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CONSIDERING 

That in accordance with the provisions of article 46 section I of the Federal Law on Metrology and 
Standardization, the Subcommittee on Heath Supplies presented to the National Consultative Committee on 
the Standardization of Regulations and Health Promotion on April 27, the draft of the current Official 
Mexican Standard. 

That on January 19, 2012, in compliance with the agreement between the Committee and the provisions 
of article 47 section I of the Federal Law on Metrology and Standardization, the draft of the current standard 
was published in the Official Journal of the Federation, to the effect that within the following sixty calendar days 
following said publication, any interested parties could present their comments to the National Consultative 
Committee on the Standardization of Regulations and Health Promotion. 

That prior to the current date, the replies to comments received by said committee were published in the 
Official Journal of the Federation, under the terms stated in article 47 section III of the Federal Law on 
Metrology and Standardization. 

That in attention to the above considerations, and as approved by the National Consultative Committee on 
the Standardization of Regulations and Health Promotion, I hereby issue and order the publication in the 
Official Journal of the Federation of Official Mexican Standard NOM-240-SSA1-2012, Installation and 
operation of technovigilance. 

PREFACE 
The following Departments, Institutions and Bodies participated in the creation of this standard: 

MINISTRY OF HEALTH 

Federal Commission for the Protection against Sanitary Risks 

National Center for Technological Excellence in Health 

GENERAL SANITATION COUNSEL. 

Inter-institutional Commission on the Basic Table and Catalog of Supplies for the Health Sector. 

MEXICAN INSTITUTE FOR SOCIAL SECURITY. 

INSTITUTE FOR SOCIAL SECURITY AND SERVICES FOR STATE WORKERS. 

NATIONAL AUTONOMOUS UNIVERSITY OF MEXICO. 

Faculty of Chemistry. 

Center for Applied Sciences and Technological Development. 

University Health Research Program. 

NATIONAL POLYTECHNICAL INSTITUTE. 

School of Further Studies in Biological Sciences. 

School of Further Studies in Medicine. 

NATIONAL CHAMBER OF THE TRANSFORMATION INDUSTRY. 

Medical Industrial Sector. 
  



Tuesday, October 30, 2012 OFFICIAL JOURNAL (First section) 
 

NATIONAL CHAMBER OF THE PHARMACEUTICAL INDUSTRY. 

Auxiliary Health Products Section. 

Reagents and Diagnostic Systems Section. 

NATIONAL CHAMBER OF THE OIL, GREASE, SOAP AND DETERGENT INDUSTRY. 

NATIONAL CHAMBER OF THE COSMETICS INDUSTRY. 

NATIONAL ACADEMY OF PHARMACEUTICAL SCIENCES, A.C. 

MEXICAN PHARMACEUTICAL ASSOCIATION, A.C. 

NATIONAL COLLEGE OF PHARMACEUTICAL BIOLOGICAL CHEMISTS OF MEXICO, A.C. 

PHARMACEUTICAL CHEMICAL PRODUCTION, A.C. 

MEXICAN ASSOCIATION OF PHARMACEUTICAL LABORATORIES, A.C. 

MEXICAN ASSOCIATION OF INDUSTRIAL INNOVATION IN MEDICAL DEVICES, A.C. 

MEXICAN PHARMACOVIGILANCE ASSOCIATION, A.C. 

INDEX 

0. Introduction. 

1. Objective. 

2. Field of application. 

3. References. 

4. Definitions, symbols and abbreviations. 

5. General provisions. 

6. Responsibilities. 

7. Criteria for determining which adverse incidents must be communicated to the National 
Pharmacovigilance Center. 

8. Errors of use. 

9. Management of incidents occurring due to improper use. 

10. Sources of information on an adverse incident. 

11. Access to the medical device involved in an adverse incident. 

12. Reporting process. 

13. Agreement with international and Mexican standards. 

14. Bibliography. 

15. Observance of this standard. 

16. Effective dates. 

Regulatory Appendix A. Trends 

0. Introduction 

The purpose of Technovigilance is to guarantee that medical devices currently available on the market 
work as indicated in accordance with the manufacturer's intended use (shown on the corresponding sanitary 
license issued by the Ministry of Health) and, where this is not the case, the necessary action is taken to 
correct and/or reduce the probability of a recurrence of adverse incidents, as a means to improve the 
protections for health and safety of the users of medical devices. The assessment of risk obtained from 
adverse incidents reported by manufacturers, users and/or operators to the Ministry of Health, will facilitate the 
reduction in the probability of a recurrence or attention to the consequences of such incidents, by means of the 
sharing of information. 

It is of critical importance that the distinction be made between the management of adverse incidents and 
those related exclusively to issues of quality, where the product in the latter case has not come into contact 
with patients, is still contained inside sealed packaging and timely investigation reveals faults in the quality 
of the production process and which are identified in the Quality Control records as Complaints.  
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This standard allows for the application criteria on a national level, with the intention of establishing safety 
profiles, using the participation and active communication between each member and the sanitary authorities, 
in the national practice of medicine. 

1. Objective 

This standard establishes the guidelines based on which technovigilance activities must be carried out, 
in order to guarantee the protection of patient health and product safety. 

2. Field of application 

This standard is of mandatory observance in national territory by health institutions in the public, social 
and private sector of the National Health System, as well as by health professionals, technicians and 
assistants, holders of health registrations of medical devices or the legal representatives in Mexico, 
distributors and traders, establishments dedicated to the sale and supply of health supplies and medical 
research units running studies with them and for users of medical devices. 

3. References 

For the correct application of this standard, i t  is recommended to reference the following Official 
Mexican Standards or, where applicable, those which replace them: 

3.1 Official Mexican Standard NOM-220-SSA1-2002, Installation and operation of Pharmacovigilance. 

3.2 Official Mexican Standard NOM-137-SSA1-2008, Labeling of Medical Devices. 

4. Definitions, symbols and abbreviations 

4.1 For the purposes of this standard, the following definitions will apply: 

4.1.1 Corrective action, action taken to eliminate the cause of a detected non-conformance or any other 
undesirable situation in order to prevent its recurrence. 

4.1.2 Corrective field safety action, activities carried out by the health registration holder of a medical 
device or his representative in Mexico for the purpose of reducing the risk of death or serious deterioration in 
health of a user associated with the medical device found available and on the market. Depending on the kind 
of action taken, these must form the basis of a warning notice to users. 

4.1.3 Preventive Action, action taken to eliminate the cause of a potential non-conformance or other 
potential undesirable situation to prevent its occurrence. 

4.1.4 Serious threat to public health, any adverse incident related to the use of a medical device, which 
presents imminent risk of death, injury or serious illness and whose incidence has increased abnormally and 
significantly in a sector of the population, which requires corrective action to avoid highly frequent or hazardous 
illness. 

4.1.5 National Pharmacovigilance Center, the area of the Federal Commission for the Protection 
against Sanitary Risks, responsible for organizing pharmacovigilance and technovigilance programs at a 
national level, as well as proposing pharmacovigilance and technovigilance policy in accordance with national 
legislation on health matters. 

4.1.6 State Pharmacovigilance Center, the Pharmacovigilance Unit belonging to state governments, 
which will also serve as a Technovigilance Unity, with participates in coordination with the National 
Pharmacovigilance Center, which is responsible for organizing, promoting, executing and evaluating 
reporting of adverse incidents in the corresponding state and for communicating them to the National 
Pharmacovigilance Center. 

4.1.7 Institutional Pharmacovigilance Center, the Pharmacovigilance Unit belonging to institutions in the 
public sector of the National Health System, health service suppliers, that participate in coordination with the 
National Pharmacovigilance Center and are recognized by it, that are institutionally responsible for organizing, 
promoting, executing and evaluating reporting of adverse incidents and communicating them to the National 
Pharmacovigilance Center. 

4.1.8 Harm, physical injury, compromise or deterioration of health in individuals. 

4.1.9 Indirect harm, damage to health arising as a consequence of a decision by a physician or the user for 
taking or not taking an action based on the information or results obtained from a medical device which does 
not act directly on the individual. 

4.1.10 Defects in instructions for use, ambiguities in the instructions for use or the operator's manual and 
maintenance of a medical device. 
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4.1.11 Serious deterioration in health, serious injuries relating to potentially life-threatening or life- 
threatening illness, the permanent deficiency of a bodily function or permanent damage to a bodily structure, or 
a state of health requiring medical or surgical intervention to avoid the permanent deficiency of a bodily 
function or permanent damage to a bodily structure, or permanent damage, or indirect harm arising as a 
consequence of an incorrect diagnosis or false result of an in vitro diagnostic agent after following the 
manufacturer's instructions. 

4.1.12 Medical device, a substance, mixture of substances, material, apparatus or instrument (including 
the computer program necessary for its proper use or application), used alone or in combination in the 
diagnosis, monitoring or prevention of illness in humans or aiding the treatment thereof or of a disability, as 
well as those used in the replacement, correction, restoration or modification of the anatomy or 
physiological processes in humans. Medical devices include products in the following categories: medical 
equipment, prostheses, orthoses, functional aids, diagnostic agents, dental supplies, surgical and wound 
healing materials and hygiene products. 

4.1.13 Error of use, the action or omission leading to a result distinct from that foreseen by the 
manufacturer or expected by the user. Errors may include oversights, mistakes and all foreseeable incorrect 
use. 

4.1.14 Incident, any event related to the use of a medical device. 

4.1.15 Adverse Incident, any event proven to be related to the use of a medical device, involving 
convincing proof of the causal relationship between the incident and the medical device, which may have 
arisen by poor functionality or the alteration of the characteristics of the medical device, which may lead to 
death or a serious deterioration in the user's health. Incidents arising from improper use or that which differs 
from the recommendations of the health registration holder of the medical device or the legal 
representative in Mexico are not considered adverse incidents. 

4.1.16 Unforeseen adverse incident, any event not considered in the initial risk assessment carried out 
during the design and development phase of the medical device which arises during the use of it under real 
conditions in accordance with the indications of the health registration holder of the medical device or the 
legal representative in Mexico. Death, injury or serious illness can be considered unforeseen if they fulfill the 
above conditions. 

4.1.17 Foreseen adverse incident, any event, the knowledge of which has been alluded to by the risk 
assessment carried out during the design and development phase of the medical device. 

4.1.18 Intended use, the final purpose of a medical device, according to the instructions for use and 
information provided by the manufacturer. 

4.1.19 State technovigilance project leader, the health professional in charge of coordinating activities 
related to Technovigilance within the State in question. 

4.1.20 Malfunction or deterioration, the situation arising when a medical device does not conform to its 
intended use despite being operated in the proper way following the manufacturer's instructions in the 
operator's manual. 

4.1.21 Reporting, the action by which the existence of adverse incidents, whether foreseen or unforeseen, 
are communicated to the National Pharmacovigilance Center. It may be an initial report, a follow-up or a 
final report. For the purposes of this standard, follow-up and final reports will be considered full reports, since 
they must provide additional information regarding actions and activities carried out, which must be 
reported to the National Pharmacovigilance Center by the health registration holder or the legal 
representative in Mexico. 

4.1.21.1 Initial report, the first notification made by the health registration holder of a medical device or 
the legal representative in Mexico, as well as any other user, to the National Pharmacovigilance Center, 
following an adverse incident involving a medical device, giving information on the incident, identifying the user 
involved and indicating the resulting consequences. 

4.1.21.2 Follow-up report, any notification made by the health registration holder of a medical device or 
the legal representative in Mexico, to the National Pharmacovigilance Center, giving information on the initial 
investigation carried out to obtain information on the cause of the incident arose by the medical device being 
manufactured or marketed. 

4.1.21.3 Final report, the notification made by the health registration holder of a medical device or the 
legal representative in Mexico to the National Pharmacovigilance Center giving information on the complete 
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investigation of the incident including causes, preventive action, corrective action and final conclusions upon 
closure of the investigation. 

4.1.22 Standard operating procedures, the document containing the necessary instructions for 
completing an operation in a reproducible way. 

4.1.23 Risk, the combination of the probability of an occurrence of harm and the degree of severity of that 
harm. 

4.1.24 Health professional, a professional with a legally issued title or certificate of specialization 
registered with the relevant authorities, who practice the professional activities to provide or ensure healthcare 
in humans. 

4.1.25 Technovigilance (monitoring of the safety of medical devices), the group of activities in order 
to identify and evaluate adverse incidents arising from the use of medical devices as well the identification 
of risk factors associated with the device, based on the systematic reporting, recording and 
assessment of adverse incidents, for the purposes of determining the frequency, seriousness and incidence 
thereof in order to prevent their occurrence and reduce their level of risk. Ideally, the information in the 
system of technovigilance will be shared between the relevant authorities and manufacturers/distributors, in 
order to facilitate technovigilance activities, as well as preventive and corrective action for each case on a 
national and international level which has an impact within national territory. 

4.1.26 Technovigilance unit, the unit in charge of developing and implementing activities related with 
monitoring the safety of medical devices. It comprises the public, social and private sectors of the national 
health system, as well as areas designed for such purposes by the health registration holder or the legal 
representative in Mexico, as well as by distributors and marketers involved in the supply chain of medical 
devices and any other establishment involved in the supply of medical devices to their destination with the 
patient or end user. 

4.1.27 Improper use, any use outside the intended purpose as a consequence of actions or omissions by 
the user of the medical device as a result of an action outside the risk assessment carried out by the 
manufacturer. 

4.1.28 User, the health institution from the public, private or social sector; the health professional, 
technician or assistant; the operator of a medical device; the individual in charge of patient care or the 
patient who uses a medical device. 

4.1.29 Shelf life, the period of time within which a medical device preserves its properties of quality and 
functionality. 

4.2 Abbreviations 

For the purposes of this standard, the following abbreviations will be understood as follows: 

4.2.1 "COFEPRIS," the Federal Commission for Protection against Sanitary Risks. 

4.2.2 "CNFV," the National Pharmacovigilance Center. 

4.2.3 "FEUM," the Pharmacopeia of the United Mexican States. 

4.2.4 SOP, Standard Operating Procedure. 

5. General provisions 

5.1 The health registration holder or the legal representative in Mexico will be responsible for ensuring the 
implementation of technovigilance activities on their products in Mexico, in accordance with the provisions of 
this standard. 

5.2 The health registration holder of a medical device or the legal representative in Mexico is 
responsible for ensuring the existence of documented evidence regarding the risk presented by the use of the 
medical device in accordance with the risk assessment carried out in the development and post-production 
thereof, in order that, based on this information, foreseen adverse incidents may be established and 
forewarned on the corresponding labels, instructions for use and operator's manuals. 

5.3 Adverse incidents must be reported in writing to CNFV in accordance with the requirements described 
in this standard. 

5.4 Reports of adverse incidents must be recorded according to the principle of accuracy of data provided. 

5.5 In case of adverse incidents, follow-up and final reports must be supported by documentary evidence 
and also, where applicable, the initial report. 
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5.6 Any unsupported information must be treated confidentially. 

5.7 Information given in reports of adverse incidents will not under any circumstances be used to make 
value judgments regarding the user's behavior. 

5.8 As a general principle, there must be a predisposition to inform as opposed to not informing in cases 
where doubt exists on whether to submit a report on an adverse incident. 

5.9 The confidentiality of records which may identify users involved must be protected, respecting privacy 
in accordance with current standards. 

5.10 The individual in charge of making the evaluation of adverse incidents in the technovigilance units 
must be qualified through education, training and experience, to carry out this task. 

5.11 All information relating to incidents and adverse incidents must be recorded, managed and stored in 
such a way as to allow for accurate communication, verification and interpretation. 

5.12 The corresponding investigation must be held by the health registration holder or the legal 
representative in Mexico to evaluate an adverse incident prior to communicating it to the community, only 
where the latter is necessary. 

5.13 Technovigilance units must ensure of systems and procedures to guarantee the quality of the 
processes of generation, management and treatment of information relating to adverse incidents are in place. 

5.14 Technovigilance units must give priority to documenting the reports of adverse incidents presenting a 
serious threat to public health. 

6. Responsibilities 

6.1 The CNFV will be in charge of proposing the policy, programs and procedures on matters of 
technovigilance in national territory, issued by the Ministry of Health. 

6.1.1 The CNFV will maintain contact with holders of health registrations or the legal representatives in 
Mexico when the user of a medical device submits a report directly to the CNFV. 

6.2 Technovigilance must be carried out by the following means: 

6.2.1 Initial reporting of adverse incidents involving medical devices with a health registration in Mexico. 

6.2.2 Follow-up and final reports on adverse incidents involving medical devices with a health registration 
in Mexico, including preventive and/or corrective field safety action taken both in national and 
international territory. 

6.2.3 The technovigilance report generated as part of the renewal process for health registrations. 

6.3 State Centers must also have a technovigilance project leader. 

6.4 State Centers must submit initial reports of adverse incidents to CNFV, and issue a copy of the report 
to the health registration holders or the legal representatives in Mexico and their suppliers. 

6.5 Institutional Centers must have a technovigilance manager who is health professional in the field of 
chemistry, medicine, pharmacy or biomedical engineering, and may also appoint a technovigilance committee 
coordinated by the technovigilance manager and made up of a representative of each hospital service, 
responsible for promoting the reporting of adverse incidents, as well as recording and collecting reports of 
arouse adverse incidents. 

6.5.1 Institutional Centers must send notification in writing addressed to CNFV and delivered by the 
COFEPRIS' Integrated Services Center, or the Federal Health System via public services units responsible for 
receiving applications, of the identity of the health professional responsible for the designated technovigilance 
unit, who will be the authorized liaison with CNFV in matters of technovigilance. Any changes must also be 
reported. 

6.5.2 Institutional Centers must submit initial reports of adverse incidents to CNFV, and issue a copy of the 
same report to the health registration holders or the legal representatives in Mexico and their suppliers. 

6.6 Other institutions in the National Health System must appoint an individual in charge of vigilance 
of the medical devices. 

6.6.1 When CNFV is directly notified of adverse incidents, a copy of the report will be sent to health 
registration holders or the legal representatives in Mexico and their suppliers. 

6.7 Holders of health registrations of medical devices or the legal representatives in Mexico must: 
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6.7.1 Have a technovigilance unit. 

6.7.1.1 Inform by means of a free writing addressed to CNFV and delivered through COFEPRIS' 
Integrated Service Center or the Federal Health System's public services unit responsible for receiving 
applications, of the identity of the health professional responsible for the designated technovigilance unit, who 
will be the authorized liaison with CNFV in matters of technovigilance. Any changes must also be reported. 

6.7.2 Follow up on actions as determined by the Ministry of Health including those taken in coordination 
with foreign health authorities arising from any notification of an adverse event in national territory which 
correspond to any medical device sold in national territory. 

6.7.3 Develop and keep current any SOPs that ensure adequate means to: 

6.7.3.1 Receive any reports or notices of incidents. 

6.7.3.2 Record any communication regarding incidents and notices of adverse incidents including those 
involving improper use, issuing from users and received by company personnel. 

6.7.3.3 Investigate incidents and adverse incidents to determine the impact or risk implied for users. 

6.7.3.4 Validate data through verifying sources. 

6.7.3.5 Detect possible duplications in reporting of adverse incidents. 

6.7.3.6 Maintain all data concerning the collection and documentation of the reports, investigations and 
notifications on technovigilance for five years or one year following the end of the product's shelf life. 

6.7.3.6.1 Any information received related to the adverse incident, including verbal reports, must be 
documented and archived. 

6.7.4 At CNFV's request, estimate the incident's frequency and investigate the possible risk factors. 

6.7.5 Technovigilance units of health registration holders or the legal representatives in Mexico will report to 
CNFV on any incidents related to medical devices when an increasing trend is observed, in accordance with 
the provisions in regulatory appendix of the current standard. 

6.7.6 Guarantee confidentiality in the treatment of the identities of users and informants in accordance with 
current standards. 

6.7.7 Guarantee the integrity of storage and data transmission, especially data stored on a computer. 

6.7.8 Provide designated personnel with information, training and development in matters of 
technovigilance, including management of SOPs. 

6.7.9 Advise CNFV of adverse incidents within the established time limit. 

6.7.10 Communicate with CNFV regarding the implementation of preventive, corrective and corrective field 
safety actions as required and the time limits given by the competent authorities in the country where any 
foreign adverse incidents have arisen with the use of products which are also sold in Mexico. 

6.7.11 Provide representatives and technicians with orientation in regulations, methods and objectives of 
technovigilance, as well as the role of notification-collection and the sharing of information. 

6.7.12 Write technovigilance reports every five years, as part of the renewal process for health 
registrations, which must contain the following: 

6.7.12.1 Brief monograph 

6.7.12.1.1 Generic name 

6.7.12.1.2 Commercial name. 

6.7.12.1.3 Category, group or subgroup of the medical device. 

6.7.12.1.4 Medical device risk class (I, II, III). 

6.7.12.1.5 Code or Model or catalog number, where available. 

6.7.12.1.6 Serial/lot number, where this can be obtained based on the information provided by the user. 

6.7.12.1.7 Status (new/refurbished). 

6.7.12.1.8 Health registration number. 

6.7.12.1.9 Name of product manufacturer, health registration holder in Mexico or distributor (where 
applicable). 
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6.7.12.1.10 Software version (if applicable) 

6.7.12.1.11 Clinical characteristics: indications for use, dosage, pharmaceutical form, administration route, 
warnings and contraindications (where applicable). 

6.7.12.1.12 Product description. 

6.7.12.2 Period covered by the report. 

6.7.12.3 Date of completion. 

6.7.12.4. Safety data sheets for Mexico. 

6.7.12.4.1 Description of adverse incidents reported to CNFV by the registration holder within the timelines. 

6.7.12.4.2 Total number of adverse incidents reported to CNFV by the health registration holder in 
Mexico. 

6.7.12.4.3 Number of serious adverse incidents reported to the CNFV by the registration holder. 

6.7.12.4.4 Description and number of serious adverse incidents reported to CNFV by the health 
registration holder. 

6.7.12.4.5 Description and number of unforeseen adverse incidents reported to CNFV by the health 
registration holder. 

6.7.12.4.6 Number of units sold in Mexico per year. 

6.7.12.4.7 Amount of time on the market. 

6.7.12.4.8 Data giving an indication of the number of patients exposed. 

6.7.12.4.9 Information referring to the safety of the medical device (alerts, corrective field safety action). 

6.7.12.4.10 Results of the adverse incident presented (death, deterioration in patient health, medical 
intervention, other). 

6.7.12.4.11 Corrective actions and corrective field safety actions, established by the manufacturer to 
eliminate and avoid the recurrence of adverse incidents or a justification for not carrying them out. 

6.7.12.5 The technovigilance report may be presented in charts and must be delivered to CNFV at least 
three months prior to the renewal application for the health registration of the medical device, with a 
letter specifying that this is a technovigilance report. It must contain information collected over the 
preceding 5 years of its marketing in Mexico. CNFV will acknowledge receipt of the information. 

6.7.13 Submit the initial report and, where applicable, submit follow-up and final reports as required on 
any adverse incidents identified. 

6.7.13.1 The initial report must contain: 

6.7.13.1.1 Contact information of the individual making the report. 

6.7.13.1.1.1 Name. 

6.7.13.1.1.2 Institution, company or freelance professional. 

6.7.13.1.1.3 Address. 

6.7.13.1.1.4 Telephone number, fax number or email address. 

6.7.13.1.1.5 Report date. 

6.7.13.1.2 Legal name of manufacturer and distributor. 

6.7.13.1.2.1 Name. 

6.7.13.1.2.2 Address. 

6.7.13.1.3 Contact information of the operator of the medical device, where applicable. 

6.7.13.1.3.1 Name or initials. 

6.7.13.1.3.2 Address. 

6.7.13.1.4 Identification of patient, if this information is available. 

6.7.13.1.4.1 Patient initials or code. 

6.7.13.1.4.2 Age. 
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6.7.13.1.4.3 Sex. 

6.7.13.1.4.4 Location of incident. 

6.7.13.1.5 Information concerning the adverse incident. 

6.7.13.1.5.1 Description of the incident. 

6.7.13.1.6 Identification of the medical device. 

6.7.13.1.6.1 Commercial name of the device 

6.7.13.1.6.2 Category and class of the medical device. 
6.7.13.1.6.3 Code, model and catalog number, if available. 

6.7.13.1.6.4 Serial or lot number, if these can be identified based on the information provided by the user. 

6.7.13.1.6.5 Current location and/or situation of the device, if this can be determined from information 
provided by the user. 

6.7.13.1.6.6 Associated accessories and medical devices, if applicable. 

6.7.13.1.6.7 Software version, if applicable. 

6.7.13.1.7 Measures/preventive/corrective/corrective field safety action taken. 

6.7.13.2 The follow-up report must contain, in addition to the information indicated in number 6.7.13.1, the 
following: 

6.7.13.2.1 Progress of the investigation into the causes of the adverse incident. 

6.7.13.2.2 Preliminary results. 

6.7.13.2.3 Information on similar adverse incidents which have occurred. 

6.7.13.2.4 Risk assessment. 

6.7.13.3 The final report must contain, as well as that indicated in numbers 6.7.13.1 and 6.7.13.2, the 
following: 

6.7.13.3.1 Results and conclusions. 

6.7.14 Both the initial report and the follow-up and final reports (as required), must be delivered to CNFV 
within time limits established in number 12 of this standard. 

6.8 Establishments dedicated to the sale, supply and distribution of medical devices will be responsible for 
the following: 

6.8.1 Notify the holders of health registrations of medical devices or the legal representatives in Mexico of 
adverse events. 

6.8.2 Have procedures in place on technovigilance matters, intended for establishments as indicated in the 
supplement to the FEUM. 

6.8.3 Comply with guidelines as established by CNFV. 

6.8.4 Respond to requests for information by health authorities. 

6.8.5 Participate in coordination with the CNFV in compliance with the provisions established by the 
CNFV. 

6.9 Clinical research units must: 

6.9.1 Notify CNFV of all adverse incidents which arise during the study, within established time limits. 

6.9.2 Cooperate with State and Institutional Technovigilance Units. 

6.10 Users of medical devices are responsible for: 

6.10.1 Submit initial reports of adverse incidents to any Technovigilance unit, with copies of it to be 
forwarded to the registration holder or the legal representatives in Mexico and suppliers. 

7. Criteria for determining the adverse incidents which must be communicated to the National 
Pharmacovigilance Center 

7.1 Any incident falling into the three criteria specified in numbers 7.1.1, 7.1.2 and 7.1.3, will be considered 
an adverse incident and must be reported to CNFV. 
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7.1.1 First criterion: Where the health registration holder or the representative in Mexico receives 
information regarding an incident which has occurred in Mexico with the device. 

The most common incidents include, but are not limited to, the following: 

7.1.1.1 Malfunction or deterioration of the medical device, while used in according to its intended use and 
following the manufacturer's instructions. 

7.1.1.2 Unforeseen adverse incidents. 

7.1.1.3 Inaccuracy or imprecision on the label, instructions for use or promotional materials. 

7.1.1.4 Adverse incidents caused by conditions (idiosyncrasies) of the patient. 

7.1.1.5 Interactions with other substances or products. 

7.1.1.6 False positives or false negatives. 

7.1.2 Second criterion: When the medical device is related to the incident. While making the assessment as 
to the relationship between the medical device and the incident, the following must be taken into account: 

7.1.2.1 Any increase in the frequency of adverse and unforeseen incidents constituting cause for alarm and 
presenting a possible risk to public health. 

7.1.2.2 Evidence based on information provided by users. 

7.1.2.3 Results of the preliminary assessment by the manufacturer, or the health registration holder or the 
legal representative in Mexico regarding the same incident. 

7.1.2.4 Evidence of prior adverse incidents of a similar nature. 

7.1.2.5 Any increase in the number of incidents. 

7.1.2.6 Any other information in the possession of the health registration holder of the medical device or the 
representative in Mexico, related to the incident. 

7.1.3 Third criterion: When the incident leads to one of the following results: 

7.1.3.1 The death of the user. 

7.1.3.2 Serious deterioration in the user's health. 

7.1.3.3 No death or serious deterioration in the health of a user occurred, but a repeated episode could 
potentially lead to death or serious deterioration in health. 

7.1.3.4 When the adverse incident constitutes a Threat to Public Health. 

7.1.3.5 Harm or death to a fetus, congenital irregularities or birth defects. 

7.1.4 Any adverse incidents not leading to death or serious deterioration in health as a consequence of 
opportune medical intervention on a user, must be reported. 

7.1.5 Where the health registration holder of a medical device or the legal representative in Mexico carries 
out the measures established on matters of technovigilance by the health authorities or through their own 
initiative, as a consequence of adverse incidents, which may be: product recall, corrective action and 
instructions for product return; he or she must submit a report to CNFV describing the actions taken. 

7.2 Reporting exceptions. 

7.2.1 The following incidents must not be reported by the health registration holder of the medical device or 
the legal representative in Mexico: 

7.2.1.1 When the improper functioning or deterioration of a medical device was found prior to its use. 

7.2.1.2 When the health registration holder or the legal representative has information showing that the 
root cause of the incident was due to the patient's medical condition which may be preexisting or occur during 
the use of the medical device. 

In order to justify the decision not to report, the manufacturer, the health registration holder of the 
medical device or the representative in Mexico must have available information which leads to the conclusion 
that the medical device functioned as expected and did not cause or contribute to the death or serious 
deterioration in health of a user, which would lead a person qualified to make medical decisions to arrive at the 
same conclusion. 

7.2.1.3 The use of medical devices whose shelf life has expired in according to the information provided 
by the health registration holder of the medical device or the legal representative in Mexico. 
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7.2.1.4 When the alert or safety system against faults in the medical device functioned correctly, avoiding 
the onset of a serious deterioration or death. 

7.2.1.5 Incidents with a low probability and low frequency of causing harm and whose risks have been 
established and documented by the manufacturer as at acceptable levels after carrying out a risk analysis 
according to the medical device's intended use. 

7.2.2 Foreseen adverse incidents falling into the following criteria must not be reported: 

7.2.2.1 They are clearly identified in the instructions for use, operator's manual or label of the medical 
device or on a warning notice. 

7.2.2.2 They are clinically recognized by the medical, scientific or technological field as foreseeable and of 
qualitative and quantitative predictability when the medical devices are used and are functioning according to 
the manufacturer's intended use. 

7.2.2.3 They are documented or listed in the master file of the device and the appropriate risk analysis has 
been carried out, before the adverse incident has occurred. 

7.2.2.4 They are clinically acceptable in terms of patient benefit. 

7.2.3 It is not necessary to notify CNFV separately of adverse incidents that occur after the manufacturer 
has published a warning notice, if they were mentioned in the notice and if they have the same root cause 
that has been signaled for products covered by the notice. Warning notices include product recall, engaging 
in corrective action and instructions for product return. 

7.2.4 Exceptions granted by CNFV at the request of the health registration holder of a medical device and 
the legal representative in Mexico. 

8. Errors of use 

8.1 Notification of errors of use. 

8.1.1 Adverse incidents due to errors of use must be assessed by the health registration holder or the 
legal representative in Mexico. Results must be available upon request by CNFV. 

8.1.2 Errors of use requiring notification are: 

8.1.2.1 Those falling into the three criteria described in number 7. 

8.1.2.2 Any errors of use for which corrective field safety action is initiated in order to avoid death or serious 
threats to public health. 

9. Management of incidents occurring due to improper use 

9.1 Incidents occurring due to improper use of a medical device must not be reported. 

9.2 The health registration holder or the representative in Mexico must carry out an investigation and 
the management of incidents occurring due to improper use of a medical device. 

9.3 Improper use must be reported to the manufacturer by the hospital technovigilance unit, the state or 
institutional center, protecting the confidentiality of information which may identify the users involved and 
respecting privacy in accordance with current standards, for the purposes of providing an evaluation and 
offering feedback. 

10. Sources of information on an adverse incident 

10.1 In order to correctly implement technovigilance policy, information on risks associated with the use of 
medical devices must be considered, which can be obtained from any of the following sources: 

10.1.2 Post-marketing studies. 

10.1.3 Information analyzing design risks. 

10.1.4 Information from clinical studies on the medical device. 

10.1.5 Information related to the manufacture, preservation, sale, distribution, dispensation, prescription 
and use of medical devices. 

10.1.6 Analyses of trends (see regulatory appendix A of this standard). 

10.1.7 Memos and information issued by international health authorities and bodies. 

11. Access to the medical device involved in an adverse incident. 
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11.1 The health registration holder of a medical device or the legal representative in Mexico can consult 
the user of the medical device regarding the incident. Particularly during the investigation or if necessary and 
as long as this is possible, he or she may require the medical device related with the incident and its 
packaging, for the purposes of obtaining information to determine whether the incident must be reported 
or not to the relevant authority in accordance with reporting criteria. 

11.2 Depending on the characteristics of the medical device, and where possible, the user must deliver to 
the health registration holder of the medical device or the legal representative in Mexico, or the individual 
designated for such purposes, samples of the products related to the incident, with the intention of verifying the 
product's functionality and to determine the presence of any improper functioning which may have caused the 
incident. 

11.3 In the event that a sample of the product or packaging involved in the incident is submitted, the health 
registration holder or the legal representative in Mexico must keep a proof of receipt. 

12. Reporting process 

12.1 All reports must be submitted in writing to CNFV. 

12.2 The reports must be submitted including the data requested in number 6.7.13. 

12.3 Time limits for presenting initial reports on adverse incidents once they become known are as 
follows: 

12.3.1 In the event of a serious threat to public health, the report must be made within two business days 
from the confirmation of the incident. 

12.3.2 In the event of a death or serious deterioration in the user's health, the report must be made no 
later than 10 calendar days following the confirmation of the incident. 

12.3.3 All other adverse incidents which fall into the criteria at number 7 of this standard must be 
reported no later than 30 calendar days following their confirmation. 

12.4 The time limit for delivering the follow-up and final reports to CNFV will be a maximum of six months, 
depending on the seriousness of the adverse incident, the health registration holder being able to request 
an additional extension of no longer than that of the first time-period. 

13. Agreement with international and Mexican standards 

This standard is partially equivalent to the international guideline: 

13.1 GHTF/SG2/N54R8:2006 Medical Devices Post-Market Surveillance: Global Guidance for Adverse 
Event Reporting for Medical Devices. 

13.2 GHTF/SG2/N008R4:2000. Guidance on Management of Information Concerning Vigilance Reporting 
Related to Medical Devices. 

14. Bibliography 

14.1 The General Health Law. 

14.2 The Federal Law on Metrology and Standardization. 

14.3 Regulation of Health Supplies. 

14.4 Regulation of the Federal Law on Metrology and Standardization. 

14.5 Regulation of the Federal Commission for the Protection against Sanitary Risks. 

14.6 Medical Devices Supplement of the Pharmacopeia of the United Mexican States. 

14.7 Supplement for establishments dedicated to the sale and supply of drugs and other health 
supplies, of the Pharmacopeia of the United Mexican States. 

14.8 Official Mexican Standard NOM-001-SSA1-2010, Instituting the procedure by which is revised, 
updated and edited the Pharmacopeia of the United Mexican States. 

14.9 Global Harmonization Task Force. GHTF/SG2/N54R8:2006. Medical Devices Post-Market 
Surveillance: Global Guidance for Adverse Event Reporting for Medical Devices. 

14.10 Global Harmonization Task Force. GHTF/SG2/N008R4:2000. Guidance on Management of 
Information Concerning Vigilance Reporting Related to Medical Devices. 
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14.11 Global Harmonization Task Force. GHTF/SC(PD3)/N4:2007. Definition and glossary of terms used in 
GHTF documents. 

14.12 European Commission, DG Health and Consumers. MEDDEV 2.12-1/ revision 7. Guidelines on a 
Medical Devices Vigilance System. March 2012. 

14.13 National Institute for Food and Drug Supervision. National Technovigilance Program: Guide to 
Reporting Adverse Events with Medical Devices, Bogota, 2008. 

14.14 Chilean Institute of Public Health. Technical Guide to the Technovigilance System of Medical 
Devices in Chile. 2009. 

15. Observance of this standard 

The enforcement of compliance with this standard corresponds to the Ministry of Heath, through the 
Federal Commission for the Protection against Sanitary Risks and to state government bodies, in their 
respective fields of authority. 

16. Effective dates 

This standard will be effective 180 calendar days following its publication in the Official Journal of the 
Federation. 

Regulatory appendix A. Trends 

A.1 Introduction 

This appendix serves to describe the criteria which must be used to detect a significant increase in the 
rate of incidents, thereby enabling the presentation of a report on trends to the relevant national authority. 

It is also important to recognize that under certain circumstances the manufacturer, the health registration 
holder or the legal representative in Mexico must adopt immediate measures without waiting for a trend to 
appear, based on the seriousness of the incident of the perceived risks associated with the incident, regardless 
of the number of cases recorded. 

The purpose of this document is not to define statistical techniques used to establish trends or define 
additional requirements beyond the analysis of trends in complaints, which forms a part of every 
manufacturer's quality assurance system, but rather seeks to explain the reasons why it is important to 
analyze trends with respect to incidents and their reporting, and also provide orientation on certain important 
related aspects. 

A.2 Reporting of trends relative to incidents. A report on any trends showing a significant increase in the 
rates given below. 

A.2.1 Adverse incidents already subject to mandatory reporting. A significant increase in the rate of 
adverse incidents (that were already subject to mandatory reporting) represents an additional piece of data for 
the manufacturer, the health registration holder or the legal representative in Mexico, regarding their medical 
device or its performance in a certain clinical environment. Unless there is a similar trend throughout the 
product's entire market, it is unlikely that CNFV can detect this change due to the fact that only the 
manufacturer with access to all marketing data can create a reasonable estimate of the incidence and 
calculate trends. 

A.2.2 Incidents which are currently exempt from mandatory reporting. In general, an exemption from 
mandatory reporting of certain incidents is given on the basis that CNFV believes that the occurrence has been 
correctly characterized and that both, they and the industry have adopted all reasonable measures to prevent 
additional adverse incidents from happening. However, a significant increase in the number of exempt 
incidents can indicate a fundamental change in the performance of a medical device or its application by 
users. Either situation is of significant value to CNFV and is therefore an appropriate reason to submit a 
report before CNFV as soon as the manufacturer, health registration holder or the legal representative in 
Mexico observes the change in incidence. 

A.2.3 Adverse incidents programmed for periodic reporting. The reason for reporting any change in 
the number of adverse incidents previously programmed for periodic reporting springs from the above analysis: 
in the first place, periodic data with numerator (the adverse incident) but without denominator (number of 
devices on the market or in use) do not provide CNFV with the information necessary to be able to adequately 
calculate trends; in the second place, although periodic reporting on events can allow CNFV to examine 
general trends in the market, each manufacturer, health registration holder of a medical device or the legal 
representative in Mexico is responsible for reporting on any potentially important change in relation to the 
safety of the product. 
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A.3 Analysis of trends in relation to incidents. The decision to submit a report on trends must be 
based on the detection of a significant increase in the number of incidents. 

A.3.1 Procedure for carrying out an analysis of trends and establishing whether there is a 
significant increase 

A.3.1.1 Given the wide variety of medical devices available on the market, it is impossible to define a single 
procedure for analysis or detection of trends which could be valid for all devices. Depending on the type of 
device, the risk classification in relation to the device, the number of products on the market, whether the 
medical device is single-use or reusable, if it has tracking requirements, the lack of information on the device 
disposal and other parameters, the manufacturer, the health registration holder of the medical device or the 
legal representative in Mexico must adopt a procedure for analyzing trends which is applicable and appropriate 
to their operations and medical devices. 

A.3.1.2 While many manufacturers, health registration holders of medical devices or the legal 
representatives in Mexico may find the use of graphs and simple tables to be sufficient, others may have to 
use more complex methods. It is important that valid statistical methods are used to evaluate trends. CNFV 
may require the manufacturer, the health registration holder of the medical device or the legal representative in 
Mexico to prove that the method applied is appropriate for the case in question. 

A.3.1.3 The analysis presented below explains a significant increase within the detection of statistical 
trends. At the same time, this document offers orientation to manufacturers, health registration holders of 
medical devices or the legal representatives in Mexico on how to establish a trustworthy point of comparison, 
thus providing information to CNFV which may aid in the making of decisions regarding exemption from 
mandatory reporting of certain incidents recorded with medical devices based on well-established points of 
comparison. 

A.3.2 Detecting trends related to complaints and trends relative to adverse incidents. Detecting 
trends in complaints as an established requirement within the quality assurance system provides the basis 
for requiring manufactures to collect and analyze data. As complaints are a source of information leading to the 
detection of adverse incidents which must be reported, the creation of trends relating to adverse incidents uses 
essentially the same methods as the detection of trends in complaints. Use the same database for both, 
analysis and detection processes: the complaint file. 

A.3.2.1 The difference is as follows: 
A.3.2.1.1 The analysis of trends in complaints can lead to the detection of a single trend therein (and the 

adoption of the corresponding corrective and preventive measures), but not necessarily to the submission of a 
report to CNFV. 

A.3.2.1.2 The analysis and detection of certain trends relating to adverse incidents can lead to the 
submission of a report to CNFV. 

A.3.2.2 In summary, the method for assessing trends seen both in complaints and in adverse incidents can 
be the same despite the fact that the process for making decisions and the following activities may be different. 

A.4 Example of a statistical analysis of trends and a significant increase 
A.4.1 Basic parameters for the analysis of trends 

A.4.1.1 The raw data which must be collected for the purposes of carrying out an analysis of trends are the 
number of cases (n) in a given interval (t) and the volume of related product used (by users) on the market (d) 
for the duration of that interval. For each interval a data point is calculated (i) = n/d which, for the purposes of 
this appendix, is defined as the observed incidence expressed in percentage form. In the case of medical 
devices intended for continuous use, such as implants, patient exposure over time must be measured or 
calculated to establish the denominator (d), rather than the volume of product used. However, when a 
manufacturer, health registration holder of a medical device or the legal representative in Mexico does not have 
data on exposure to use, the number of products in the field can be used as a denominator (d). 

A.4.1.2 If relevant (for example, in the case of implants), an analysis of trends may also be initiated for 
clinical results and other variables such as age, weight and sex of patients, the age of the device and others. 

A.4.1.3 The point of comparison (IB) and the threshold (IT) against which the observed incidence is 
compared to establish the trend, are also expressed as percentages of volume of related product used on the 
market or the exposure to use. If the volume used of a related product by a related manufacturer is too low to 
be able to obtain a statistically significant measurement, each incident must be reported to CNFV. The quality 
of the statistics increases along with the number of episodes as well as the volume installed on the market. 
Care must be taken while determining the data to be used in the analysis of trends: only the market zones 
with 
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established reporting of incidents must be included, since if this is not the case, the frequency of known 
occurrences may not coincide with the volume used, which would lead to incorrect data. 

A.4.2 Point of comparison (IB). In order to be able to establish a realistic point of comparison, for 
example, to avoid unnecessary reporting, various different tools and methods can be used, such as risk 
analysis, reliability analysis techniques and tests of reliability, among others. Another important source of 
information is historic data on the manufacturer or equivalent devices by the competitor. Also, additional 
information can be found in medical and scientific publications. If insufficient information exists to enable the 
calculation of a reliable and statistically provable point of comparison, incidents must be reported individually. 

A.4.3 Threshold (IT) and interval (t). The typical number of episodes recorded in a given interval, for 
instance, one month, will vary according to the type of product and may comprise from one or two episodes up 
to several hundreds. Therefore, the interval must be long enough to allow the collection of sufficient data for 
the analysis according to the volume of products sold and reported incidents. For high-volume products, the 
typical interval is one month. Additionally, it is important that the interval is also short enough to allow for the 
application of opportune corrective action, especially in the case of high-risk products. The higher value of the 
standard deviation specified by the trend analysis, threshold IT, will vary according to the category of the 
product. 

A.4.4 Significant increase in observed incidence. A sustained increase in the observed incidence (i) 
above the point of comparison for a certain number of intervals will constitute a significant increase and must 
be the basis of a trend report to the CNFV (see figure 1). Whether or not the increase can be considered 
sustained will depend on the tests and the statistical method chosen. The trend report must be submitted as 
soon as a significant increase is detected. 

A.4.4.1 According to the volume of the product on the market, a "significant increase" may be detected as a 
result of any of the following considerations: 

A.4.4.1.1 A rapid, continuous increase in (i) over a limited number of intervals of high-volume product, for 
example, from 1 to 3 months. 

A.4.4.1.2 A slow, continuous increase in (i) over a larger number of intervals for low-volume product, for 
example, from 3 to 6 months. 

A.4.4.2 Although the point of comparison will rise following the detection of a significant increase, 
corrective and preventive measures must be initiated as a basic requirement of quality assurance, in order to 
determine and eliminate the root cause of the problem, reverse the trend towards raising the point of 
comparison and return to the previous level or to a lower one. 

 
Figure 1. A rise in the point of comparison and its presentation in a trend report. 

 
 
 

* RoV: Normal range of variation 

Note: Only one data point per interval. 

A.4.5 Improvements in the point of comparison. If a sustained reduction in incidence is recorded over 
several successive intervals, this will lead to a reduction in the point of comparison and the threshold which 
must be used for future trend analysis (see figure 2). 

A.4.5.1 These lowering trends in the point of comparison, which may be related to improvements in the 
product or processes, or having perfected the indications or clinical use, are positive advances leading to a 
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reduction in the number of incidents and a reduction in costs for the manufacturer, as for the entire National 
Health System. 

Figure 2. Improvements in the point of comparison. 
 

 
 

A.4.6 Exceptional cases. If a significant, sudden increase is recorded in incidence (i) or i n  the number 
of events (n), whether sustained or not, it is recommendable to submit a report to the relevant national 
authority even if the trend assessment may not indicate the need to submit it, even if the interval for the 
current trend analysis period has not ended. A report must be submitted as soon as an exceptionally high 
value is detected and related corrective action is taken, even before any trend has been confirmed. 

Sufragio efectivo. No reelección. 

Mexico City, September 14, 2012.- The Federal Commissioner for the Protection against Sanitary Risks 
and President of the National Consultative Committee on Standardization and Health Promotion, Mikel 
Andoni Arriola Peñalosa.- Rubric. 
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