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1. Introduction

The need for information technology systems applied to pharmacovigilance systems has been a recurring theme across
all regulatory authorities. The most successful health information systems worldwide have enabled evidence-based decision-
making. Pharmacovigilance, as a public health tool, requires systems for the identification, validation, analysis, and reporting
of adverse drug reactions (ADRs), suspected adverse drug reactions (SDRs), adverse events (AEs), events presumed to be
associated with vaccination or immunization (ESAVIs), and other safety issues related to the use of medicines and vaccines,

enabling compliance with one of the crucial activities of pharmacovigilance: reporting.

2. Objectives

2.1 General objective
Describe the use of the reporting tools available to the National Pharmacovigilance Center (CNFV) for
reporting SRAMs, ADRs, AEs, ESAVIs, or any other safety issues related to the use of medicines and

vaccines.

2.2 Specific objectives
« Establish the tool that each member of Pharmacovigilance will use.
« Provide instructions for the correct operation of VigiFlow, the correct completion of the e-Reporting
electronic form, as well as the procedure for the electronic transfer of XML-E2B.

3. Generalities

Based on the operation of Pharmacovigilance in Mexico through which its members (Figure 1) carry out the notification
of SRAM, ADR, AE, ESAVI, or any other safety problem related to the use of medicines and vaccines, as well as the
specifications in the transfer of information defined by the Uppsala Monitoring Center (UMC) under the international standard,
as well as in the operation of the VigiFlow tool and its hosted services, the National Pharmacovigilance Center has
established the means of natification that will be applied by the members of Pharmacovigilance in accordance with what is
determined in NOM-220-SSA1-2016, and which are defined in Table 1.
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Figure 1. Members of Pharmacovigilance
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Table 1. Notification media in Pharmacovigilance.

Member Tool to
use

National Pharmacovigilance Center (CNFV)

State Pharmacovigilance Centers (CEFV)

Institutional Pharmacovigilance Coordinating Centers (CICFV)

Institutional Pharmacovigilance Centers (CIFV)

Pharmacovigilance Units (UFV) dependent on CEFV and CICFV

Registration holders or their legal representatives, institutions or establishments that
carry out health research, distributors/marketers that
They have the capacity to carry out the electronic transmission of reports in XML-E2B format.
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Registration holders or their legal representatives, institutions or establishments that
conduct health research, distributors/marketers that DO NOT currently have the capacity
to carry out the electronic transmission of reports in XML-E2B format.

Health professionals and patients/consumers

VigiFlow at the central level is powered by different sources as shown in Figure 2:

Figure 2. VigiFlow power supplies
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4. VigiFlow
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4.1 Generalities

VigiFlow is an online notification management system for SRAM, ADR, AE, ESAVI or any safety
problem related to the use of medicines and vaccines. It operates as the database of the National
Pharmacovigilance Center, allowing the reception, processing and analysis of notifications, thus
facilitating the transfer of information to the WHO/WBU global database thanks to the system's
compatibility with the international standard ICH-E2B (R2 and R3). VigiFlow also allows the import of
XML files with the E2B standard, in order to exchange reports with specific notifiers such as the
pharmaceutical industry (See section

Electronic transmission XML-E2B).

The new version of VigiFlow allows for a hierarchical structure in its operation, enabling multiple
regional Pharmacovigilance centers, as shown in Figure 3. This allows, among other things, direct
reporting (in real time) to the CNFV database through three operating levels. The three levels defined
for VigiFlow's operation are as follows:

Figure 3. Hierarchical structure in notification through VigiFlow.
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Each organization within the hierarchical structure has access only to information from
entered manually by that organization and organizations below that level.

Figure 4. Information flow through VigiFlow.
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In addition to manually entering information into VigiFlow, there is also an electronic reporting
format hosted on the COFEPRIS website. This electronic format was developed specifically to
increase the participation of healthcare professionals and patients/consumers (see e-Reporting
section).

Frvrrveew

[LERE S L R RN
[

SewwWwwEEw

The new VigiFlow uses structured and standardized catalogs to enter information on adverse
reactions, medications, therapeutic indications, and other information (MedDRA, ICD-10, WHO
drug catalog, etc.).

Note: The WHO-ART (WHO Adverse Reaction Terminology) catalogue has been deprecated for
the new version of VigiFlow.

The technological resources necessary for the correct functioning of VigiFlow and e-
Reporting are:
* A computer with a stable Internet connection
* Internet browsers.
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4.2 Request for user accounts

It is important to note that the management of VigiFlow accounts will be handled by the Executive Directorate of
Systems and Processes (DESP) of COFEPRIS.

The second level of operation (CEFV, CICFV, CIFV, CENSIA and DGE) may request accounts
additional information for your organization must be sent to the following email address:

vigiflowcuentas@cofepris.gob.mx

Email requests must contain the following information:

Organization Name of the Email* Coding of Justification of the
Name in VigiFlow account manager (VigiFlow User) request for the
notifications account
(CEFRV, CICFV, requested S initial/additional
CIFV...)
Examples
CEFV/CDMX Gabriela vazquezg@saludcdmx.gob.m CEFV/CDMX/ The average number of
Vazquez X 00000/2020 notifications we receive per
Morales year in the
CICFV/IMSS Rubén Flores floresmruben@imss.qob.mx CICFV/IMSS CNFV is
Market too much to be entered
CIFV/HIM Alicia Lépez pharmacovigilancehjmlopez@ CIFV/HIM/00 be manually
Juarez Hospital of Lopez hjm.com 000/2020 o
Mexico through a single
account

*|t is required that the email account be an institutional one. If you don't have one or are having trouble with it, you can
choose another account.

Third-level Pharmacovigilance Units (UFV) (units that report to the CEFV and CICFV, or those responsible for the PVU/
Epidemiology at the jurisdictional or local level, as defined) that have the technological resources to use VigiFlow must
request user accounts from the CEFV, CICFV, CENSIA or DGE, as appropriate. The CEFV, CICFV, CENSIA or DGE must
request user accounts for their third level from the CNFV, providing the following information:

Av. Marina Nacional No. 60, 4th Floor, Colonia Tacuba, Miguel Hidalgo
" : 2025 Territorial Demarcation, Mexico City, CP 11410
* . Ao de
L | La Mujer -

b Tel: (55) 50 80 52 00 www.gob.mx/cofepris
(-t 2idD) Indigena 3) 9 P

OCF-SGC-P-01-POI-01-L-01-F-02 Rev. 02 10 of 86


file://///MJ01T5K3/Users/mdiosdado/Documents/Grupo%20GEDA%20capeta%20copartida/PROPUESTA%20CODIFICACIÓN%20PAPELERÍA%20INSTITU/CSGC%20word/SGC%20listado%20mstro%20Documento/OCF-SGC-P-01-POI-01-F-01.docx
mailto:vigiflowcuentas@cofepris.gob.mx
http://www.gob.mx/cofepris
mailto:floresmruben@imss.gob.mx

Machine Translated by Google

) Salud | (g COFEPRIS

~ Secretaria de Salud

. 3

Name of the Name of the Name Name of the Mail Coding Justification of
Organization in Institution abbreviated CCONNT electronic* of account
VigiFlow of the of the third proposed for manager (User of notifications initial/additional

second level level the third requested VigiFlow) of the unit I
organization of the third
level
level in
VigiFlow
Example
CICFV/IMSS Hospital UFV/IMSS/H Franc gomezroldanf@i UFV/IMSS/... Based on the internal

General of GZ30 Roldan mss.qob.mx criteria
Zone No. 30 Gomez of the number of

annual notifications

you must send

a UFV to

our charge to
request an account

VigiFlow, this UFV
account meets this

criterion.

Once the DESP receives the email and after approval from the CNFV, it will respond

confirmation with specific instructions for accessing VigiFlow for the first time.
Second-level members may request the modification or deletion of accounts at their own or third-level levels, when

appropriate, by submitting the same request by email. However, the user whose account needs to be modified or deleted
must be indicated and justified.

4.3 Login

4.3.1 First-time login, application and password chang

- To access VigiFlow, we recommend using Google Chrome, Mozilla Firefox, or Internet Explorer, in that order of

preference.

- Go to the link: https://vigiflow.who-umc.org/
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- Enter the username in the corresponding field, that is, the email address with which the CNFV registered
it in VigiFlow (See user account request).

Apprasba
ey
Caress

Keep me signed in

- Press the button: Can't access your account ?
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- In the “USER ID” field , verify the username entered.
- Enter the alphanumeric characters that appear in the box (consider upper and lower case).

- Press the “NEXT” button.

- Click the blue "EMAIL" box. It's important not to close this window. A 6-digit code will be sent
to your email. Log in to your email and check the number sent to you.

- Copy the code sent to the open VigiFlow page, specifically in the box

“Enter your verification code”
- Press the “NEXT” button.
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verification step 1

- A page will appear where you must enter your new password, which must contain at least 8 characters
(letters, numbers, uppercase, lowercase, symbols), and it is important that it does not resemble your

username.
- Enter that same password in the box below to confirm your new password.

password.
- Press the “FINISH” button.

Get back into your account

nstep 17 > choose a new password

srong

Firnsh

- If the process was successful, a page will appear with a green “y” and you will also be given
will send a confirmation email.

- With the above process completed, you can log in from the main link of
VigiFlow by entering your same username and new password.
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NOTE: If you do not remember your password, it can be recovered using the same procedu
described.

4.3.2 Logging in to VigiFlow

- Go to the link: https://vigiflow.who-umc.org/

- Enter your username and password in the corresponding fields.

- You can choose the “Keep me signed in” option so the system remembers your username and
password so you don’t have to enter them manually the next time you log in.

- Press the “Sign in” button .

Keep me signed in \
Contrasena

IMPORTANT: You should not use your browser's automatic translator, as this may cause problems with
field translations when you change the language to Spanish in VigiFlow. Therefore, if you have the
automatic translator enabled, you should disable it.

Upon first login, you will be prompted to read and accept VigiFlow's terms and conditions of use.
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- Click “Accept.” You can later read the terms and conditions of use from the VigiFlow home screen, which you can
find in the bottom center under “Terms of Use.”

- The home screen you'll see is in English. You can change the language in the upper right corner of the screen
where your username is located. Click the "Language" option and choose Spanish.

Select language

English
& Spanish
French
Portuguese
Idioma

Y Fa

Cerrar sesion »

If you need to log out of the system, click on the “Log out” option.

Av. Marina Nacional No. 60, 4th Floor, Colonia Tacuba, Miguel Hidalgo
q g ANo de
| [l 4

Territorial Demarcation, Mexico City, CP 11410
La Mujer
- Indigena

Tel: (55) 50 80 52 00 www.gob.mx/cofepris
OCF-SGC-P-01-POI-01-L-01-F-02 Rev. 02

16 of 86


http://www.gob.mx/cofepris
file://///MJ01T5K3/Users/mdiosdado/Documents/Grupo%20GEDA%20capeta%20copartida/PROPUESTA%20CODIFICACIÓN%20PAPELERÍA%20INSTITU/CSGC%20word/SGC%20listado%20mstro%20Documento/OCF-SGC-P-01-POI-01-F-01.docx

Machine Translated by Google

COFEPRIS

Salud

Secretaria de Salud

4.4 Main screen information

Note: The screenshots shown in this and subsequent sections are of the original character.
illustrative. Some features shown may not apply to the second and third levels of VigiFlow.
The VigiFlow main screen is shown below:

e ettt - .o - R B v e o L

The VigiFlow main screen contains a top menu with the following options:

VigiFiow - COFEPRIS A Canc: Rayon Ramires

1. New report: Enter a new report.

2. Report import (XML-E2B): function only operable by the first level (CNFV).
If you press the “Report Import (XML-E2B)” button , the following screen will open:

< Iralalista de repories

Elija archivo para importar

Seleccionar archivo  No se eligid archivo

Tipo de importe ©

e Validado No vakdado
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With this function, the CNFV can import XML files from the Pharmaceutical Industry (See section
XML—-EZ2B Electronic Transmission).

3. Account Management: Function only available to the Administrator user who
carries out account management, i.e. the CNFV and the DESP.

Pressing the “Account Management” button will display the entire hierarchy of the structure
arranged in VigiFlow.

Organizaciones

' Natonal Centre M

4. VigiLyze: Feature only available for the first level (CNFV).

5. Filter: Displays a section of filters that will be applied to the specific notification search (see point
4.6.1 “Searching for naotifications by filter”) to the reports in your list, as shown below:

6. PDF/Excel: export all reports included in the list in Excel format through
two modalities: Excel and Administrative Statistics.

Excel (29)

Estadisticas administrativas (29)
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Below the main menu you will find the list of entered reports.

The display of entered reports has the following characteristics:

« The first level will display reports entered manually and all those entered through the second and
third levels of VigiFlow. The list will also include reports entered through e-Reporting (see e-
Reporting section) and reports imported through XML-E2B electronic transfer (see XML-E2B
Electronic Transmission).

« Each member of the second level will be able to view the reports they manually entered into VigiFlow
and, if applicable, the reports entered by the third-level UFVs under their charge, as well as those
delegated to them by the first and second levels.

« Each member of the third level will only be able to view the reports they manually entered into
VigiFlow, as well as those delegated to them by the first and second levels.

The lower section of the main screen as shown in the following table, contains
a series of options that allow you to refer to different sites of interest:

Option Function

Uppsala Monitoring logo Links to the official UMC website
Center
Contact Links it to your email server to send an email to the UMC contact center
Privacy Policy It links you to the Privacy Policy section of
VigiFlow on the UMC website
Cookies It links you to a section of the UMC website for a better
understanding of the use of Cookies
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Function

Terms of use It displays a window with the terms of use of
VigiFlow

Help It links to the VigiFlow website
MedDRA version: 22.1 Shows you the version of the MedDRA dictionary that
VigiFlow currently includes

Page scroll bar Pagina 1 de 23 - -

>: next page
>> |ast page
<: previous page
<<: first page

4.5 Entering a new report.

4.5.1 Preliminary Considerations.

Before manually entering a notification into VigiFlow you should consider the following:
as a criterion for a good registration of a notification.

4.5.1.1 Duplicity detection.

VigiFlow, as a tool that draws on information from multiple sources, is not immune to receiving
duplicate cases, that is, notifications containing the same information but with different coding. Therefore,
before submitting a notification, you should ensure that it has not been previously submitted by your own
organization or by a third-level Pharmacovigilance Unit.

For this, you must use specific search filters (see section 4.4 “Search Information”).
main screen”) in order to detect duplication, such as:

* |nitials
e Sex
 Date of birth

 Suspicious medication
* Reaction/event (MedDRA)
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If you find that the notification has already been entered previously, you should check and identify whether the notification
you were about to enter has additional relevant information that could modify the report already in VigiFlow (follow-up). If so,
open the report corresponding to the first notification and enter the additional information.

4.5.1.2 Save a report.

As a good practice, it is important to save the report from the beginning of entering information in order to not lose the
information entered due to mishaps such as internet disconnection, power failure, or any situation that prevents you from

continuing to fill out the report.

By clicking the save button ,» will show you the following message:

Guardar
El reporte ha sido guardado correctamente.

If the “Save” button is gray instead of blue, it means that you have not
added information that modifies the report.

While it is possible to SAVE a report that does not include one or more required fields, without these fields, it will not be
possible to submit the report to the WHO global database. Therefore, it will be the primary responsibility of the notifier (who
manually enters the report into VigiFlow) or, if the report is delegated to the previous level, to collect the missing information
to improve the quality of the information.

If you need to exit a report capture (by pressing "Go to report list") and you have not saved it at any time, the system
will display a message like the following:

Cambios sin guardar

Extsten cambilos sin guardar en esta pagina

Guardar cambios Desestimar cambios Cancelar

Choose the desired option.
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In order to manually enter a notification/report into VigiFlow, you must click on the
“New report” option on the main screen.

When entering a new report, the following window will appear:

M)
The following buttons are displayed at the top right.
{ Iralalista de reportes | & 0NN Vioilyze  Delegar a organizacion « || Estado del reporte: Abierto v i Eliminar | @ Enviar copia | & PDF/Excel v

» Go to report list: returns to the VigiFlow home page where the list is displayed.
of reports.
* New report: Enter a new report.

« VigiLyze: button enabled only for the CNFV that allows you to open the WHO global adverse reactions database.

» Delegate to organization: see section 4.6.4 “Delegation”.

* Report Status: Open: You can assign a status to the report to organize your workflow. The
default setting is "Open." For more details on this button, see section 4.9 "First, Second, and
Third Level Functions in VigiFlow Operation."

* Delete: see section 4.6.5 “Deleting a report”.

» Send copy: Send a copy of the report to the WHO global database to allow analysis in
VigiLize. This option is only available for the CNFV.

* PDF/Excel: A menu appears with the option to download the PDF version of the
report.
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» Save: Saves the information entered up to that point. See 4.5.1.2 Saving a Report for d

Continuing with the entry of a new report, a menu will be displayed on the left side with
all the sections that make up a report:

Cas0 ran stivo & inkaracion adicions

Hishoda chinica y ralasiento médicn grisas tiley iie
Reaozion

Madicarememis

Analisis y procsdisdetos

Evaluacain

Vista ganer s °

On the right side you will find the fields that include the specific section that is
find marked in blue.
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You can enter notification information either by clicking on each section in the left menu, or by choosing the
"Overview" option , which displays all the sections and fields included in the report.

4.5.2 Mandatory fields to complete a report

It is important to mention that VigiFlow requests mandatory fields in order to establish a report as valid, which are based
on international requirements in

Pharmacovigilance and are the following:

Section Reguired field
Report Initial receipt date, Report type, Most recent receipt date (modify this last date only when the report
information information is updated, i.e., during a follow-up), Occupation of the primary notifier (known in Mexico

as Informant according to NOM-220-SSA1-2016).
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Patient « Patient's initials or
e Sex or

* Date of birth or
* Age at onset of reaction or
» Age group or
« Date of analysis together with the analysis result (section: Analysis and
procedures) or

« If it is a Father/Mother — Child report

o Gestational age at onset of reaction (if a fetus) or

0 Gestational age at exposure (if a fetus) (section:

Medicine)

Medicine « At least one Suspected drug or two drugs
Interactants

» Name of the medicine (Distinctive or generic nhame) or

» Name of the medication as reported by the notifier
primary (in open field)

Reaction « Reaction/event (MedDRA) or

» Reaction/event as reported by the primary reporter (in
free field)

When information is entered into any VigiFlow field, it changes color.
YELLOW, differentiated from the empty white fields, as shown below:

Iniclales © Sexo Fecha de ultima menstruacion © Paso (kg)
GLLA Femenino v v
Fecha de nacimiento © Edad al comienzo de la reaccion Grupo etario
v v v

Required fields will be displayed in each report section using icons. You can explore them in each 0
section, or use the Overview option , which will display the full list of required fields throughout the report.
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You will also find icons marked as such that when pressed, (§ will show you help boxes for filling out a specific field, for

example: if you click on the icon corresponding to "name of the medication" located in the "medication" section, it will show
you the following message:

o Busque y seleccione un principio activo (o vacuna) en el diccionario WHODrug.

You should also consider that there are fields with private information that the system will notify you will not be shared
with other countries when the report is shared to the global database, as shown below:

iNota! Esta informacion no estara disponible en VigiLyze para otros paises
miembros.

La Mujer Tel: (55) 50 80 52 00 www.gob.mx/cofepris
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4.5.3 Report information
This section is divided into two subsections. The first refers to identification

of the reEort and contains the foIIowini fields:

Tauks et reoante T te =anne
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.

+

You must include detailed information as shown in the following table:
Name of the Required information

field

Report title This field will necessarily be left blank, it will only be filled in when
the CNFV considers it necessary, for which the CNFV will communicate to VigiFlow users what title or
information they should enter in this field.
of | You will find the options:
Report type » Spontaneous: This is a report that comes to you from the informant without
requesting it and is given in routine clinical practice.
« Study Report: Choose this option for clinical study reports. If you choose this option, you must

complete the "Study Information" section. Other: This option will specify literature reports,
stimulated reporting notifications, and active surveillance or "active reporting.”

* Not available to sender (unknown).

Initial of | This refers to the date on which the report was first received by the entity that will capture the information
receipt date in VigiFlow, whether at the first, second, or third level.

Date of | Refers to the date the case was first recorded by the initial notifier.

notification

initial In the case of stimulated notifications, such as through pharmacovigilance studies looking for ADRSs,

AEFIs, or SAMs, the initial notification date will be the date on which the ADR was found in the clinical

record.

Most recent receipt | This date will only apply when entering follow-up information and refers to the date on which follow-up

date information was received at the Pharmacovigilance Center (first, second, or third level).

Issuer type Refers td the UFV, CEFV, CICFV, CIFV and even the CEFV that is entering
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Name of the
field

Sugab 4

Required information

manually the natification in VigiFlow.

A catalog is displayed with the following options:
« Pharmaceutical laboratory

« Health professional

* Regional Pharmacovigilance Center (if a report is submitted by the CEFV, CIFV, CICFV or their
third-level UFV, they must choose this option)

« Patient/consumer

* Regulatory authority (this option is only applicable for reports submitted by the CNFV)

« Other (e.g. distributor, study sponsor, contract research organization, or non-commercial
organization)

Other Ids of the

report

You must enter the coding assigned to your organization, based on what is specified for CEFV, CICFV,
CIFV and UFV.

Examples:
* CEFV/AGS/00001/2020

» CICFV/IMSS/00001/2020

« CIFV/HGAEPY/00001/2020

* UFV/JAL/ANKER/00001/2020
Additionally, if a follow-up is entered, you must add a new “Id” by clicking on the “plus” sign (+). A new
empty field will appear where you must enter the coding assigned to your organization, followed by a
slash (/), the letter “S” and the tracking number corresponding to the notification.

Examples: In the case of a first follow-up, i.e. when updated information on a report was received for the

first time:
« CEFV/AGS/00001/2020/S1

» CICFV/IMSS/00001/2020/S1
» CIFV/HGAEPY/00001/2020/S1
* UFV/JAL/ANKER/00001/2020/S1

Example: A UFV enters a new report and subsequently its first follow-up.

Infoemnacion del reporks
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Name of the

Required information

field

In this field, you can enter as many IDs as the issuer requires to facilitate a report
search that may not be possible through the preset filters in VigiFlow. Examples
include: internal case identification number, patient medical record number, file
number, protocol code in the case of clinical studies, among others.

In general, you can add as many IDs as you consider necessary, taking advantage
of their usefulness to identify and find a specific notification or group of notifications.

It is the responsibility of the CEFV and CICFV to review, verify, and validate the
information contained in the reports submitted by their UFV (third level). Once the
report is validated, the coding corresponding to the corresponding CEFV or CICFV
will be added.

Example: A level 2 Pharmacovigilance Center (CEFV) receives a notification from
its corresponding UFV and, after reviewing and validating it, adds its corresponding
coding.

Tk s (wyraite Tipn 68 wpile
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LB N ]

Security Report
ID

Once the report is saved for the first time, the system creates this ID, which is
composed of the following 3 elements:

<country code>-<organization name>-<consecutive number>

This security report ID can be viewed in two sections in the report information
section:

P ——— ] D - v — -

Report Number

If the report was entered manually in VigiFlow, the report ID
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Required information

field

unique global
identification

The security and Globally Unique Identification Numbers will be the same. They will only differ when the
CNFV imports XML-E2B files, where the Globally Unique Identification Number will be represented by the
name and country of the organization (pharmaceutical industry) that submitted the XML file.

(Parent Child
report)
Parental
report

When you have a report where the patient is a fetus or newborn suspected of having been exposed to
one or more medications and has experienced one or more adverse reactions, you must select this
option. When you do so, specific information fields for this type of report will be enabled in the "Patient”
section and must be filled out. Also, in the "Medication" section, two specific fields will be displayed: the
"Administration Route" used by the father or mother and the gestational age at the time of exposure. This
section is essential for reporting medication or vaccine exposure before and during pregnancy, as well as
the corresponding follow-up established by NOM-220-SSA1-2016.

There are cases where the father can influence the adverse reaction experienced by the fetus. For
example: A drug that causes mutations in the genetic material of sperm, which can lead to alterations in
the embryo; elimination of a drug through seminal fluid.

The second subsection consists of six information tabs, which we'll call "components." Each component should include

detailed information where applicable, as shown below:

y “Primary Notifier Information” Component

For our regulations, this section should be interpreted as information about the "reporter,” who may be a patient/consumer or

healthcare professional. This section should capture the information corresponding to the person who reported the case to the

sender.
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It must include detailed information as shown in the following table:

Information required from the informant

Profession ofthe | Choose from the options: “doctor,” “pharmacist,” “other healthcare professional,” “consumer,”

notifier or “other professional.”

Qualification If you choose "physician” in the notifier's profession field, you can add the doctor's specialty
in this field, or if you choose "other health professional,” you can specify this professional's
specific profile, as well as if you choose "other professional.”

Notifier Country Mexico willlautomatically appear. Do not modify.

Primary You can add more than one notifier if the report has been sent through physical means such
as paper before reaching you, but only one should be marked as "primary" in this box.

Last name Informant's paternal and maternal surnames

Name Name(s) of the informant

Department If you are a physician, pharmacist, or healthcare professional working in a healthcare
institution, please provide the specific department or area within the institution from which the
case was reported.

Organization If you are a doctor, pharmacist, or healthcare professional working in a healthcare
institution, please provide the name of the institution.

Address Street, exterior and interior number, neighborhood

City Municipality or territorial demarcation

State or province Federative Entity

Zip code cp

Phone Telephone with area code

Email Emalil

5 Av. Marina Nacional No. 60, 4th Floor, Colonia Tacuba, Miguel Hidalgo
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Except for the field “natifier's profession” all other information entered in
This section will not be shared with the WHO global database.

It should be noted that if the primary/original reporter is a patient/consumer, it will be difficult to
collect all the information requested in the table above. There are also fields that are not applicable
to this reporter (department and organization), so the fields applicable to the patient/consumer must
be selected.

y “Issuer Information” Component

For the purposes of our regulations, this section should be interpreted as the information of the
"notifier" of the case (the person who submits information related to a SRAM, ADR, AE, ESAVI, or
any safety issue related to the use of medicines and vaccines to the CNFV). Therefore, the
information corresponding to the person who is manually entering the report in VigiFlow must be
entered here. The issuers may be the UFVs that report to the CEFVs or the CICFVs. They may also
be the CEFVs themselves, CICFVs, CIFVs, or even the CNFV.

Cvpandscion O /. I Depurtarmets O Tinn O
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aiatens O 2 O Cores sacmomcs ©

The fields requested in this section are similar to those for the primary/original notifier, but it
should be noted that, for the issuer, it is possible to have information for all required fields. For the
following fields, it is suggested to include the following information:

« Organization: name of the hospital, clinic where the third-level UFV is located, or name of the
department, institute, second-level hospital, or name of the regional or national regulatory
authority (when a CEFV or COFEPRIS are the issuers).

* Department: UFV, CEFV, CICFV, CIFV, CENSIA, DGE or CNFV.

« Title: Specify the specialty (if applicable) of the health professional who acts as
transmitter.

Examples of identifying the primary/original reporter and issuer in a report.

a) A patient informs the person in charge of the UFV at the General Hospital in Zone X about a
SRAM they experienced. In this case, the patient is the primary/original reporter (informant)
and the UFV (third level) that enters the report into VigiFlow is the "sender."
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b) A healthcare professional sends a paper report to the CEFV/CICFV/CIFV, and the latter captures it in VigiFlow.
healthcare professional will be the primary/original reporter, and the CEFV/CICFV/CIFV will be the sender.

¢) The CNFV receives a notification from a patient via telephone. The patient is the primary/original notifier, and the
CNFV will be the sender.

In certain circumstances, both the primary/original notifier and the issuer are the same person.

Example: a UFV that carries out intentional SRAM search with its patients
institution, hospital, clinic, etc.

¥ “Relate reports” component

nformacion del estudio

G
i
]
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nformacion del notificador primario / original Informacion del emisor Relacionar reportes

Reporte relacionado (3] Razon

In this section, you can link reports that you believe may be related for some reason. To do so, enter the title(s) of the
related reports (you can also enter the Security Report ID or Globally Unique Identification Number) in the "Related Report"
field and describe why you believe the reports are related in the "Reason" field .

This section can be used to address problems related to the use of medications and vaccines, such as accidental
overdoses in a medical unit, use of a medication after its expiration date, medication errors, suspected counterfeit medication,
occupational exposure, among others. Within NOM-220-SSA1-2016, this section may address the reporting of two or more
similar serious cases in the same location, with the same medication and from the same batch. These cases must be reported
immediately, no later than 48 hours after becoming aware of the cases.

V “Notes” component

Informacion del Notfioador primar ¢ nal fOrmacon del emia RSIACIONAT reporte Joia enore de [eraturs AOMAcIGN ael estudic

Notas

This is a free-text field where you can add internal comments about the report, for example, specifying the report type:
stimulated, active. This information will not be shared with the global database or exported to Excel or PDF.

“Literature Report” Component
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Referenociais) bibliografioais) @

+

If you have a literature report and specified it in the Report Type field by selecting "Other," you must include the
bibliographic reference(s) from which you obtained the report in this section. Citations should be in Vancouver Style.

_J

You can add another reference by clicking on the icon

y “Study Information” Component
If the report is a Clinical Study case and you specified it in the report type field
As a “clinical study report”, you must include additional information about the study in the study information section.

r
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* Type of study: you must choose between “Clinical Trials”, “Individual Patient Use” or
"Others".
y Select Clinical Trials for Interventional Clinical Studies (Phase | to 1V)
y Choose Individual Patient Use for Compassionate Use cases .
y Select Other Studies for cases from intensive monitoring, event monitoring cohorts, pharmacoepidemiology
studies, and pharmacoeconomics studies. Pharmacovigilance studies can be classified under this heading
(including those included in Risk Management Plans).
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» Study name: You should preferably include the name of the study as established in the
authorization issued by the Health Authorization Commission. If this name is not available,
include the title as reported.

Tipo de estudio © Nombre del estudio

» Study sponsor number: study sponsor number.

e Study registration number: Study registration number or protocol number, if available,
preferably as established in the authorization issued by the Health Authorization Commission.
 Study registration country: Study

registration country.

4.5.4 Patient

This section is critical for patient identification. You must remember which fields are required in
this section to obtain a valid report.

4.5.4.1 Basic fields
H@’“!i-’:ir'.ﬂ sin r'Iuarcar
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You must include detailed information as shown in the following table:
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Information required from the informant

Initials* You must start in capital letters by placing the first letter of the paternal surname,
followed by the first letter of the maternal surname and finally place the first letter of
the name(s).

Example: Raul Alberto Aceves Gonzélez, should be coded as follows:
manner
« First letter of the paternal surname = A
* First letter of the maternal surname = G
« First letter of name(s) = RA
Remaining as follows:
AGRA
If the report is from a clinical study, the initials will be replaced by the identification
code assigned to the study subject.
If you do not have this information, leave the field blank.
Sex Choose the option as appropriate between male, female or unknown.
Date of last

menstruation

This box will only be enabled if you selected female in the gender field. If relevant and have the

information, enter the date in the format dd/ select month/yyyy. You can enter at least the year.

Weight (kg) Enter the information in kilograms and, if necessary, use a period as a decimal
separator.

Height (cm) Enter information in centimeters.

Date of | Enter your date of birth in the format dd/ select month/yyyy. You can enter at least

birth the year.

Age at onset of
reaction

If you don't know the date of birth, you can add the age at the time the reaction
occurred in the corresponding field.

Age group

It is not necessary to indicate the age group to which the patient belongs, only if both the date of
birth and the age at the beginning of the treatment are unknown.

reaction you can enter the patient/consumer's age group. Choose from: fetus,
neonate, infant, child, adolescent, adult, or senior.

* This information will not be shared with the WHO global database.
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4.5.4.2 Additional fields

There are additional fields where you can add information about a research project.
severe case and cause of death.
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In this section you must include detailed information as shown in the following table:

Information required from the informant

Specialist of | If an identification number is provided, this field can be used to
identification ofthe | jdentify the specialist who treated the patient.

number*

General of | If an identification number is available, this field can be used to
practitioner the | identify the general practitioner who treated the patient.

identification number*

Hospital record number* | If you have a medical record number, you can provide the information

in this field.
Number of | If an investigation was conducted on the case and you have an
identification of the investigation number, enter the identifier in this field.
investigation*
Date of death Enter the information if available in the format dd/ select month/ yyyy.
You can enter at least the year.
Was an autopsy performed? If you know the information, indicate whether an autopsy was

performed by selecting the corresponding box (YES, NO,
UNKNOWN). If you have selected an option and need to remove it,
you can clear the boxes by clicking "Clear fields."
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Information required from the informant
Selecting “YES” will display the option “Cause of death determined by autopsy.|

¢ Se realard autopsia?
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+ Causa de muerte determmada por autopsia

Causa de muerte determinada por autopsia [ MedORA) ©

Causa de muerte determinada por autopsia O

You can enter the autopsy-determined cause of death via the MedDRA
dictionary catalog (search and select the MedDRA preferred term (LLT) that
most closely matches the autopsy-determined cause of death) or via free text
in the “Autopsy-determined cause of death” field (include the autopsy-
determined cause of death with words or short phrases).

If you choose to do it through the MedDRA catalog you can do so by typing
the desired term in the field, and the options that are closest to your search
will be displayed, or you can choose it directly by browsing the complete
MedDRA hig_rarchy with

theicon  “= . when you have chosen it, as shown in the
next image:

Infarto i B

Clicking the icon will diga,y the higher-level hierarchies of the chosen term,
as well as other lower-level terms. This way, you can easily check whether
there is another term that better matches the one reported by the initial
reporter and is related to the same medical concept as the preferred term
(PT).
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Information required from the informant
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Cause of death If you do not have autopsy information and the report contains

information about the cause of death, you can add it.

as:

 Cause of death (MedDRA): Search and select the lowest

MedDRA term (LLT) or preferred term (PT) that most closely
matches the reported cause of death by typing the desired
term in the field or you can choose it directly by browsing the
full hierarchy

from MedDRA with the icon =

» Cause of death as reported by the primary/original reporter: In
this free text field, record the cause of death using words or

short phrases.

* The information contained in these fields will not be shared with the WHO global database.

If you selected the “Parent-Child Report” checkbox in the Report Information section , you must fill out the fields in the
“Patient” section with the information corresponding to the newborn or infant (not entirely applicable to a fetus). The same

information will apply to the “Medical History” section.

In this section additional fields will be displayed to add information about the parents,
which is summarized below:
« Parent/guardian information: Identification data (initials, sex, weight, height, etc.): fill out
according to the patient fields.
« Previous parental medical history: Enter relevant medical history, for example, illnesses,
conditions such as pregnancy, surgeries, psychological trauma, risk factors, among others,
using the MedDRA catalog or free text. Enter the start and end dates of the illnesses, as well

as comments from the treating physician. If you want to add another relevant condition to the

medical history, you must press the icon. .
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 Parental prior treatment: In this section, relevant medications previously administered to the
will be entered. Previous experience with similar medications may also be included. The distinctive
name, generic name, and therapeutic group are recorded in free text. It is also possible to enter
the reason for prescribing the medication (in the MedDRA catalog), any ADRs the parents have
experienced with the medication (enter "No adverse reaction” if the parents have not suffered any
reaction), and the start and end dates of treatment (it is possible to enter at least the year). If you
want to add another medication in this section, you must press the icon.

+ .

4.5.5 Narrative case and additional informat

In this section you will find two free text fields as shown in the following image:

Caso narrativo e informacion adicional

Caso nanativo © c 108 del notifs 7]

Narrative Case: You must include the narrative of the case with the words and phrases used by the
informant (as notified by him), maintaining the original narrative.

In case of updating a report (See point 4.7 Entering additional information of a report (FOLLOW-
UP)) a dividing line must be added at the end of the previous text of the “Narrative case” field and below
this place the legend “Follow-up (Follow-up number)” and then write the additional information.

Example:

Case nanatve @

Notifier's comments: Since Mexico's Pharmacovigilance regulations require classification by severity

and quality of information, which is not required by other countries, VigiFlow does not have specific fields
for these two classifications. Therefore,
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UFVs, CEFVs, CIFVs and CICFVs are requested to use this free field to enter the following information:

« Severity of the manifestations (based on the provisions of section 8.1.6 of NOM-220-SSA1-2016): mild, moderate, and

severe. Only for manifestations classified as NOT SERIOUS.

« Degree of information (based on the provisions of section 8.1.4 of NOM-220-SSA1-
2016) of the case: grade 0 to 3.

« Bibliographic References: The Naranjo algorithm has been established for UFV, CEFV, CICFV, and CIFV as a methodology
for assessing causality; therefore, the bibliographic references used to support the causal classification must be provided.
Citations must be written in Vancouver style.

Example:
Reporte sin guardar

Case marratree @ Reporier 3 carmarm @

It should be noted that the information contained in these fields can be exported to Excel format for analysis.

4.5.6 Medical history and relevant previous medical treat

In this section, you should enter relevant information (that helps with causal assessment) about the patient's medical history

and relevant conditions (diseases, conditions such as pregnancy, surgeries, psychological trauma, risk factors, among others) and
previous medical treatment (relevant medications previously administered to the patient and that have been discontinued prior to
the occurrence of the SRAMSs; previous experience with similar medications may also be included).

B R e LI Procm m e B e & Comrmme

o
*
e e k1
Ve s gt @
- aats, O S A Pasts e O LR
o @7 Av. Marina Nacional No. 60, 4th Floor, Colonia Tacuba, Miguel Hidalgo
2025 Territorial Demarcation, Mexico City, CP 11410
™) Ano de
i | 4
La Mu]er Tel: (55) 50 80 52 00 www.gob.mx/cofepris
- Indigena

OCF-SGC-P-01-POI-01-L-01-F-02 Rev. 02 41 of 86


http://www.gob.mx/cofepris
file://///MJ01T5K3/Users/mdiosdado/Documents/Grupo%20GEDA%20capeta%20copartida/PROPUESTA%20CODIFICACIÓN%20PAPELERÍA%20INSTITU/CSGC%20word/SGC%20listado%20mstro%20Documento/OCF-SGC-P-01-POI-01-F-01.docx

Machine Translated by Google

. Salud

Secretaria de Salud

It must include detailed information as shown in the following table:

Section

History
Clinic

Field

History
clinic

o’ COFEPRIS

relevant
(MedRA)

Required information
You can add a relevant condition via the MedDRA dictionary catalog (search and
select the MedDRA lower case term (LLT) or preferred term (PT) that most closely
matches the condition you are searching for). You can do this by typing the desired
term in the field, which will display the options that best match your search, or you

can select it directly.

i

Navigating the full MedDRA hierarchy with the icon
When you find it, select it as shown in the following image:

Historia clinica relevante (MedRA) ©

Diabetes mellitus tipo2 €@ [E

Clicking the icon will disp@the higher-level hierarchies of the selected term, as well
as other lower-level terms. This way, you can easily check if there is another term
that better matches the one you reported and is related to the same PT medical
concept.

MedDRA

A Bindnmngs

n antas

Medical
record

relevant

You can also add other information on relevant conditions via free text to this field
when it cannot be structured in MedDRA. It is the responsibility of the second level of
VigiFlow operations (or the first level, when applicable) to review this free text
information and convert it into a standardized MedDRA term.

La Mujer
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Section Required information
Date of | pate the relevant condition began. You can enter at least the year.
start
End of Date the reported relevant condition ended. You can enter at least one year. If the
date medical condition persists, leave this date blank.
Continued? Select if the medical condition persists (continued). If you have enabled any option

and need to remove it, you can clear the boxes by clicking "Clear fields."

Comments You may add information regarding the treating physician's comments on the relevant
from the doctor condition.
Treatment Treatment This refers to the treatment the patient took at some point prior to the adverse reaction
previous previous and has since discontinued. If the treatment is continued, it will be a concomitant
medical medical medication and must be recorded in the "Medication" section.

In this free text field you must enter the distinctive name and generic name in

parentheses.

Example: Doloron (ketorolac)
Indication Enter the reason for prescribing the previous medical treatment using the MedDRA
(MedRA) dictionary. Search and select the lowest-ranking term (LLT) or preferred term (PT)

that most closely matches the reported term.

Reaction If the patient experienced any adverse reactions to this previous medical treatment,
(MedRA) you can record them in this field using the MedDRA catalog. Search and select the
lowest-ranking term (LLT) or preferred term (PT) that most closely matches the desired
adverse reaction term. If the patient did not experience any reactions to this medication,
you should enter "No adverse reaction."

Date of Start date of previous medical treatment. You can enter at least one year.

start

End of End date of previous medical treatment. You can enter at least one year. If treatment
date is ongoing, leave this field blank.

If you want to add another relevant condition or another medication as a pretreatment in this section, you must press the

icon. It is possible to delete additional relevant conditidﬁs-or medications by pressing the icon.
i

Av. Marina Nacional No. 60, 4th Floor, Colonia Tacuba, Miguel Hidalgo

" : 2025 Territorial Demarcation, Mexico City, CP 11410
* . Ao de
L | La Mujer -
Tel: (55) 50 80 52 00 www.gob.mx/cofepris
— 2k >3) g P

\ Indigena

OCF-SGC-P-01-POI-01-L-01-F-02 Rev. 02 43 of 86


http://www.gob.mx/cofepris
file://///MJ01T5K3/Users/mdiosdado/Documents/Grupo%20GEDA%20capeta%20copartida/PROPUESTA%20CODIFICACIÓN%20PAPELERÍA%20INSTITU/CSGC%20word/SGC%20listado%20mstro%20Documento/OCF-SGC-P-01-POI-01-F-01.docx

Machine Translated by Google

Salud &COFEPRIS

Secretaria de Salud

4.5.7 Reaction

In this section you should record the SRAM, RAM, EA, ESAVI or any other problem of
safety related to the use of medicines and vaccines.

The Adverse Reaction section looks like this:

Reacoldn  evento 13l oomo fue reportada por el notifioador Pain de ccurrencia @
primario { orginal

Reacelon / svento (MedDRA)
México v

L Wi

Fecha de comienzo Horarie @ Fecha de finalizacian Horario @ Duracion @
o o
. v

Hesultado Confirmacion medica realizads por un

- profesional ce Ia salud &

=] Na | Vaciar los campos

acion de la
vacuna @

Grave Seriedad ©
=0 Ne
Jaciar los campos Musrte Aromalis
songénits AEF| aategary

Umceapncidnd v

AMmensss de vide
Qe cordodn
medice
mportsnte

The system allows you to enter information about a reaction using the following form:

a) Using the MedDRA dictionary.

b) Using the free field (Reaction/event as reported by the primary/original reporter). This field can be used
when a suitable MedDRA term is not found,

It is requested to leave both options, both what was originally reported and the corresponding MedDRA
term, in this way and if necessary, the relationship between the term as reported by the primary/

original reporter and the term entered by the issuer can be analyzed.

Please note that reactions entered in free text cannot be searched using the search filters on the
VigiFlow home screen.

You must include detailed information as shown in the following table:

Information required from the informant
Reaction / event You can add a relevant condition via the MedDRA dictionary (search and select
(MedDRA) the MedDRA lower case term (LLT) or preferred term (PT) that most closely
matches the reported condition). You can do this by typing the desired term in the
field where it is
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It will display the options that best match your search, or you can choo
directly by displaying the full MedDRA structure.

with the icon = . when you have chosen it, as shown in the
next image:
Reaccion / evento (MedDRA) ©

Anafilaxia OF—

Clicking the icon will diQa,y the higher-level hierarchies of the chosen term, as
well as other lower-level terms. This way, you can easily check if there is
another term that better matches the one you reported and is related to the
same PT medical concept.

MedDRA

Jernrquias Saanimoe

Reaction/event as
reported by the
primary/original
reporter

Enter the term(s) used by the original/primary reporter in the language in which
the report was received to describe the reaction.

Country of origin : Fol

SRAM, RAM, AE, ESAVI, or any other safety issue related to the use of
medications and vaccines. Mexico will automatically appear; if not, you can
select it from the catalog.

Start Date: Date of ons

et of the SRAM, ADR, AE, AEFI, or any other safety issue related to the use of
medications and vaccines. It is suggested to provide the full date, but in an
expedited report, you can include at least the year.

Schedule If available, enter the time (hours and minutes) in 24-hour format when the
reported reaction began. Consider:
12:00 to noon
00:00 to midnight

Date of

End date of the adverse reaction. It is suggested to have
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ending the full date, but in an expedited report, you can enter at least the year. If the reaction
continues, you should leave this field blank.
If a date is entered in this field, it must be consistent with the information entered in the "result"
field, since only the Recovered/Resolved and Recovered/Resolved with Sequelae options
would apply.
Schedule If available, enter the time (hours and minutes) in 24-hour format when the reported reaction

ended. Note:
12:00 to noon
00:00 to midnight

Duration The duration can only be calculated if the occurrence and end dates are complete (day/month/
year).

Result

Choose the adverse reaction outcome from: Recovered/resolved, Recovering/resolving, Recovered/

unresolved, Not Recovered/resolved with sequelae, Fatal, or Unknown.

If you choose the “fatal” option, it must be consistent with the severity/seriousness criterion.

Confirmation
medically performed

by a health professional

Enable “YES” when the report comes from a healthcare professional who confirmed the
event. Since UFV, CEFV, CICFV, CIFV, and others have healthcare professionals as
reporters, almost all reports will be marked with the “YES” option. The exception will be when

the original reporter is a patient or consumer. If there is

If you have enabled any option and need to remove it, you can clear the boxes by pressing

the “Clear fields” option.

Serious

Select the "YES" checkbox when the reaction meets the established severity criteria. If you
have enabled any options and need to remove them, you can clear the boxes by clicking
"Clear fields." The severity classification must be applied to each reaction, so there may be

severe reactions in some cases and non-serious ones in others.

Seriousness Criteria These|

criteria will only be enabled if the severity checkbox is selected.
Choosing between death, disability, life-threatening, congenital anomaly, caused or prolonged
hospitalization or other important medical condition (which in NOM-220-SSA1-2016 specifies
how “they are considered medically important”)

P |V d’.’v;é'.f 2
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If you need to add another reaction you must press the icon + . When adding more than
one reaction, you'll be able to view them in the left menu, as shown below:

[
st
CAR NAITHMAT & TEITTTADCE &

Hadre Shvu g sk m

trwoser. Ansblasie

Reap— L4

]

If you need to delete a reaction you added, press the icon

=]

4.5.8 Medication

This section can be divided into 4 fundamental quadrants:

A. Information on the suspected medication(s), concomitant and interacting medications.
B. Information on the dose used.

C. Information on the therapeutic indication.

D. Time interval between the administration of the suspected medication and the occurrence
of the reaction.
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You must include detailed information as shown in the following table:

A. Information on the suspected, concomitant and

interacting

Role of the You must choose between “suspected”, “concomitant”, “interacting” or “unadministered” medication.
medication
You should consider which is the suspected medication and the others will correspond to concomitant
medications (except in some exceptions where entering more than one suspected medication is
justified).

If the SRAM, AE, ADR, ESAVI is due to the interaction between two or more medications, you should
leave these medications as interacting, since the system will ask you for at least two medications for an
interaction.

Since VigiFlow is prepared to receive other problems related to the use of medicines and vaccines
where there is a possibility of not having administered the medicine (e.g. probable counterfeiting), it is
possible to select the “unadministered medicine” option from the catalogue.

Rol del medicamento @

Sospechoso

Concomitante

Interactuante

Medicamento no administrado
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A. Information on the suspected, concomitant and
interacting

WHODrug VigiFlow maintains a catalog of medications that is regularly updated by regulatory authorities using this
Name of the platform. You can search by the distinctive name (trademark), if available, or by the generic name.
medication Please note that this field is sensitive to accents (*). Some active ingredient names are in English.

Therefore, you should prefer to search for terms in Spanish. If you cannot find the term in Spanish,
select the English language.

When entering the name of a medication, you must consider the information available about the name
and enter it according to the following order of priority:

1. Distinctive name: Enter the name of the medicine according to the distinctive name and verify
that the active ingredient(s) correspond exactly to the medicine. This is because the trade
name of a medicine in Mexico may be the same in another country, but the active ingredients
could be different.

Example: The distinctive name being sought is NOLOTIL
(Magnesium Metamizole/Dextropropoxyphene)
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In this case, option “b” will be chosen.

2. Generic name: Enter the medication with the generic name and verify that the active ingredient(s
correspond exactly to those indicated on the medication.

3. If you do not have the full name of the drug, search the catalog for the name of the active
ingredient without the compound's salt.
Example: Only the generic name "diclofenac” is available; typing "diclofenac" in the catalog
will display the following options: "diclofenac sodium"”, "diclofenac potassium", "diclofenac
diethylamine”, "diclofenac”, among others. The "diclofenac" option should be selected.
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