.		1		Optional 

		AP01.06		Field: Active substance name (a, b, d)		Text		Authorised product, active substance and unauthorised product. Limitation of 200 characters.		1		Optional

		AP01.07		Field: EU substance number (a, b, d)		Text		Authorised product, active substance and unauthorised product. Limitation of 200 characters.		1		Optional

		AP01.08		Field: ATC code (a, b, c)		Format XNNXXNN 		ATC		1		Mandatory/Optional

		AP02				Header		This section represents the results retrieved from the Medicinal product dictionary.		1 or many		Mandatory

		AP02.01		Field: EU MP Number		Text		Authorised and unauthorised products		1		Read only

		AP02.02		Field: Marketing authorisation number		Text		Authorised Products		1		Read Only

		AP02.03		Field: Authorisation status		Text		Unauthorised products, active substance and ATC code.		1		Read Only

		AP02.04		Field: Product Name		Text		Unauthorised products, active substance and ATC code level 5		1		Read only

		AP02.05		Field: Pharmaceutical form		Text		Unauthorised products, active substance and ATC code level 5		1 to Many		Read only

		AP02.06		Field: Strength		Text		Unauthorised products, active substance and ATC code level 5		1 to Many		Read only

		AP02.07		Field: Sponsors product code		Text		Unouthorised products		1		Read Only

		AP02.08		Field: Active substance name		Text		Authorised and unouthorised products		1 or many		Read only

		AP02.08.01		Field: Active Substance Name Synonyms		Text		Authorised and unauthorised products		1 or many		Read Only

		AP02.09		Field: EU substance number		Text		Authorised and non authorised product.		1 or Many		Read Only

		AP02.10		Field: Anatomical Therapeutic Chemical (ATC) Code		Text		Authorised Products, ATC code and unauthorised products		1 to Many		Read only

		AP02.11		Field: ATC name		Text		ATC code		1 to Many		Read only
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CTR & CTIS - ytterligare information

+ CTIS "struktur”: https://www.ema.europa.eu/documents/template-form/clinical-
trial-information-system-ctis-structured-data-form-initial-application-additional-
member en.xlsx

+ OMS registrering: Sker i SPOR (EU portal), varje organisation ar registrerad som
organisation (toppniva) och lokalitet (location, underniva)
https://spor.ema.europa.eu/sporwi/

+ EU CTR Introduction Video: hittps://web.microsoftstream.com/video/8247a462-
f023-4bcf-9ea8-4e70e2f826c2

+ CTR och relaterade dokument i EudraLex: https://ec.europa.eu/health/medicinal-
products/eudralex/eudralex-volume-10 en#set-of-documents-applicable-to-
clinical-trials-that-will-be-authorised-under-requlation-eu-no-5362014-once-it-
becomes-applicable

+ CTR och relaterade dokument pa LV’'s hemsida:
https://www.lakemedelsverket.se/sv/tillstand-godkannande-och-kontroll/klinisk-
provning/lakemedel-for-manniskor/provningsforordning-536-2014

HELPING DELIVER LIFE-CHANGING THERAPIES 6 PPD

Part of Thermo Fisher Scientific


https://www.ema.europa.eu/documents/template-form/clinical-trial-information-system-ctis-structured-data-form-initial-application-additional-member_en.xlsx
https://spor.ema.europa.eu/sporwi/
https://web.microsoftstream.com/video/8247a462-f023-4bcf-9ea8-4e70e2f826c2
https://ec.europa.eu/health/medicinal-products/eudralex/eudralex-volume-10_en#set-of-documents-applicable-to-clinical-trials-that-will-be-authorised-under-regulation-eu-no-5362014-once-it-becomes-applicable
https://www.lakemedelsverket.se/sv/tillstand-godkannande-och-kontroll/klinisk-provning/lakemedel-for-manniskor/provningsforordning-536-2014
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