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Introduction

DIGIPRIiS: Research and Clinical Trials is the platform for procedures and services of the Federal Commission for the
Protection against Health Risks (Cofepris), where authorizations for research protocols in human beings (in all their
modalities) and modifications or modifications can be requested. amendments to protocol authorization.

Procedures homoclaves:

® COFEPRIS-04-010 Request for Authorization of Research Protocol on Human
Beings, in all its modalities:

Modality A.- Medications, Biological or Biotechnological
Modality B.- Medications (Bioequivalence Studies)

Modality C.- New resources (Studies of materials, grafts, transplants,
prostheses, physical, chemical and surgical procedures) and other
methods of prevention, diagnosis, treatment and rehabilitation carried out in
human beings, except pharmacological ones)

Modality D.- Risk-free research (observational studies that use
technigues, documentary research methods and those in which no
intervention or intentional modification is carried out in the physiological,
psychological and social variables of the research subjects)

® COFEPRIS-09-012 Request for Modification or Amendment to the Research
Protocol Authorization.

On our platform you can consult all the procedures that your organization has requested regarding the
homoclaves previously listed; You will be able to observe both those previously authorized and those that are in process;
as well as view the status of the process from the application, evaluation, verification, signature and resolution.

Remember that you can have several applications and procedures in process simultaneously. You will be able
to enter as many times as necessary and your data, as well as requests and procedures, will be uploaded.

The steps for digital entry of the aforementioned procedures are listed below.
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Data classification and access to information

Remember that during the capture of information and uploading documents to the platform
you will be able to identify the information classification labels under each of the requirements.
These labels will help you know the use, treatment and controls that the information will have by

Cofepris.

Label Classification Description

Public Information in the public domain, without
any particular treatment

B INTERNO Internal Information accessible to all Cofepris staff
Restricted Information accessible only to specific Cofepris

personnel as it is essential for the performance of their
activities.

If while using the platform you have questions regarding the classification label, click on it and the
platform will display the necessary information.

Public data will be part of the information that will be disseminated in RNEC once your
request is authorized, so we suggest not sharing addresses, emails or personal

contact telephone numbers. These data also have the TRDS label in reference to the fact that
they are requested in accordance with that recommended by the World Health Organization (WHO).
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General information about applications

Before starting an application consider the following:

® Any applicant, natural person, legal entity or natural person with
The authorizer or editor role may initiate and modify the data of a “Request”.

@® In the upper portion of the window you will be able to see the following panel of the status of the
procedure during the entire process of capturing data and uploading documents of the “Request”.

® Whenever you want, you can save a request to continue editing later. Only changes that
have been saved before ending the session will be retained, so it is recommended to

“SAVE" regularly.

® The data captured and the documents uploaded will be available within the “Request” for reading
and/or downloading by all individuals who are part of the group.

® The information captured and the digitized documentation will remain in the system for 90 calendar
days as part of the “Request”.

® To each “Request” the platform assigns an alphanumeric identification string or “ Request
Number” which, for security reasons, will not be a consecutive sequence.

‘e DIGIPRIS
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® The “Request” must be signed and sent, using the current and active signature of the “Applicant”,
to be considered a “Procedure”. At this time the platform will assign a “Procedure Number”
that will be consecutive according to the homoclave, modality, date and time of signing.

Once the “Request” is considered a “Procedure”, the information and documents will continue

to be available for consultation by the user, but cannot be modified. You can identify it in the
process status panel as “Evaluation”:

Fecha de Ingreso Solicitud Acuse de Recepcién

@® Throughout the sections that make up the “Application” you will be able to view the progress in

the boxes on the right side: you will see a “check” for completed sections and “warning triangles”
where information is missing.

NOMBRE O RAZON SOCIAL*

[ & rosuce |

PRIMER APELLIDO: SECUNDO APELLIDO:
e Apellic egundo apeliid

=== ===

TELEFONO:* EXTENSION:*
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To navigate between the different sections of the application, click on the boxes on the right side
of the screen, which indicate the name of the corresponding section and the titles of the forms that

make up the set of requirements.

COMPROBANTE DE PAGO DEL TRAMITE u

ULAVE DE PAGO: D

Actions allowed for a request or procedure

As already mentioned in the “Application” process, it is a stage prior to the evaluation of the “Procedure”. Due to
this, the actions allowed and the documents available from the platform vary according to the stage of the “application
or “processing”. For greater clarity we provide the following information tables:

Application

Stage Edition Consultation and download of Other permitted actions
documents
All vean veah Delete request
Sign and Send
— |

‘® DIGIPRI
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Procedure

Stage Edition Consultation and download Other permitted actions
of documents

Download Application Form

initial No Yean Download Acknowledgment of Receipt
evaluation Desist process

Verification or No Yean Download Application Form
Signature Download Acknowledgment of Receipt

Desist process

Download Application Form

Resolution No Yeah Download Acknowledgment of Receipt
(authorized or Download resolution letter

discarded)

Resolution in Veah Yean Download Application Form

case of _ Download Acknowledgment of Receipt
Prevention Download resolution letter

Desist process

In the case of procedures in which the meaning of the resolution is prevention, you will be able to edit only the
information and text fields marked as prevented. For more information, see the title Respond to prevention.

‘® DIGIPRIS
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Edit or delete a previously saved request

1. From the “Home” screen you can view all the requests made by the
group and their status organized by Homoclave.

2.
To locate a specific request, click the “(+)” button located in the corresponding
homokey row.
Solicitudes resiizadas por I
L]
B COFEPRIS-04-0% | - @
B COFEPRIS-09-012
3. By clicking you will be able to view all the requests and their status, organized by

modality. In this section you can see the “Application Number”, applicant, date of
last saved modification and stage.

™ Etapa
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4. To edit, review the data or download the documents of an application, click on the
“Consult” button in the corresponding row.

B Modalidad A Medicamentos., icidgicos o Blatecnolégicon.

™ Etaps
Solciiud Mo Tramite
DT re—
° =
i . ° [—’J
s -2 — b ° ’—'J

Note: In the case of a “Request”, after pressing the “Consult” button, the editing window
will be displayed.

To properly enter information and documents, we recommend that you review the
following titles of the manual:

® Sections-that make up-an Applir‘nfinn

5. Remember to always save the information before leaving the procedure, or signing and sending it. For
more information on how to save the information, see the title Saving changes made to a Request
within this manual.

‘@ DIGIPRIS
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In case you decide to delete the request:

1 At the bottom portion of the request editing window, you will find the “DELETE
REQUEST” button. Click the button.

2. The platform will display a screen to confirm the action. Click the “ YES,
DELETE” button to confirm the deletion.

Note: Please note that deleting a request cannot be undone and you will lose the data and/
or documents associated with this request.

L Desea borrar |a solicitud 5b44a686-81¢f-0051-4625-57659ec0583 7

=g

3. Click “Home” to return to the main section.

® DIGI
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Request for Authorization of Research Protocol on Human Beings
(COFEPRIS-04-010)

The following section will indicate the general procedure for requesting Authorization of a Research Protocol

in human beings, amendments or modifications to it. For more information about each modality, the

variations in requirements and their legal bases, it is suggested to consult the specific guides. The following example
will be carried out with the Authorization of Research Protocol on Human Beings (COFEPRIS-04-010).

To start the request:

1. Once you have entered the platform, from the “Home” menu, click on the “ Start a new processing
request” button.

Solictudes realizadas por . Iniolar e s seliuiind o il | @

8 COFEPRIS-04-010

2. A window will appear to select the procedure you wish to carry out. Click on the “(+)” button
located on the side of the COFEPRIS-04-010 Homoclave to view the different modalities of the
procedure.

Selecciona una Homoclave y modalidad para iniciar una nueva solicitud

COFEPRIS-04-00

COFEPRIS-09.012
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3. Identify the relevant modality for the request you wish to make and click on the “Continue” button
that appears at the far right of the modality.

o=

Selecciona una Homoclave y modalidad para iniciar una nueva solicitud

COFEPRIS-04-010

olcitid de Autorizacion de Protocoio de Investigacion en Seres Humanos

Modalidaa  Tipo

A Medicamentod, Bicidgicos © Bictecnoligicos
G
»
[ »

8 Medicamentos (1 studios de Bioequivalencia)

C Nuevos Recurion y olros métodos de prevencion, diagndstico, tratamiento y rehablitaciin gue se realice
o Seres PUMANOS 0 o SUS PISJUCTOS DIOKQK oM €XCepRo s farMaCshoQcos

o Iveestigacion sin Riesgo [ >

4. You will be directed to the section where the data of the procedure and the formats that will be
required are briefly indicated. If you agree and wish to continue, click on the “START A
COFEPRIS-04-010 REQUEST” button.

COFEPRIS-04-010

Solicitud de Autorizacion de Protocolo de investigacion en Seres Humanos

Modalicad A : Medicamentos, Blokigicos o Blotecnokig!
Uste tramite sirve pars obtenss 1s sutcrlzacion para Iniclar un e1tudio, PrOTOCOIO O $MEEYO CHNICO €N Lares FUMAanoL, Pars probar un

Medicaments, Biologo 0 DIt raloghco

Homoclave  Modalided Formatos requeriass

INICIAR URA SOLICITUD COFEPRIS-04-010-A

12
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S. While the request is being generated, the platform will display a pop-up window. Please wait.
Cenerando nueva solicitud COFEPRIS-04-010-A
6. Subsequently, a window will appear where you can:
@ View the status of the request.
® View general application data: application number, process number
(not yet assigned), applicant name, creation and update date.
® Review the Instructions for filling out the application.
® Enter the information and documents required for the application.

To begin capturing information and uploading documents go to the lower region of the window.

COFEPRIS-04-010

por. s |

Solicitud de Autorizacion de Protocolo de investigacion en Seres Humancs
Modaiciad A : Medicamentos. Bologkos o Bite %

recciones

Requisitos de la solicitud

@ DIGIP



Machine Translated by Google

SALUD e COFEPRIS

SECRETARIA DE SALUD l ' COMISION FEDERAL PARA LA PROTECCION

CONTRA RIESGOS SANITARIOS

To properly enter information and documents, we recommend that you review
the following titles of the manual:

®  Soctions that make up-an Appliratinn

o (‘aphlrp information-in-a annpcr

e Iplnar{ files in-a quupef

Note: You should always save information before signing and shipping. For more information
on how to save the information, see the title Saving changes made to a Request

within this manual.

14
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Sections that make up an Application

With slight variations, each of the requests for the COFEPRIS-04-010 homoclave
It is made up of the following sections:

@® Owner data: form with the applicant's information, the information provided in this section will
be used for the electronic capture of the “Authorizations, Certificates and Visits Form, FF-
COFEPRIS-01".

® Data from the owner establishment: this information is very important, since
it will be used for the electronic capture of the “Authorizations, Certificates and
Visits Form, FF-COFEPRIS-01".

® Proof of payment and request letter.

@ Sponsor.

® Research documents: this section requests general research data and documents
(research protocol, study schedule, researcher manual and informed consent).

® Research product.

® Research Center.

@ Emergency care center.

@ Principal investigator.

® Research team.

® Research ethics committee.

® Investigation committee.

® Biosafety committee.

@ Importer.

® Complementary information: this section requests general data about the research

and also others that are necessary to contact the people who could provide information
about the research.

® DIGIP
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® Other documents: if you have other documents that you consider important
for the evaluation of your application that have not been required in other
sections, you can enter them here (materials for research subjects, addendums
to the protocol, annexes, etc.).
These documents will not be authorized, only “acknowledgment of receipt” will be
made. It is allowed to add up to 15 documents.

In the case of amendments and modifications (COFEPRIS-09-012), the requirements follow

the same order, however, only the sections in which data or documents need to be updated according
to each type of procedure are requested. For protocols that were updated prior to the start of

the digital platform, it will be necessary to capture an additional “Complementary Information”
form. This will allow information about the protocol to be published in the new version of the RNEC.

For more information about each modality, the variations in requirements and their legal bases, it is
suggested to consult the specific guides.

) DIGIPR
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Classification of Amendments and Modifications within the platform

For the purposes of order in the attention of the procedures and clarity within the requirements, on the platform
the Amendments and Modifications are classified according to the following table. To review the details of
each one and the specific requirements, it is suggested that you consult the corresponding guide.

Modality o
(Internal) Type of Amendment or Modification

TO. Amendment to base documents: research protocol, researcher manual or informed
consent/assent

b. Inclusion of research centers

C. Changes to the research center: address and/or name

d. Principal Investigator Changes

Change or integration to the research team

F. Changes to the emergency center: address and/or name

g. Changes to the Evaluation Committees: Research Ethics Committee, Research
Committee or Biosafety Committee

H. Security amendment
Changes to the owner: address and/or name

J. Sponsor changes: address and/or name

K. Change or addition of importer

L. Other modifications

_—l_

‘@ DIGI
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Capture information in a Request
Before starting, take the following into account:

® Each section is made up of a set of forms that you must fill out. Some fields are required and some
may not apply to the particular “Request” .

® Each form will tell you whether the data is required (red filled boxes, warning triangle, and “This
field must not be empty”) or optional (white filled boxes).

NUARO EXTEROR NUMERO INTERICR:*

@ There is a progress indicator for each section which is updated as the forms are filled
out. If any requirement does not apply to your application, it is not necessary to complete it to
advance.

® |[f there is new data uploaded that has not yet been saved, the system will prompt you that
it must be saved before you can sign and submit the application.

@® Throughout the application, you can find some “tips” that will give you greater clarity about the
different requirements, just click on the information button (“i”) located on the side of the
requirement.

&
CASTA OF DEICHIPCION OF

CUSSOS MUMANDS ¥ MATERIALES QUE SERAN D
DESTINADOS PARA LA INVES o

ON:

..V — I,??

27 N aIp =
® DIGIPRIS
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Upload files in a Request

@ For this title the same considerations apply as in Capturing information in a Request

@ For the format of the documents, you will be indicated the format they must have (.pdf or
word), as indicated in the following images.

Example PDF document (.pdf):

LICENGIA SANITARIA © AVISO DE FUNCIMAMINTO DL souCTanTE [

:'__.-_*"""" =& ENCIA SANTTAA peif M °

Example WORD file (.doc or .doxc):

i | LLCETO UBSE O SCUCTTUD
S m—

Note: Take into account that documents with passwords, extensions, macros or formats other
than those indicated cannot be entered.

1. To upload files, click the “Attach PDF file” button
or “Attach WORD file” as appropriate to each requirement and select the document(s) you
want to add and click the “Open” button in the pop-up window.

@ You can add documents one by one or select multiple documents at
the same time.

e DIGIPRIS
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2. Once you click on the “Open” button, a “File Upload” pop-up window will

be displayed where you must confirm the upload of the selected file(s) by clicking
on the “Upload” button.

Carga de archivos

Cargar
B3 o

Note: In case you do not want to upload any of the previously selected documents, click
on the red button (Trash Can with X) to remove that document from those that will be
uploaded. It is also possible to select “Discard” to cancel the upload of all files visible

in the “File Upload” pop-up window.
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3. When you begin uploading the files, you can view its progress in the lower
right corner of each document.

4. When the files are uploaded you will be directed to the “ Application” section in
which the documents were uploaded. If necessary, you can download the
documents to view them by clicking on the green rounded box where the weight
of the file is indicated.

@ DIGIPI
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3. Afterwards, you can continue filling out the different forms, uploading documents or proceed

to save the fields. To know how to save the changes, go to the section on Saving the

changes made in the “Request for Authorization of Research Protocol in
Human Beings” or the “Request for Modification or Amendment of Research Protocol”

of this manual.

22
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Save changes made to a Request

To save changes made to a “Request”, go to the bottom of the page within.

1. On this screen you will be able to see the different elements that you have modified and are
available to save. To complete the saving process click on the “SAVE” button.

1

=

Note: You should always “ SAVE” changes to information and documents before
signing and submitting.

It is very important to verify that the information presented in the forms is correct, since some sections will
be part of the resolution letter issued by the Health Authorization Commission (such as name of the titular
establishment, address of the establishment, name of the sponsor, scientific title of the protocol , etc). For more
information, consult the guide corresponding to each homoclave and modality.

Remember that some of this data will be part of the information that will be published in RNEC once your
application is authorized (such as public protocol title, inclusion criteria, exclusion criteria). For more
information, consult the specific section of this manual Data classification and access to information.

‘® DIGIP
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Sign and send an application or Generate a procedure

To finalize your request, it must be sent and signed, so you must follow the following steps:

1. In this section, capture the requested information, upload the documents and save
the changes made to your “Application”. For more information consult these manual titles:

® General information about applications

® Capture information in a Request

® Upload files in a Request

® Save changes made to a Request

2. Go to the bottom section of the application window and click the “ SIGN AND SUBMIT” button.

I
e I

3. The platform will display a window where you can view the application number, applicant, creation date

and update date.
If necessary, you can review the details of the request by clicking on the “(+)” button at the far right of

the “View request details” box.
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COFEPRIS-04-010

Solicitud de Autorizacion de Protocolo de Investigacion en Seres Humancs
Modalidad A : Medicamentos, Blokdgicos o Biotecnclogico

No. Solicitud: 12 No. Tramite: N _ Creacion Actualizacn

Ver detalles de |la solicitud

Flrma Electronica del SAT

To hide the information click on the “(-)” button at the far right of the “View request details”
box.

o=

COFEPRIS-04-010

Solicitud de Autorizacion de Protocolo de Investigacion en Seres Humanos
Modatdad A Medikamentos. Bloldgos o Brtenoldgkot

Mo, Solicitud: No. Tramite: M _ Creacion: Actualizaciin

Ver detalles de la solicitud 0
~

u -
== -
4. To sign the request, go to the bottom portion of the window and click on the “Upload

private key .key” button and upload the corresponding file.

5. Once the platform verifies the validity of your electronic key, a text field will open in which you must
enter the password for your private key. When finished, click “ Sign.”

‘@ DIGIPRIS
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Desist or consult a procedure

From the “Home” screen you can view all the requests made by the group and their status organized by
Homoclave.

1. To locate a specific request, click the “(+)” button located in the corresponding homokey row.

o=

seictudes realzadas oo EEEEEEE— et L
o

B COFEPRIS-04-010

©

& COFEPRIS-09-012

2. By pressing the button you will be able to view all the requests and their status, organized by
modality.

@® In this section you can see the application number, process number if it has
been signed and stage, as well as the applicant and date of last

saved modification.

- Eraga
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3. To consult the details of a “Procedure”, click on the “Consult” button in the
corresponding row.

o~ == |

B Modaidad A Medicamentos, Buoadgicos o Biotec noldgicos.

™ frapa
= } —
s - a
T e = =a
4. Within the “Consult” section of each procedure, you will find the different actions

you can perform.

o=

informacién de la solicitud Original

3. In case you decide to withdraw from a procedure: at the bottom of the window
to consult the procedure, you will find the “DESIST FROM THE PROCEDURE”
button. Click the button. Take into account that:

@ \Withdrawal cannot be undone.

@ Any costs associated with the procedure cannot be recovered.

D

@ DIGII
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COFEPRIS-04-010

Salicitud de Autorizacion de Protocolo de Invedligacion en Seres Humancs
Modatdad B - Mediamentos (Estudios de Bioequivalencia

No. Solicitud: & Ho. Tramite: _ Creacién Actualizacion
o -] o O o
: :

Armite, torme en CUSNLE Que ESLA BCCiSn NO Duede deshacerse ¥ que
2o £on ol trkmite NG serk fecuperable.

6. A pop-up window will immediately appear in which you must sign this
action. To sign the action, click the “Upload private key .key” button and
upload the corresponding file.

7. Once the validity of your electronic key has been verified, a text field will open in
which you must enter the password for your private key. When finished,
click “Sign.”

® DIGIP
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Firma Electrénica del SAT

When you finish withdrawing the process, the platform will send it to the
Process Status Panel. Where you can download the withdrawal receipt by

clicking on the “Download” button located under the text “Resolution
document”.

COFEPRIS-04-010

Solicitud de Autorizacion de Protocolo de Investigacion en Seres Humanos
MOTE0IT B | MEJKIMentos (ESTUdon oe Bequivalencia

Mo Soticitua N, Trimae: _ Creacstn Actusizacion
(8] @ o o o

'® DIGIPRIS
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Download documents associated with a procedure

From the “Home” screen you can view all the requests made by the group and their status organized by
Homoclave.

1. To locate a specific request, click the “(+)” button located in the corresponding homokey row.

joh == |

Solicitudes reanzace: oo EEEE—— SR
o

B COFEPRIS-09-012
= q

B COFEPRTIS-04-010

2. By pressing the button you will be able to view all the requests and their status, organized by
modality.

® |n this section you can see the application number, process number if it has
been signed and stage, as well as the applicant and date of last

saved modification.

B COFEPRIS-09-012

B COFEPRIS-04-0%0

B Modanasd O westigaciin un Reigo
™ flapa
Solicitud Mo, Trienine
BAIRAL SAN SEIN TS ATESISAISY A e J
W Modaldad & Medicame: Bslog! Bicte 2
™ Etapa
Solicitud srine
P TYF T ——— S “
MTASE FEAS HICT 08 1C MICLARE b o "
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3. To review the documents generated by the platform and associated with a procedure,
click on the “Consult” button in the corresponding row.

=
8 COFEPRIS-09-012

B COFEPRIS-04-010

B Modakdad Dr Investigackon sin Riesgo

= [rapa
Soictud No. Trkmite
B Modatdad A Medcamentos. Blokgicos o Blstecnalogicos
- frapa
Soictud No. Trikmite
et et e e — ——
|
4. Within the “Consult” section of each procedure, you will find the different actions you can perform.

In all “Procedures” you can download the “Application Form” or the “Acknowledgment of
Receipt” by clicking on the “Download” button under each item.

» > AP » =

COFEPRIS-04-010

Solicitud de Autorizacién de Protocolo de investigacion en Seres Humanos
M2 A eAICarnenton. B iod 0 Bl ecHokgid it

No. Solicituct of . No. Trimite: “ Creacion: Actuslizackin
El trdmite se ercuerira en etaps de evaluackin

®

© ©

Informacion de la salicitud Original
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SECRETARIA DE

In the case of “Procedures” in the “Evaluation” stage , under the Process Status Panel
you will find the “Original Application Information” resource . To display the captured information

5.
and uploaded documents, click the “(+)” button at the far right of the box.
COFEPRIS-04-010
Solicitud de Au“o’nunoﬂ de Protocolo de Investigacion en Seres Humanos
Modasdad A - Medicamentos. Biokigicos o Biotecnologicos
No. '.o!:nm! of Tae No. Tramite: 'nfnr\.‘.an"" M L Creacion: Actualizacion
@ o (=) Q

-
@

Informacion de la solicitud Original

By clicking you will be able to see a summary of all the information of the original request. To
hide the information click on the “(-)” button in the upper right corner of the box.

Informacion de la solicitud Original
HOMDES © BAZON SOCIA

P AP 1O
r—=—
[remeye
[ & e |

LI O

To download any of the documents that are part of the procedure, locate the requirement
Then, click on the “cloud” icon at the far right of the row corresponding to the document. The download

.® DIGIPRIS

7.
within the drop-down list.

will start immediately, please wait.
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8. In the case of procedures in the resolution stage, click on “consult” to
view: the “Application number”, applicant, date of last saved modification, stage

and “Procedure number”.

soicitudes reaizaces po | scmam———|

= o

B COFEPRIS-09-012

B COFEPRIS-04-010

- J- @ ey
e S —— — m
Q)
9. As in the procedures in other stages, you can download the “Application Form”

or the “Acknowledgment of Receipt” by clicking on the “Download” button
under each item.

You will also be able to see the meaning of your resolution and the date of issue of
the resolution (see below).

To download the corresponding letter, click on the “Download” button
that appears under “Resolution Letter.” The download will begin in a few
moments, please wait.

‘o DIGIPRI
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SECRETARIA DE SALUD COMISION FEDERAL PARA LA PROTECCION
“ CONTRA RIESGOS SANITARIOS

Authorized Procedure:

No. Tramite: _ Creacién: Actualizacion:
233300410A0002 N bea/ N0 L M. -2003
El trémite se encuentra autorizado

e Evaluacion e Verificacian e Firma 9 Resolucion

Fecha de Ingreso Solicitud Acuse de Recepcién
e —
® | L
Oficio de Resolucion

AUTOS 2400
L
e

Fecha de Resolucion

Prevented Procedure:

No. Solicitud:
Bhe-b2al-13e

No. Tramite: _ Creaclénc Actualizacién:
233300912H000) LNoeerlre20] 8 icr e e X2

@ o o o

snes atendidas antes del para evitar que el tramite sea desechado

automidticamente por falta de se

Fecha de Ingreso Solicitud Acuse de Recepcion
(e,

ficio de Resolucion

Q

Fecha de Resolucion

L

Dismissed Procedure:

No. Solicitud: <ebl2fa).6834 No. Tramite: Creacion: Actualizacion:
bb78-fa25-aTeSced6bdd2 2333004000000 Vhowembre/ 2003 W NOveEew' 207
El trémite fue desechado

@‘.—--.-‘.-.s er wacion e Verificacior 0. 9&»;;:: cidr

Fecha de Ingreso Solicitud Acuse de Recepclion

| & o

Oficio de Resolucion

—_ =

Fecha de Resolucion

10. To continue with your procedures, click the “Start” button

Remember that the legal times to respond to notifications of the
resolution of the procedures will begin from their review on the platform.

i o
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Respond to a prevented procedure

From the “Home” screen you can view all the requests and procedures carried out by the group
and their status organized by Homoclave.

! pr = |

Scficitudes reslizades po IENEEEEEE—————— ettt

L
B COFEPRIS-09-012
B COFEPRIS-04-010
1 To locate a specific request, click the “(+)” button located in the corresponding

homokey row.

jr- ==

Soficitudes reslizadas por I

o
B COFEPRIS-09-012
- @
B COFEPRIS-04-010
2. To review the procedure, click on the “Consult” button in the corresponding

row.
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Solicitudes reatizadas por IR [ icir e s st otk © |

L]
B COFEPRIS-09.012
W Modaiidad K Cambio ¢ adicion de Importador
™ Erapa
SoscRud No. Tramite
R . =)
W Modalidad ) Cambios de patrocinador [domiciio y/o razon social)
= ftapa
Solicitud No. Trimite
3. For procedures in the resolution stage you can download the “Application Form”, “Acknowledgment

of Receipt” and the “Resolution Letter”

by clicking on the “Download” button below each of the documents. The download will begin in

a few moments, please wait.

No. Sollcitudk cce02a93-1e08 Na. Tramite:
t 23 Thed B 2TTZO0AIH

Creacion: Actualizacion:

© o

El & Lante debe respondes con lat cbierva s atendidas antes del para evitar que el tramite sea desecha
automaticamente por falta de seguirniento
Fecha de Ingreso o id jse de Recepcion
s | »
echa de - J e e Qe )
-
| ®

4. In the lower region of the window you will find the box to
Consult the “Information of the original application”,

“Observations of the first evaluation” and

the sections corresponding to prevention to capture the data or upload the necessary documents.

36
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CONTRA RIESGOS SANITARIOS

Informacion de la solicitud Original }

Observaciones de la primera evaluacion

CoupecasNTY OF Paco

COMPROBANTE DE SACO DEL TRAMTE- [

lave de pago pat
sen @

Adprniar archivo ¢

To view the “Original Application Information” or “First Evaluation Observations,” click the “(+)”
button at the far right of the corresponding box. To hide the information click on the “(-)”
button at the far right of the box.

Information about the original request:

Informacion de La solicitud Original
@
() coerecmantt e paco v cadrtn 0f souEtvE
[ comraomantt ot maco
COMPOGBANTE O PACO DEL TRAMITE [Top—— o
LLAVE DE PACO R
(& ——]
[I ~roEMATOn ORET 4 Far I RS ITATA A PRONOCELS

ACRNTO LS DE SOUCITUD A W AIPTACH [P den o




Machine Translated by Google

38

SECRETARIA DE SALUD COMISION FEDERAL PARA LA PROTECCION
“ CONTRA RIESGOS SANITARIOS

Observations from the first evaluation:

Informacion de la solicitud Original

Gbervaciones de ls primees evahuacon

To Respond to Prevention, go to the bottom of the window. You will find
the different sections of the procedure that require capturing new information or
uploading documents.

Please note that only the fields that have been requested by the
Authorization Commission will be available to modify.
Cofepris Sanitary; In these sections you can:

® Modify or delete and replace data.

® Delete and replace or add documents.

To properly enter information and documents, we recommend that
you review the following titles of the manual:

® Sections that make up an Application

® Capture information in a Reguest

® Upload files in a Request

‘@ DIGIPRIS
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Remember to save the information before signing and sending.
For more information, see the title Saving changes made to a

Request within this manual.

>—

=
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7. Once you have finished and saved your changes, proceed to “SIGN AND SEND
RESPONSE TO PREVENTION". For more information, consult the Sign and send
an application or Generate a procedure section-within-thismanual.——

& NIS KB o

FIRMAR ¥ ENVIAR RESPUESTA A PREVENCION

Si desed desistic del ramite, LOMe &N CLANLE Que eSL &

DESISTIR DEL TRAMITE

8. During the signing process, a pop-up window will be displayed. Please wait.

Enviando respuesta a prevencion firmada 75be86ic-de62-08a7-3bea-301e560620ee

9. Once the Prevention Response is signed, the platform will display a window where
you can download the corresponding documents. For more information, go to the
Download documents associated with a procedure section of this manual.
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COFEPRIS-09-012

Solicitud de Modificacion o Enmienda a la Autorizacion de Protocolo de Investigacion
MO ] Cambios S BTG iBI0r |Jevicilad yie 12 20M 401k

No. Solicitud: 75k 2 Mo, Tramite: — Creacion Actualizacion
£l trémite se encusntra on etapa e evakiackon

© o< Q o o 0

10. While the Prevention Response is in the “Evaluation” stage, in the lower region of
the window you will be able to see the “Information of the original request”,
the “Observations of the first evaluation”, the “information of the first response to prevention”

or “DESIST FROM THE PROCEDURE".

For more information see the Withdraw or consult a procedure section.

Note: Remember that the COFEPRIS-04-010 and COFEPRIS-09-012
procedures in all their modalities only have the opportunity for prevention and, therefore,

aresponse to prevention.

informacion de la solicitud Origina
Observaciones de la prirmera evaluacion

Informacion de la primera respuesta a prevencién

enta Gue e3ta accitn no puede GeLhacerte y que

DESISTIR DEL TRAMITE

S deves Sevisti Gel trarmite. tor \ cuenta ¢ w8 sccic
Cuakquier COMG AL0CIaE0 CON o LraMite NG Lera recuperable

To continue with your procedures, click the “ Start” button.
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Abbreviations

42

COFEPRIS: Federal Commission for the Protection against Health Risks
CURP: Unique Population Registry Code

WHO: World Health Organization

RFC: Federal Taxpayer Registry

RNEC: National Registry of Clinical Trials

SAT: Tax Administration System

TRDS: Trial Registration Data Set
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