Mepebi Cankt-MetepByprekui
rocCyAapCTBEHHbIM MEAMLMHCKUA YHUBEPCUTET
WMenu akapemuka W.N.Maenosa

125 1em

(PRE)REGISTRATION OF PRECLINICAL TRIALS. QUO VADIS?

llya Sukhanov



Minute of history: Registration of clinical trials

U.S. Congress Health Omnibus Programs Extension Act of 1988 — free public access to information about

CT connected with AIDS
Food and Drug Administration Modernization Act of 1997 (Public Act 105-115) — free access of the public to

©)

©)

©)

©)

©)

Federally and privately funded clinical trials

m National Library of Medicine

Wational Center for Biotechnology Information

The purpose of each experimental drug
Subject eligibility criteria to participate in the clinical trial ClinicalTrials.gov
The location of clinical trial sites being used for a study

A point of contact for patients interested in enrolling in the trial.

29 February 2000 — site ClinicalTrials.gov came online
Food and Drug Administration Amendments Act of 2007 (U.S. Public Law 110-85) — mandatory wide

reported information:

©)

©)

Elements of data

Basic reports with results of study



(Pre)registration of preclinical trials: Aims

To avoid duplication of experiments

©)

To increase replication of experimental results

©)

To open possibility to use data massive

©)

©)

a significant portion of negative results or data that contradict generally

accepted ones remains unpublished

replication crisis

data pulling

new approaches to analysis of results

negativ
result

~ple




One more minute of history: Registry of preclinical trials

2011

$'® OSFHOME v

open science framework registry (https://osf.io/, USA)

PRECLINICAL
TRIALS.EU

Ay

https://preclinicaltrials.eu (Niderlandes)

2017

. animalstudyregistry.org

https://animalstudyregistry.org (Germany)

2019
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OSF registry: How to registry a project

¢:.:: OSFHOME = My Projects  Search  Support  Donate ﬁ llya Suk

Notice: OSF services will be unavailable due to planned maintenance from 20:00-21:00 Eastern Daylight Time on Tuesday, June 17 (00:00-01:00 UTC on Wednesday, June 18).

Create Project

My PFOjECtS Browse and organize all your projects

All my projects and components > Filter loaded resources
Collections @ |g8 Name ~ v Contributors Modified ~ ~ <
All my projects and components & Progressive ratio schedule in rats Sukhanov 2 days ago
All my registrations
All my preprints
Bookmarks (0)

Contributors

Only contributors on loaded resources are filterable.

2]

No contributors to display in this collection. Project
administrators can add contributors.

Tags
Only tags on loaded resources are filterable

No tags to display in this collection. Project administrators
and write contributors can add tags.



OSF registry: How to registry a project
e

()

¢: :: OSFHOME = My Projects  Search  Support  Donate ﬁ llya Sukhanov~

Notice: OSF services will be unavailable due to planned maintenance from 20:00-21:00 Eastern Daylight Time on Tuesday, June 17 (00:00-01:00 UTC on Wednesday, June 18).

: Create new project
My PFOJECtS Browse and organize all your projects proj Sl
All my projects and components > Title Filter loaded resources

Collections @ + Name ~ Enter project title Modified ~ ~ <

All my projects and components Storage location 2 days ago
All my registrations

) United States v
All my preprints
Bookmarks (0) - More

Description

Contributors - ) o
Enter project description
Only contributors on loaded resources are filterable.

o Template (optional)
No contributors to display in this collection. Project Start typing to search your projects. Selecting project as template will duplicate its
administrators can add contributors. structure in the new project without importing the content of that project.

Tags Select a project to use as a template v

Only tags on loaded resources are filterable

No tags to display in this collection. Project administrators

and write contributors can add tags. Create




OSF registry: How to registry a project

New project created successfully!




OSF registry: How to registry a project

Create new component

Title

KomnoHeHT 1

Storage location

\ Australia - Sydney

[J Add contributors from Npo6a nepa
Admins of lMpo6a nepa will have read access to this component.

[J Add tags from MNpo6a nepa

License
This component will inherit the same license as Mpo6a nepa. Learn more.
- More

Description

YT0-TO OYEHb, OYEHb HyxHOe

Category (for descriptive purposes)

O Uncategorized %




OSF registry: What do our actions result in?

-,

$°% OSFHOME »

B[Ol IRl CMl Metadata  Files Wik

Components

Analytics

14

My Projects  Search  Support  Donate

a llya Sukhanov~

Registrations  Contributors ~ Add-ons

Settings @)

Notice: OSF services will be unavailable due to planned maintenance from 20:00-21:00 Eastern Daylight Time on Tuesday, June 17 (00:00-01:00 UTC on Wednesday, June 18).

[Tpoba nepa

Contributors: llya Sukhanov

Date created: 2025-06-17 04:09 PM | Last Updated: 2025-06-17 04:09 PM
Category: & Project

Description: Add a brief description to your project

License: Add a license

Wiki

Add important information, links, or images here to describe your project.

Files

Files can now be accessed and managed under the Files tab.

Private Make Public

€ Citation v

Components Add Component Link Projects
& O KoMnoHeHT 1
Sukhanov

YTO-TO OYeHb, OUYeHb HyXHOoe

Tags

Add a tag to enhance discoverability




OSF registry: Pro et contra
e

Pro
Easy registration (supports registration via ORCID)

Simple interface and easy form filling
Ability to post project-related data sets

Ability to post information in Russian

Contra

Non-specialized website
Lack of external review of study design
No option to block general access during the embargo period

No protocol number in the registry



PreclinicalTrials.eu: How to registry a project

-
Hi, Ilya

T ey
[Q 3 - E
Searci. Add Manage
Messages
protocols protocol protocols
L=

My profile




PreclinicalTrials.eu: How to registry a project

2. Study design 3. Contact details 4. Submit

Register your study by completing the following form. Notice that the fields with an asterisk are mandatory, whereas other fields are
optional. Once the form is submitted it will be checked before publication on this website. Changes made after publication on this site
will be recorded with an audit trail.

SAVE CHANGES IMPORT PRIS (-JSON) IMPORT APAFIS (.XML) CLEAR FIELDS

1. Title*

Enter the full title of the study

2. Acronym/short title

Enter optional acronym/short titke for the study

3. Sources of support*

Give the sources of financial suppert for the study

4, Start date*
The date the study started or is expected to start

A0-MM.TTTT

5. Expected end date*
The date the study ended oris expected to end

AR-MM.TTTT

6. Study status*

Please indicate what the current status of the study is

Select option

7. Study stage* @

Please indicate the stage of the study

Stage 1 - tud
. B ¥ ¥

Hypothesis-generating research. Normally pilot studies are stage 1 studies.

. Stage 2 - Confirmatory study (hypothesis testing)
Final study confirming {ar rejecting) a single hypethesis, these are normally blinded, randamized, controlled trisls

‘GO TO NEXT SECTION AND SAVE AS DRAFT




PreclinicalTrials.eu: How to registry a project

2. Study design 3. Contact details 4. Submit

Register your study by completing the following form. Notice that the fields with an asterisk are mandatory, whereas other fields are
optional. Once the formis submitted it will be checked before publication on this website. Changes made after publication on this site
will be recorded with an audit trail.

SAVE CHANGES IMPORT PRIS (.JSON) IMPORT APAFIS (-XML)

8. Research field*

To what research field does this study relate?

CHARS:D WORDS:0

9. Hypothesis [ Research question* @

Give the research question/hypathesis or prablem the study investigates and state clearly why it isimpartant to camy out this study

CHARS:D WORDE: 0

10. In case of intervention, Intervention type*
What type of intervention is being tested in the study?

Was the intervention placebo-controlled?

Was one of the arms of the study a placsbo arm?

Yes No

11, Primary readout parameter*

What is the primary readout parameter of the study? Please clarify what will be measured, how this will be measured and at what
timepoint (e.g. efficacy based on Left Ventricular Ejection Fraction after 4 wees).

12, Secondary readout parameter

What is/fare the secondary readout parameter(s) of the study?

CHARS: D WORDS:0

13, Are animals exclusively used for this research question?*

Please indicate if the animals (or tissues) are used for this study only

Yes. No

14, Species*

Select the appropriate species for the study

Select option

15. Strain

Provide the strain or other specifications on the species

16. Sex*

Indicate the sex of the animals in the study

Selectoption

CHARS: D WORDS:0

17. Provide the experimental design/protocol/animal model* @

Provide a description of the design and protocol, including:

What animal model will be used for the study

Experimental unit (e.g., individual animal, cage, litter, ten molars of one dog)

Strategy to minimize potential confounders:
none, please state so.
Housing conditions and acclimatisation period|s]

der of treatments and measurements, animalfcage location). If there is




PreclinicalTrials.eu: How to registry a project

18. Justify number of animals/Sample size calculation* @

Please indicate if a sample size calculation was performed in advance and if so, please specify the sample size calculation. This
ically includes alpha, heta, minimal detectable difference and expected number of drop-outs {due to mortality or other causes).

Yes Ko

19. Sum of animals*
Indicate the total number of animals which are expected to be analysed in total {(exclude expected procedural drop-out)

CHARS: D WORDE: 0

20. Study arms/groups* @

Please indicate all of the study arms/groups and their purpose
In the number column please indicate the number of animals per arm or group. Make sure that the sum of all groups together is
equal to the total number given in item

To note: if you register several experiments in this protocol, please specify in the text box intervention 'exp 1', 'exp2' followed by the
name of the intervention, e.g. "exp 1 - placebo control’

_ - _ PELETE

21. Randomisation* @

Provide details about the study randomization

Are the animals randomly sllocated to the experimental groups?

Yes. No

22, Blinding (intervention)* ©

Are the investigators involved in the experiment blinded to the allocation of the animals to the experimental groups?

Select option

23. Blinding (assessment)* ©

Are the investigators blinded at the time of assessments of outcome

Select option

24, Original animal ethics committee application or number of application

Please provide a link to an online copy of the animal ethics committes application or provide the number of the application

Select option

24, Original animal ethics committee application or number of application

Please provide a link to an online copy of the animal ethics committee application or provide the number of the application

25, Additional information ©

Please give any ather information about the study that is not covered elsewhere in the Form, sud
inclusionfexclusion criteria used for animals or experimental units during the experiments and/for for data points during
analysis
Statistical plan (e.g., tests planned, software(s) you will use)

How to assess whether the data met the assumptions of the statistical approach.
The strategy used for refinement.

CHARS: D WDRDE:D

26. Link to data

Please provide links to any related published articles, or data provided in any data repository (e.g. Dataverse, Open Science
Framework, Figshare, Zenodo)

(1) At the end of your study, we highly encourage you to submit any unpublished results to the FE3R Short Note platform -  peer-
review platform disseminating unpublished data. This allows your data to remain available and reduce unnecessary duplication and
publication bias while gaining as much recognition as a published peer-reviewed paper.

CHARS: D WDRDE:D




PreclinicalTrials.eu: How to registry a project

1. General tudy design 3. Contact details 4. Submit

Register your study by completing the following form. Notice that the fields with an asterisk are mandatory, whereas other fields are
optional. Once the form is submitted it will be checked before publication on this website. Changes made after publication on this site
will be recorded with an audit trail.

SAVE CHANGES IMPORT PRIS {.JSON) IMPORT APAFIS (.XML)

Name*

Give the name of the main administrative contact for the study

Ilya Sukhanov

27. Role*

What is the role the main contact in the study (e.g. executive researcher, research group supervisor)?

28. Email*

Provide the email address of the main contact

ilia.sukhanov@gmail.com

29, Study centre details*

Give the details of the institutions where the experiments will be undertaken. Add additional lines if there is more than one

1. General Study design 3. Contact details 4. Submit

Register your study by completing the following form. Notice that the fields with an asterisk are mandatory, whereas other fields are
optional. Once the formis submitted it will be checked before publication on this website. Changes made after publication on this site
will be recorded with an audit trail.

SAVE CHANGES IMPORT PRIS (..JSON) IMPORT APAFIS (.XML)

30. Embargo?*
ou may choose to embargo the details of this study (initially for 1 year)

Yes
Erbargo the details of this study

No
| ds reosk wrant the details of

31. Statement of accuracy*

. | confirm that the information provided in this form is true, complete and acourate

GO BACK




PreclinicalTrials.eu: How to registry a project

@ O @ & B8 :

Your PreclinicalTrials.eu record has been published Bopuwe x  $ S

@ Supportat preclinicaltrials.eu <suppori@preclinicaltrials.eu>  ur, 16 9H8. 20201, 1650 ¢ @ &

. KOMY: MHE w

Dear llya Sukhanov

Congratulations! Your PreclinicalTrials eu record entitled Tetrabenazine-induced hypolocomotion in rats repeteadly
treated with PDE10A inhibitor MP-10 has been registered.

Please log on to https://preclinicalirials eu to view your record.
Kind regards,

The PreclinicalTrials.eu team



PreclinicalTrials.eu: What do our actions result in?

CREATE
AMENDMENT
The action of PDE10A
o Completed
inhibitor RO5545965 on X
PCTE0000182 o Published 20/12/2021  but not
tetrabenazine-induced )
L published
hypolocomotion in rats
CREATE
AMENDMENT
Tetrabenazine-induced
hypolocomotion in rats Completed
PCTEQ000244 repeteadly (10 days) treated  Published 20/12/2021  but not
with PDE10A inhibitor MP- published
10
CREATE
AMENDMENT
Tetrabenazine-induced
Completed

hypolocomotion in rats X
PCTE0000181 X Published 24/06/2021  but not
repeteadly treated with ot



PreclinicalTrials.eu: Pro et contra

Pro

Specialized website

Simple interface, tooltips available
External review available
Registration number available

Possibility to embargo public access (till 1 year)

Contra
English only

No possibility to post project-related data arrays



AnimalsStudyRegistry.org: How to registry a project

. animalstudyregistry.org = 2 Study title:

General Information Study Design Methods Statistics Animals Submission
Study title:

Summary* (max. 2,500 characters including spaces) o Keywords (i ]
-~
Study title* (i ]
B I U =& S X X E = - =-
P Planned start of the study* Planned end of the study*

Responsible person o Institution YYYY-MM-DD YYYY-MM-DD

. Institutional address € =+

First name Last name Funding SOMICES o

llya Sukhanov Name of the institution*
Work email address
ilia.sukhanov@gmail.com Street* Number*
International classification of diseases code @ Q
Postal code* City*
Additional remarks €
State Country*
v

Summarv* (max. 2.500 characters including spaces € Kevwords @ v

4

Cancel Save Save



AnimalsStudyRegistry.org: How to registry a project
-

General Information Study Design Methods Statistics Animals Submission Please describe the method of blinding*
Study title: Progressive ratio 3: effects of nicotine
4
-~
Introduction™
' Please describe the method of randomization*
Type of research* P
v Additional remarks
Hypothesis of your study*
&
Attachments
4
Study design*
B /I U &8 & x x| = = - =~ P,
: Drag & drop Files here :
Supported data formats: *.xml, *.rtf, *.txt, *.gif, *.bmp, *.jpg, *.png, *.pcx, *.doc(x), *.ppt(x), *.xlIs(x),
: *.pdf :
Please note that single files should not exceed a file size of 10MB each.




AnimalsStudyRegistry.org: How to registry a project

General Information Study Design Statistics

Study title: Progressive ratio 3: effects of nicotine
List of methods = Add new method

Method

- no method defined -

Title of the method*

<new method>

Description of the method*

Animals Submission

Action

B I U & § X X i = - =~

Narcotic/analgesic treatment

Drugs/substances

Antibodies

Cell lines, viruses, DNA or RNA constructs and bacteria

Additional remarks

Attachments

[J not applicable

[J not applicable

[ not applicable

[J not applicable

Save



AnimalsStudyRegistry.org: How to registry a project

General Information Study Design Methods Animals Submission Main endpoints*

Study title: Progressive ratio 3: effects of nicotine

FY
List of statistics =+ Add new statistic
4
Statistic Action .
Secondary endpoints
- no statistic defined -
Name of the statistical method* £
<new statistic> Sample size calculation*

Please select the method your statistic applies to. You can also select several methods for one
statistic form e.g. in case you are using different methods for your main and secondary endpoints.
You might also have methods which do not require any statistical analysis e.g. surgical procedures.

Primary statistical analysis*

Exclusion criteria

Additional remarks



AnimalsStudyRegistry.org: How to registry a project
-

Further characteristics of the animals (e.g. age, body weight, size)*

General Information Study Design Methods Statistics Submission

Study title: Progressive ratio 3: effects of nicotine

B I U & § X X =

=

iii
1

FY
List of species == Add new species —
Species Action Housing conditions*
- no species defined - B I U & & X X == - | =
»y 2 — = —
Refinement
Species* B I U® § X x = = - =-

Animal strain/breed*

Genetically modified
*

Sex*

Additional remarks



AnimalsStudyRegistry.org: Pro et contra
e

Pro

Specialized website
Simple interface, tooltips available
DOI available

Possibility to embargo public access (till 5 years)

Contra
English only

No possibility to post project-related data arrays

No external review



.0

(Pre)registration in Russia: Eternal Russian questions

Question 1: Why?
o PreclinicalsTrials.eu — 267 registrated protocols for 8 years
o AnimalsStudyRegistry.org — 217 registrated for 6 years
Potential answers:
o Protocol as a reporting publication

o Guaranteed publication of results, regardless of their nature

Question 2: Who pays for registry maintenance??

Potential answer: Government

Question 3: Access of competitor labs to information to sensitive?

Potential answer: No



Thanks for attention!

olf

CHO UHCTUTYTA
OAPMAKOJIOIM'UU
6 nm. A.B. BanbgmaHa

Fodd :
@

¥

@PSPBGMU_PHARMA




	Слайд 1
	Слайд 2
	Слайд 3
	Слайд 4
	Слайд 5
	Слайд 6
	Слайд 7
	Слайд 8
	Слайд 9
	Слайд 10
	Слайд 11
	Слайд 12
	Слайд 13
	Слайд 14
	Слайд 15
	Слайд 16
	Слайд 17
	Слайд 18
	Слайд 19
	Слайд 20
	Слайд 21
	Слайд 22
	Слайд 23
	Слайд 24
	Слайд 25
	Слайд 26

