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What is Risk?

Å The risk is defined as the probability that and adverseevent occurs,multiplying the
harmthat would causein caseof materializing. Therisk is simplythe expectedlossand
it`s commonly identified more ferquently in situations which affect life, health,
environmetn,financeandeverydaylife.

Å However,the valuationof the expectedloss implies to measurethe probability of all
possible events, situation that complicates as uncertainty increases. Faced this
situation,regulationimpliesadecisionwith incompleteinformation.

Risk = Probability of ocurrence by Harm

R(X)= E(X.P(X))



ÅThereare riskswhich are more sensitivethan others, for which by facingrisksthat havea very
high valuation, the regulator is encouragedto emit rules that atend to what it is known as
PrecautionaryPrinciple: «it is better to prevent than to regret»*.

The Regulation and Precautionary Principle

*Do Federal RegulationsReduce Mortality?, RoberthW. Hahn, 
Randall W. Lutter, and W. Kip Viscusi, 2000.

Confference  of United Nations 
about Environment and 

Development - "Declaration of Río" 
(1992)

«Inorder to protect the environment,the statesmust
applyamplythe precautioncriteria accordingto their
capacities. When there`s danger of great harm or
irreversible, the lack of absolut cientific certainty
must not be used as an excuseto postpone the
adoption of effective measuresin function of the
coststo preventthe environmentaldegradation»

«When an activity generatesthreat of harm
against humanhealth o to the environment,
precautionarymeasuresmust be taken, even
if it`s not completely stablished in the
cientific field the relations of causality and
the efectsrelated to the problem»

Declaration of Wingspread (1998)



Regulators'  dilemma

Å Thegovernmentsare intended to protect citizenshipfrome socialrisks,enviroment,health,
labor, economic,finantial, etc., so they seemto be encouragedto act accordinglywith the
precautionaryprinciple.

Å However, as available information and experience grow, uncertainty is reducedand,
therefore, it is possiblethat the regulator keepson evolvinginto an approachin which the
rulesemited correspondto the levelof risk it is faced.

Å In all cases,the regulator must assumethat cero risk is unreachable, becauseinvariably
reducinga riskanotherriskis increasingin other area.

Minimizing Error 
Type I and Error 

Type II

Error TypeI

Failes in regulate (sub regular o non regular)
when is required to and, therfore, loss and
damagearegenerated(eg.: entranceof harmful
products).

Error Type II

Regulate where there`s no need or regulate
more than proporcional to the risk, promoting
other risksand reducingbenefits to population

(eg.:lackof accessto neededhealth products ).



Principles for emiting regulation risk-based

Giventhe difficulty that representsto be ableto generateregulationthat atendsin opmital
way the risksfacedby societyand, at the sametime, generatesan efficient and effective
useof resources,the OECDhasgenerateda setof generalprinciples1.

1Risk and Regulatory Policy: Improving the Governance of 
Risk, OECD Reviews of Regulatory Reform, OCDE, 2010



Types of regulation based on risks

Once this analysisis made, the OECDidentifies four types of regulatory alternativesto
atendeveryproblem:

ωProhibitActivities

ωEjemplos: Smoking, Industrial Waste
AvoidRisk

ωMakeanothereconomicagentto acceptrisk

ωEjemplos: Contracts, Insurances
Transfer Risk

ωAcceptrisklosses

ωEjemplos: Lowriskactivities, DangerousHazards
Management Programs

RetainRisk

ωReduce riskprobability

ωEjemplos: Licencees, Standards
Reduce Risk



As good regulatory practice, there can be made some exςpost assessmentswhich
allow to checkif the risksare lower or higherthan the originallyposedand,in this way,
improveregulations.

Planning

Objetives, resources, 
capacities and tools to be 

used are identified 
preliminary

Consultation

The views ofstakeholders are 
collected andget political 
support from thehighest 

levelthat the strategy isviable

Design

The objetives, responsables, 
compliance times, resources, 

capacities adn tools are stablished 
definitively

Fuente: OECD (2009), Overcoming Barriers to Administrative Simplification Strategies, Paris.
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Implementation

The simplification and deregulation is 
implemented; working groups and 

negotiation are carried out to review 
the regulatotion.

Evaluation and  
Monitoring

The strategy is checked in 
order to see if it is achieving 
the proposed objetives. The 

evaluation is quantitativeand 
qualitative.

Cycle Regulation



Application on Medical Device formalities

Basedon this principles, it was found possible to ckeck the regulatory frame of the
applicableformalitiesto medicaldevicefor their merchantibility.

Mexico Indicator 
(2008)*

Number

Maket value 2.31 mmd.

% of GDP 0.26%** 

Total exports 4.92mmd.

Total imports 2.17 mmd.

Economic Units 595

*FUENTE: ProMéxico, ** Estimaciónpropia

ÁIn 2007 it was estimatedthat the world
wide marketvalueof deviceswasaround
160mmd.*

ÁUnitedStatesdominateabout half of the
total market.*

ÁJapan, Germany, England and France
havethe biggestmarketsjust after US.*

ÁMexicois in the first 15 placesasmarket
sizerefers.*

ÁIt is estimatedthat the world market rate
growth is4.6%.*



Application on Medical Device formalities

In this way, it was found that the Health Recordfor Medical Deviceis classifiedin three
typeswhichvarywith risk level,whichwere revisedbasedon the principlesoutlined by the
OECD, determiningpossibleto makethe modifications.

ω1172 Products actually
considered medical devices
ClassI

Productsnot to be 
consideredmedical 

devices

ω95 Medical devices with
very low risk

Eliminate
requirementsfor
SanitaryRegister

COFEPRISverified, basedon their risk level, from a total of 12,000medicaldevicewith
the obligation to obtain health registration, the registration and extention processes
canbe simplified for the 9.8%of this products.

Creating 
a ClassIAvery 

low risk 

Issuance of 
a Product List



Measuring the Benefits: Standard Cost Model

StandardCostModel is a tool from OECD2 which COFEMERhasadopted in order to asses
the improvements in formalities. In countries where it has been implemented, it was
calculatedthat the useof the modelgenerateda reductionfrom 25%of the administrative
burden,equivalentfrom 2%to 3%of GDP.

Evaluationof social 
tangible benefits

2The Standard Cost Model ςA Framework for
Definingand QuantifyingAdministrativeBurdensfor
Businesses,OCDE,2004

Å8 standardactivities (generation
of information, transfers,
shipments, meetings, servicios
externos, llenado de formatos,
archivosde respaldo,etc.)

ÅTimededicatedto everyactivity

ÅSalary costs of personnel
involved in each standard
activity

Administrative Burden Opportunity Cost

ÅIts a measure of capital cost as
opportunity cost (comparedto the

risk-free rate)

ÅForthe caseof this formalitiesit was
considered the weighted average
cost of capital (WACC)from the
pharmaceuticalindustry of medical
device.

ÅThe OC considers the response
timesof the authority.

Donde 
CT: Costo Total por actividad estándar



3. Resultados de costeo (1/2)
Results
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Carga Administrativa Costo de Oportunidad Source: COFEMER with data from COFEPRIS

Distribution of administrative cost

Total: $827 mdp

Total: $2,775 mdp
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