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Disclaimer
The U.S. Food and Drug Administration (FDA), the Joint Institute for Food Safety and Applied Nutrition (JIFSAN)

and Risk Sciences International (RSI) have taken all reasonable precautions in creating the FDA-iRISK™ quantitative
risk assessment system (version 4.2) and the documentation accompanying it. FDA, JIFSAN and RSI are not
responsible for errors, omissions or deficiencies regarding the system and the accompanying documentation. The
FDA-iRISK system and the accompanying documentation are being made available “as is” and without warranties
of any kind, either expressed or implied, including, but not limited to, warranties of performance, merchantability,
and fitness for a particular purpose. FDA, JIFSAN and RSI are not making a commitment in any way to regularly
update the system and the accompanying documentation.

Responsibility for the interpretation and use of the system and of the accompanying documentation lies solely
with the user. Risk scenarios and data provided in the FDA-IRISK system are for illustration purposes only; they do
not represent endorsements by FDA, JIFSAN, or RSI. In no event shall FDA, JIFSAN or RSI be liable for direct, indi-
rect, special, incidental, or consequential damages resulting from the use, misuse, or inability to use the system
and the accompanying documentation.

Third parties' use of or acknowledgment of the system and its accompanying documentation, including through
the suggested citation, does not in any way represent that FDA, JIFSAN or RSI endorses such third parties or

expresses any opinion with respect to their statements.
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Preface

About this Guide

This guide provides step-by-step instructions about how to navigate the FDA-iRISK® user interface, enter data and
create risk scenarios, and share data and risk scenarios with other users.

The FDA-iRISK” Quick Start provides a high-level overview of the FDA-iRISK functionality using worked examples. If

you are new to FDA-IRISK, it is recommended that you work through the FDA-iRISK Quick Start before reading this
document.

For more information about how FDA-IRISK computes risk estimates, refer to the FDA-iRISK™ Technical Document
that describes the underlying mathematical architecture and equations used for risk calculations. Both the FDA-

iRISK® Quick Start and FDA-iRISK Technical Document are available on the FDA-iRISK Help page.

FDA-iIRISK Support

If, after reading this manual, you have a question about FDA-iRISK, first consult the resources on the Help page in
the FDA-iRISK interface. If you still can’t find the information that you need, click the Contact link at the bottom of
the FDA-iRISK window, and complete and submit the form.
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CHAPTER 1
Introduction

FDA-IRISK is a web-based system designed to analyze data concerning microbial and chemical hazards in food and
return an estimate of the resulting health burden on a population level.

The data required to execute this analysis include the following:
« The food and its associated consumption data and processing/preparation methods.
« The hazard and its dose-response curve.
« The anticipated health effects of the hazard when ingested by humans.
Each of these elements contributes an essential piece of information to the model on which the final estimate of
risk is based.
FDA-iRISK supports the following risk (exposure) scenarios:
« Acute exposure to microbial hazards in a single food.
« Acute exposure to chemical hazards in a single food.

Chronic exposure to chemical hazards in a single food.
« Chronic exposure to chemical hazards in multiple foods (multifood).
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FDA-iRISK Home Page

Access the FDA-IRISK Home page at https://irisk.foodrisk.org.

M Apiount  Login

Home

FDA-IRISK 5 @ web-based system designed to analyze data concerning microbial and chemical hazards in food and return an
estimate of the resulting health burden on a population level.

The data required to execute this analysis include the food and its asseciated consumption data and processing/preparation
meathods, the hazard and its dose-response curve, and the anticipated health effects of the hazard when ingested by humans.
Each of thess alements contributes an essantial plecs of infarmation to the model on which the final estimate of risk Iz based.

When you register, you will be assigned your awn personal workspace in which te model food/hazard risk scenarios. You may

also share this workepace with others to view, Note: your model and data are only accessible by you, unless you choose to
share them with another user, FDA does not have access to your Information, See privacy disclaimer via Register link below.

For a complete description, review the Quick Start Tutorial and User Guide on the Help page before beginning.
For a list of major changes in Varsion 4.2, view the What's Now o FDA-IRISK 4.2 page.
Please Logln or Reaister.

Suggested Citation

Where the FDA-IRISK system is used in risk assessment research and other food safery activities, reference to the system
should be made as follows:

Food and Drug Administration Center for Food Safety and Applied Nutritlon (FDA&/CFSAN], Jolnt Institute for Food Safety and
Applied Nutrition (JIFSAN) and Risk Sciences International (RSI). 2021, FDA-IRISKE version 4.2, FDA CFSAN, College Park,
Maryland. Avallable at https://irisk.foodrisk.org/.

Home Suvstem Dodamer Coctagn s
Cogryright @ 2002 - 2001 FOA/TIFSAN-UM/RISK SCIERCES INTERNATIONAL

The main FDA-iIRISK page consists of the following tabs:

Home The “front” page that describes FDA-iRISK and provides Login and Register links.
Risk Models Where you define the elements needed to create a risk scenario.
Reports Where you customize and generate model summary and scenario ranking reports.

Repositories Where you manage your repositories including creating a new repository, extending
invitations to share elements with others, and monitoring current sharing privileges.

Help Where you can learn more about where to access help and additional resources.
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Chapter 1: Introduction

Registering for FDA-iRISK

1 To register for an FDA-IRISK account, click the Register link on the Home tab. The Register Account page
opens.

Home -* Register Acoount
Register Account

Pleasze complete the following form to create an FDA-IRISK account.

Your email address will be used as your username. & registration verification email will be sent to the email
address specified. First Name, Last Name, Email &ddress, Password and Time Zone fields are required. The
remaining fields are optional.

Privacy Disclaimer

By registering to use the FDA-IRISK system, yvou understand and consent to the following: The Government
does not have access to the user information provided during registration. The FDA-IRISK system administrator
(& third party that is not FD&) periodically generates standard usage statistics by Google Analytics tracking
statistics, and provides FD& with the total number of registered accounts per country or region and the total
number of usage sessions per country or region (consolidated statistics not attnbuted to any one individual
account).

First Mame: [

Last Name: [

Email Address: [ |
|

Confirm Email Address:

Password: [ |
(At lzast 8 characters
including one number)

Confirm Password: [
Time Zone: WC-CS::IZI': Eastern Time (US & Canada) £
Title: | |
Organization: | |
Telephone: | |
Register Account

2 Enter your contact information, and then click Register Account.

An activation email will be sent to the email address provided.

3 Follow the instructions in the email to activate your account.

Logging into FDA-iRISK

1 Tologin, do one of the following:

+ Click the Login link at the top right of the main FDA-iRISK page.
+ Click the Login link on the Home tab.

2 Click the Disclaimer link and review the information. Select the check box.

3 Click Login. The Risk Models page opens.
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Navigating FDA-iRISK

FDA-IRISK is comprised of a tabbed interface that provides access to its functionality. Click a link or tab to open the
relevant page. Only one page may be open at a time.

Important: When navigating between tabs in FDA-iRISK, all data must be saved on the current page before
opening a new page, even a page “within” the current element (e.g., an uncertainty page). Otherwise, any changes
will be lost.

The numbers in the following figure highlight the different areas of the FDA-iRISK page. Each numbered area is
described in the table below.

. Logged i as: userguidefrisksciences.com Eesocount Looout

Risk Madels

. Hesng -» Resk Models {My Primary Repository) -> Hazards Tab

@ Risk Models

.- Select Repository: (MyPomeryRepossory =~ w || Shiew Mcdeiy

Hazards

Sedect a hazard from the Est below to edit or dedete, or add a new hazard,
Dogs responds modeds and health metrics are defined 52 part of the hazard.

Add Hazard
Hazard Type Actions
_afiatoxin B1 _ Chemical _ Edit Cony Dejate
Ammoria (refrigerant laak)  Chemical Edit Cony Dilets
[norganic Arsenic [mported  Chemical Edit Copy Delete
_Incrganic Arsenic Imported  Chemical Edit Copy Dedabe
_Dchratoxin A _ Chemical _Edit Cony Delels .
_Campylobacter _Micrablal Pathogen Edit Copy Dalate
L. mongcytogenes 1 Microbial Fathpgen Edit Copy Delnte
_Salmaonedla _Microblal Fathogen Edit Copy Delete
SRR R Duspley Records: (35w | | Update .

Home System Dusclymer Contsctilly (i)
Copyrght © 2002 - 2020 FOR/TIFSAN-UM/RISK SCIENCES INTERNATTOMAL

Area Description

Logged In As Displays the email address of the user who is currently logged in.
. My Account Use the My Account link to edit your account settings, including changing your password.
Logout Exits FDA-RISK.

. Main Tab Bar Consists of the tabs to navigate to the Home, Risk Models, Reports, Repositories, and Help pages.
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Description

Breadcrumbs The breadcrumb string indicates the location in the site hierarchy of the page presently visible. You
can navigate back up the hierarchy by clicking the appropriate breadcrumb link.

Page Title Identifies the current page.

Select Repository If you have created multiple repositories or have access to repositories of models shared by other
users, you can select the desired repository from this drop-down list to view data stored in that repository. All new
accounts automatically have access to a set of Sample Models under the name Sample Models that provide examples
of the different elements.

Section Tab Bar Allows you to navigate to different pages within the page selected on the Main Tab Bar. The active
tab is white rather than blue. The numbers beside the tab name indicate the number of definitions that have been
created for that element.

Work Area Displays the list of definitions, if any, that have been created for that element. You can add, edit, or delete
definitions for the selected element from the work area.

Paging Controls Used to navigate between the pages that contain lists. In addition, you can select the number of
records to display on a list page from the drop-down list on the right side. The new number is saved in your profile.
The selected value applies to all list pages

Footer Links Links to the Home, Disclaimer, and Contact Us pages.

>
=
[

Notifications

The following types of notifications display at the top of each page:
+ System-wide (e.g. planned upgrade or a new webinar).
+ Report has completed. The message includes the report name and completion date and time.
« Share repository invitations. The message displays the repository name and invitation date.

Motifications: = Auwg 17, 2020 14:33:37 Your report FOA-RIEK Aisk Extirmates and Scenano Ranking Aeport i now available. D A m—

Click the o button to the right to acknowledge receipt and close the notification.

Editing Account Information

1 Click the My Account link at the top right of the FDA-iRISK main page.
2 Onthe Manage Account page, edit the account information as required.

3 Click Save Account Changes.
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Note: If you change the email address associated with your account, once you save the changes, you will be
required to log in using the new email address.

Changing Your Password

1 Click the My Account link at the top right of the FDA-iRISK main page.
In the Existing Password input field, enter your current password.

Enter and confirm the new password.

A owWwN

Click Change Password.

Defining Numeric Parameters in FDA-IRISK

A risk scenario (or “risk model”) developed in FDA-IRISK, includes seven elements:
« thefood
+ the hazard
the population of consumers
« aprocess model (i.e. food production, processing and handling practices)
« consumption pattern(s) in the population
dose-response relationship(s)

- burden of disease measures associated with different adverse health effects from the hazard (i.e. a health
metric such as losses in Disability-Adjusted Life Years, or DALYSs).

Once you identify the food, the hazard, and the population of interest, the other four model elements in FDA-iRISK
require numeric parameters and data. Parameters for some elements may require fixed (single) values, while others
offer the option of fixed values or variability distributions. For most individual parameters, the user can also specify
uncertainty using a distribution.

Note: When entering a numerical value, you must use a period (.) to represent the decimal (e.g. 0.1324 and 51.45).
Entering a comma (,) will result in an error. This requirement applies to any place where numerical values are
defined (e.g., when defining a dose response relationship or a contamination distribution).

Fixed Values

A parameter that takes a fixed numeric value is represented in the FDA-IRISK interface by a single input field on the
appropriate page. For example, the annual consumers parameter of a chronic consumption model is defined as a
fixed value.
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You may enter the value in standard notation:

Model Mame: fl'nrtilla Chip Consumption
Exposure Type: Chronic

Annual Consumers: [25000,000

Uncertainty: Add

| Save | | Save and Close | | Close |

You may also enter the value in scientific notation:

Model Mame: Tortilla Chip Consumption

Exposure Type: Chronic

Annual Consumers: [25EB

Uncertainty: Add

| Save | | Save and Close | | Close |

Variability Distributions

A parameter that takes a variability distribution is represented in the FDA-iRISK interface by a combination of a
drop-down list and one or more input fields.

FDA-RISK® 4.2 User Guide 8 March 2021



Chapter 1: Introduction

For example, the body weight (kg) of 1 to 5 year olds might be represented as Uniform(10,30) distribution.

Body Weight (kg):
Body weight is not required when per kg-day is selectad for the consumptien units.

Parameter Value Uncertainty

Wariability Distribution: | [Uniform w | 0| s
Minimurmn: [0 ] 1 Add
Maimum: EFI | Add

Tha chart below displays the probability density function (PDF) and cumulative
distribution function (CDF) or probability histogram for body weight based on the
parameters above. Please note that the left wartical axis measures probability
density and should not be interpreted as measuring probability, Values for
probability density are not restricted to the interval (0,1}, The chart is only
updated if the page is saved or the Refresh Chart button is clicked.

Probability Density and Comulative Distribation

W 12 14 16 18 20 zZz 24 2 28 M

| Refresh Chart .

To achieve this, you would first select Uniform from the list of available distribution options . The page reloads

and displays the Minimum and Maximum parameters . (The parameters that display depend on the
distribution option that you select.)

If the values for a selected distribution are valid, a chart displaying the cumulative distribution function (CDF) and

probability distribution function (PDF) for the distribution is provided below the distribution . (CDF only
displays for cumulative empirical distributions.) If the distribution is not valid, or the parameter value set to Fixed,
then no chart is displayed.

You can click the Refresh Chart button . to update the chart without saving the changes. The chart also reloads
when the page is saved.
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For process models involving microbial hazards, in addition to the CDF and PDF charts, a chart showing the actual
count per food unit displays. This is useful for validating the entered parameters.

Initial Concentration:

Parameter Value Uncertainty
Units: [legilch w | / [g__w || Updatz ) NSA
Wariahility Distribution: | Mormal {Truncated) W | MNSA

Mean: Er | Add

Standard deviation: 34 | Add

Lovier bound: [ToeTes | Add

Upper bound: P ] Add

The chart belew displays the probability density function (PDF) and cumulative distribution function (CDF) or probability histogram for the
initial concentration based on the parameters above, Please note that the left vertical axis measures probability density and should not be
intarprated a5 measuring probability. Values for probability density are not restricted to the intarval (0,1). The chart is only updated if the
page is saved or the Refresh Chart button is clicked.

Proballity Density and Cumulative Distribation Coumt Per Uinit 327 g
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" - )r; - :-_ i

=1 3 a

= y C = /’/

S 404 & 001 o
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Comonnlyaliion I eonnk B
COF POF - Covant Par Uit
Fafresh Chart |

In addition, you have the option to impose the Spearman rank correlation between the following types of
distributions:

- Time and temperature distributions for predictive microbial process stages

« Consumption and body weight for single food consumption models (when body weight is required)
+ Pool size and transfer rate distributions for the process type: cross-contamination with concentration
« Pool amount and transfer rate distributions for process type: cross-contamination by amount

Cumulative Empirical Distributions

Consider the following:

« Cumulative probabilities should be expressed as a number between 0 and 1. The first row must have a
cumulative probability of 0 (minimum of the distribution). The last row must have a cumulative probability of
1 (maximum of the distribution).
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« Cumulative probabilities must be increasing and unique. Values must also be increasing but duplicates
values are allowed.

« For each cumulative probability, the probability is given an outcome that is less than or equal to the
corresponding value.

« Parameters for the cumulative empirical distributions (listed as “Empirical (cubic)” and “Empirical (linear)” in
the drop-down list) are entered differently than the other distribution options.

You can enter a distribution using cumulative probability/value pairs as a table (default) or in an input field. When
entered as a table, you add, delete, or add rows as required. When entered in an input field, each pair is entered on
a separate line and the format is “cumulative probability, value” (e.g. 0.1, -3).

Example entering data as a table:

Value
g L
Empirical (cubic) ¥ | Import

Enteras Tahle =

Probability | Value Actions

0.0 10 Insert Delete
0.3 15 Insert Delete
0.5 20 Insert Delete
0.75 25 Insert Delete
1 30 Insert Delete
Number of Rows: [10 || Add
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Example entering the same data in an input field:

Value
"Empi_ric:_al {cubic) ¥ | Import

j_'E nteras List v

Alternatively, you can click the Import link to import empirical distributions from text, CSV, or Microsoft Excel files.

Home -> Risk Models (My Mew Repository] -» Foods -» Food (Cantalowpe) <> Consumption Model (Cantelope Consumption 65+ -> Edit

Population Greup and Comsumption (Cantelope Consumption Adults 65+) -> Name and Parameters Tab

Edit Population Group and Consumption

Import Empirical Distribution

Specify the file type and parameters, then select a file to import.

Mote: all fields are required

File Type:| Text * | | Update

Field Delimiter: Comma -

Decimal Separator: Pericd »

MNumber of Header Rows: |1

Selact file: Choose file | Mo file chosen

Preview Data | | Cancel

Once you specify the file type and parameters, and select the file to import, you can preview the data and select the
probability column and the value column. Your source file can contain more than two columns. Simply indicate
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which column should be used for probability and which for value using the drop-down lists. Click Import Data to
complete the import. Note, the file must use probability values (0-1) and not percentage values (0-100).

Home -> Risk Models (My Primary Repository] -> Foods -> Food (Cantaloupe Imported] -> Consumpbion Model (Canteloupe Consumpticn
Imported) <> Edit Population Group and Consumption (Adults 65+) -> Name and Farameters Tab

Edit Population Group and Consumption

Import Empirical Distribution

Column 1 Column 2 Specify the probability column: | [olumn 1 |

=4 0.99 -
-4.00 0.98 Specify the value column: | Column 2 |
-3.91 097

-3.79 0.96 Previous | | Import Data | Cancel
-3.60 0.95

-3.61 0.94

-3.54 093

-3.48  0.92

-3.42 0.91

-3.38 0.9

-3.33 0.89

0.88

Note that the chart of the defined distribution uses linear interpolation between data points for both Empirical
(cubic) and Empirical (linear):

400

— GO

f r T T D
10 15 20 25 30

Value

However, during simulation a smooth, monotonic cubic interpolation is used for Empirical (cubic). Linear
interpolation is used for Empirical (linear).
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A representation of the distribution displays in lists and reports. Click the representation to enlarge the chart and
view the details.

View Consumption Model

Pagrilation Grodip iy T Consinption

Cantalope Consumption SOTS00000 Empirical {cubic) gfeo
Adults 65+ [T

Chart for Consumption of Population Group Cantelope Consumption Adults 65+
The charn below displays the cummbative dastributon fusction (CDF) for the varabdiey dostribatuon for the selected
distrsbution
Cunsulsnive Distribation
— 1 Probability Value
- o0 1689
/ | | Los 010 LTS
7 030 5158
025 5492
{ { : ‘ { k06 030 00
| g 040 TR
i Los 030 10T
[ 060 1S
| 070 1488
|J " L . " 02 .78 1558
f 080 1847
| o 080 230
16.89 375,512 THIM 1092 756 1451.378 1810 0.9 Hl4
Vakan 0% 5109
0963 1508
— e 0pee 1809
! 1810
Chose

Chance Distributions

You can enter a set of discrete probability/value pairs as a table (default) or in an input field. When entered as a
table, you add, delete, or add rows as required. When entered in an input field, each pair is entered on a separate

line and the format is “probability,value” (e.g. 0.1, -3).

The discrete probabilities should be expressed as a number greater than 0 and less than 1, and must sum to 1.
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Log and Non-Log Distributions

You can select either the log nor non-log scale for microbial concentrations and counts for process models and
process stages.

Parameter Value
Units: [bogrochu ..[|/|a .|
¥ | | Update
Variability Distribution: | [ Normal |
Mean: IC'
Standard deviation: IC'

Uncertainty

In addition to specifying variability for FDA-iRISK model elements, you can also specify quantitative descriptions of
uncertainty. This is achieved by specifying an uncertainty distribution for one or more model parameters.

Note: Ensure all uncertainty values are valid for the underlying scenario parameters. Invalid uncertainty parameters
of combinations of parameters may result in simulation errors or invalid results.

If a model parameter supports uncertainty, there will be an “Add” link beside the parameter in the Uncertainty
column. For example, you might define uncertainty for the initial prevalence of a process model:

Initial Contamination, Unit Size and Prevalence:

Parameter Value Uncertainty
Hazard: Ammonia M/ A

Food: Frozen Pizza M/ A

Initial Units are

Contaminated:

Initial Prevalence: 1E-6

Select Mass Units:

All model parameters support single parameter uncertainty. Some model parameters also support linked
uncertainty parameters. See the following sections for more information on these uncertainty types.
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Single Parameter Uncertainty

For model parameters that support only single parameter uncertainty, when you click the Add link the uncertainty
is added for that parameter and you are redirected to a page to define its distribution

Home -> Rizk Model [My Primary Repository) - Process Model {Ammonia in Frozen Pizza) -= Edit Uncertainty -= Parameters Tab

Edit Uncertainty

The Instructions tab should be reviewed by first time vsers before proceeding.

Set the distribution type and parameters for the uncertainty distribution.

Mote: Ensure all uncertainty values are valid for the underlying scenario parameters. Invalid uncertainty
parameters or combinations of parameters may result in simulation errors or invalid results.

Mota: All fields are reguired

Parameter Value

Model Element: Process Model

Parameter Type: Initial Prevalence
Parametar: My A

Uncertainty Distribution: [Unifarm b
Minirmum: IIZI—|

Mazimum: |I2I—|

The chart below displays the probability density function (PDF) and cumulative
distribution function {CDF) or probability histaogram for uncertainty distribution
based on the parameters above. Please note that the left vertical axis measuras
probability density and should not be interpreted as measuring probability. Values
for probability density are not restricted to the interval (0,1). The chart is only
updated if the page is saved or the Refresh Chart button is clicked.

Unable to render the chart.

Refresh Chan

| Save || Sawe and Close | | Close |
Last Modifed: I7-Aug-2020 15:14:08

Quick Links: Back to previous pags

FDA-RISK® 4.2 User Guide 16 March 2021



Chapter 1: Introduction

Click Save and Close to return to the previous page. This page will now show a summary of the uncertainty
distribution in the Uncertainty column, with the options to Edit or Delete.

Model Mame: |Ammonis in Frozen Fizza |

Define Initial Conditions Using:

Single Set of Parameters ®

Upstrearn Process Model O

| Change Msthod |

Initial Contamination, Unit Size and Prevalence:

Parameter Value Uncertainty
Hazard: Ammania | refrigerant | N/A
leak)
Food: Frozen Pizza NS A
Initial Units are MY A
Contaminated:
Initial Prevalence: Uniform {Minimum: 0.9E-6, Maximum: 1.1E-G) g
Edit Delete
Select Mass Units: M/A

Uncertainty for Microbial Process Model Initial Conditions

For microbial process models, you can import a set of linked uncertainty parameterizations for initial prevalence-
concentration-unit size definitions from another tool or model, as initial conditions for a microbial process model.
(Only available for the “Initial Prevalence, Concentration, and Size (e.g. mass)”.

When you click the “Add” link beside the parameter in the Uncertainty column, the Add Uncertainty Parameter
page opens and you are presented with the option of adding a single or linked uncertainty type parameters. Select
the Linked Parameters uncertainty type parameter option from the drop-down list and then click Add Uncertainty.
You are prompted to choose the linked parameter set file to import. Select the file, click Open, and then click
Confirm. The uncertainty parameters are added and you are redirected to a page to review the distributions. If any
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validation issues are detected, they will be displayed in the table. Resolve the issues in the file and then re-import
the file.

Home -> Risk Model (My Primary Repository] -> Process Medel [Sabimonella in Peanut Butter) -> Edit Uncerntainty -> Parameters Tab

Edit Uncertainty

The Instructions tab should be reviewed by first time users before proceeding.

Ml ] Farameters

Process Model Uncertainty

Initial Concentration Initial Size
Validation Result Probability Prevalence u tainty u tainty
valid 0.4 Fiwesd(@.01) Empirical[{0,1),(0.5,2), Empirical[ (0,100},
(8.7,1.5),(1.,3}] (0.3,158),(1,200))
valid 0.1 Fizad(@.02) Empirical[(0,1),(0.2,2), Empirical[(®, 200},
(®.5.3),02,5)] {1,200)]
valid 0.5 Uniformid.01,8.3) harmal{0.9,0.1) Telangular(104,175, 200}

Dalwio Al Reimport  Closa

Quick Links: Back to sowdious oege

Click Close to return to the previous page. This page will now show that linked uncertainty is assigned to the initial
prevalence, concentration and size in the Uncertainty column, with the options to Edit or Delete.

Initial Contamination, Unit Size and Prevalence:
For microbial hazards, review the relationship between unit size, prevalence,
and concentration on the Instructions tab.

Parameter Value Uncertainty

Hazard: Salmonella MfA

Food: Peanut Butter MfA

Initial Units are L M/A

Contaminated: /

F i
Initial Prevalence: 5.5E-6 Linked uncertainty, edit to view details.
Edit Delate
Select Mass Units: kg v MfA

The data format for the tab-delimited text file is as follows:

Probability - Prevalence - InitialConcentrationUncertainty -  InitialSizeUncertainty9

0.4 -+ Fixed(0.1) - Empirical[(0,1),(0.3,3),(0.7,3.5),(1,4)] = Empirical[(0,100),(0.3,150),(1,200)]9
0.1 - Fixed(0.2) - Empirical[(0,1),(0.2,2),(0.5,3),(1,5)] = Empirical[(0,200),(1,200]]11

0.5 - Fixed(0.2) - Empirical[(0,1),(0.1,2),(0.5,2.5),(1,3)] - Empirical[{0,100),(0.7,175),(1,200)]9
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The following distribution types are supported:

Distribution Format Example

Empirical Empirical[(probability, value), (probability, | Empirical[(0,1),(0.2,2),(0.5,3),(1,4)]
value), ..., (probability, value)]

Chance Chance[(probability, value), (probability, | Chance[(0.3,1),(0.2,2),(0.5,3)]
value), ..., (probability, value)]

BetaGeneral BetaGeneral(alpha, beta, Lower bound, BetaGeneral(5,1,1,8)
Upper bound)

BetaPert BetaPert(Minimum, Mode, Maximum) BetaPert(2,5,9)

Fixed Fixed (Value) Fixed (0.5)

Normal Normal(Mean, Standard Deviation) Normal(5,2)

NormalTruncated

NormalTruncated(Mean, Standard
Deviation, Lower Bound, Upper Bound)

NormalTruncated(5,2,1,8)

Triangular

Triangular(Minimum, Mode, Maximum)

Triangular(2,5,9)

TriangularPercentiles TriangularPercentiles(3,5,8)

TriangularPercentiIes(Sth Percentile,
Mode, g5th Percentile)

TriangularTruncated(Minimum, Mode,
Maximum, Lower Bound, Upper Bound)

TriangularTruncated TriangularTruncated(2,5,9,3,7)

Uniform Uniform(Minimum, Maximum) Uniform(1,9)

UniformPercentiles UniformPercentiles(5th Percentile, 95t UniformPercentiles(2,8)

Percentile)

Uncertainty for Dose Response Models

For dose response models, you can define uncertainty as described above, or by specifying value pairs (or sets) to
be used for sets of two or more parameters for dose response models (not available for the empirical dose response
model).

For example, you can specify value pairs for the alpha and beta parameters for a Beta-Poisson dose response model,
or value sets for the risk at reference point, reference point, and threshold of Threshold Linear dose response
model. You can assign equal probability to the distinct value sets (e.g., a probability of 0.25 to each of 4 sets), or
assign a specific probability value to each set (summing to 1).

When you click “Add” link beside the parameter in the Uncertainty column for a dose response model, you are
presented with the option to select the uncertainty type (Single Parameter or Linked Parameter). If you select the
Single Parameter option, the Edit Uncertainty page opens where you can define the distribution. However, if you
select the Linked Parameters option, you will also select whether to assign equal probability to each set of
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parameter values, or to specify individuals probabilities for each set. The Edit Uncertainty page opens where you
can enter sets of linked values.

Edit Uncertainty

The Instructions tab should be reviewed by first time users before proceeding.

Enter values for the linked sets of parametars:
Mote: &ll fields are required

Parameter Value
Model Element: Dose Response Model
Parameter Typa: Model Parameters
Linked values: Enter a5 Table W
Enter sets of linked values.
alpha beta Actions
If user-defined probability I G || nsert Delete
vias selected, enter 2 s

probability (0-1] in the last | | Mumber of Rows: Add

column. Otherwise,
probabilities will be
distributed egually.

Probability must sum to 1.

| Saue | | Save and Close | | Close |

Click Save and Close to return to the previous page.

How uncertainty is applied to the model is discussed in the Technical Document.
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Hazards, Dose Response Models, Health Metrics,
and Predictive Models

Hazards

Adding a Hazard
1 Click the Risk Models tab on the main tab bar.
2 Inthe Select Repository drop-down list, select a repository and click Show Models.

3 Click the Hazards tab, and then click the Add Hazard link. The Add Hazard page opens.

Risk Models § Reports | Repositories

Home -+ Risk Models (My Primary Repository) -> Instructions Tab

Risk Models

Inztroztions | Hazards (8) M Foods (10) | Diets (1) B Process Models (7) B Risk Scenarios (11) § Notes

Usa the tabs above to select a hazard, food, diet, process medsl or risk scenario to work with or add a new one.

Dose response models and health metrics are defined as part of hazards. Consumption models are included a= part of
foods, Dists allow you to explore the impact of shifts in diets between different foods in chronic, multi-food scenarios.
Process models maodify hazard concentration in the food as the food is processed.

Computed risk scenarios combine information from previoushy-defined food, hazard, dose response, health metric,
consumption and process model entries to compute = risk measure. Specified risk scenarios use provided data to
compute the risk measure for a previoushy-defined food and hazard.

For a complete description, review the Quick Start Tuterial and User Guide on the Help page before beginning.

4 Inthe Name input field, enter a name for the hazard.

5 Inthe Type drop-down list, select the hazard type. Your selection determines the appropriate assumptions for
the risk calculation, and cannot be changed once added.
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6 Click Add. The Edit Hazard page opens.

Home -> Risk Models (My Primary Regository] - Hazards -+ Edit Hazard {L. monocytogenes) -»> Mame and Type Tab

Edit Hazard

The Instructions tab should be reviewed by first time users before proceeding.

Instructions || Marz anc Type || Dose Response (3) N Metrics (3] | Predictive (0] | Process Models (1) N Scenarios (2]

Mote: All fields are required

Type: Microbizl Pathogen
Mame: |L. monocytegenes
Default Unit:  [cfu w || Update Defautt Unit |

[ Sawe | [ Sawe and Close | | Close |
Last Moxdiffed: 10-Dec-2013 11:18:45

Quick Links: Hazards

Mates (0]

7 Inthe Default Unit drop-down list, select the default unit for the hazard.

8 Do one of the following:

« To save the changes and remain on the page, click Save. The page remains open and if required, you can

access the other tabs on the page.
» To save the changes and close the page, click Save and Close.
+ To close the page without saving the changes, click Close.

Editing a Hazard

You can edit the hazard name and default unit.
1 Click the Risk Models tab on the main tab bar.

2 Inthe Select Repository drop-down list, select a repository and click Show Models.
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3 Click the Hazards tab, and then click the Edit link to the right of the hazard that you want to edit.

———

Imstructions M Hzzards (89 M Foods (10) M Diets (1) M Process Models (7) | Risk Scenarios [11) | Notes

Hazards

Select a hazard from the list below to edit or delete, or add a new hazard.
Dosa response models and health metrics are defined as part of the hazard.

Add Hazard
Hazard Type Actions
Aflatowin BL Chamical Edit Copy Delete
Ammenia (refrigerant leak) Chamical Edit Copy Delete

Inorganic Arsenic Importad Chamical

Inorganic Arsenic Imported Chamical

Ochratoxin A Chernical

Campylobacter Microbizl Pathogen Edit Copy Delets

L. monocytogenas Microbial Pathogen Edit Copy Delete
Salmanellz Microbial Pathogen Edit Copy Delete
Ml 1 el Displzy Records:

4 On the Edit Hazard page, make one or more of the following changes:

« The hazard name.
« The default units for the hazard.

Home -» Risk Models (My Primary Regositery) -» Hazards -> Edit Hazard [Afatoxin B1) - Name and Type Tab

Edit Hazard

The Instructions tab should be reviewed by first time users before procesding.

Instructions | Mar= zanc Tepe | Dose Response {1) B Metrics {6) B Process Models (1) § Scenarios (2] § Motes [0)
Mate: all fizlds are required

Type: Chamical

Mame: | Afiatoen B1

Default Unit:  [mg | [ Update Default Unit |

| Ssue | | Save and Close | | Close |

Last Modifed: 17-Aug-2020 13:39:00

Quick Links: Hazards

5 Do one of the following:

« To save the changes and remain on the page, click Save. The page remains open and if required, you can
access the other tabs on the page.

+ To save the changes and close the page, click Save and Close.
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To close the page without saving the changes, click Close.

Deleting a Hazard

1

Click the Risk Models tab on the main tab bar.

2 Inthe Select Repository drop-down list, select a repository and click Show Models.
3 Click the Hazards tab, and then click the Delete link to the right of the hazard that you want to delete.
4 On the Delete Hazard page, do one of the following:

« If there are no elements defined for the hazard (e.g. dose response models, process models, or risk
scenarios), click Delete.

+ Ifthere are elements defined for the hazard (e.g. dose response models, process models and risk scenarios),
they are listed on the page. You must delete these elements before you can delete the hazard. (The Delete
button will not display until the elements have been deleted.) For more information, see "Deleting a Process
Model" on page 91 and "Deleting a Risk Scenario" on page 131. Once the elements are deleted, navigate back
to this page and click Delete.

Copying a Hazard

When you are working with your own models, you have the option to copy a hazard. When you copy a hazard, all
related elements are linked to the new hazard. However, the process model remains linked to the existing food for
which it was defined.

1

2
3
4

Click the Risk Models tab on the main tab bar.
In the Select Repository drop-down list, select a repository and click Show Models.
Click the Hazards tab, and then click the Copy link to the right of the hazard that you want to copy.

On the Copy Hazard page, switch between the tabs and review all element definitions associated with the
hazard.

Click the Name and Type tab to enter a new name. By default, the copied hazard will have the name
<hazard_name> Copy.
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6 Click the Instructions tab.

Home -= Risk Mecels [My Primary Repesitory] -= Hazards -» Copy Hazard [Aflatoxin B1) -= Instructions Teb

Copy Hazard

Irzcroztions @ MName and Type [l Dose Response (1) | Matrics [6) | Process Models (1) i Notes (0

Use this feature to make & copy of the selected hazard.
Use the chackboxes to include or exclude specific elements from being copied with the hazard.

Use the tabs to change the hazard name used for the copy and to review the data currently associated with the
hazard.

If process models are included, they will remain linked to the same food.

Include with copy:

Health Matrics:

Diose Response Modzls:
Process Models:

Motes (for all copied items):

After creating the copy:

Open the aedit page for the copy @
Return to the list of hazards O

7 Select the check boxes for the elements that you want to include with the copy and the action that you want
taken after the copy completes.

8 Click Copy.

Importing a Hazard

When you are viewing models shared from others, you have the option to import a hazard into your own models.

When you import a hazard, all associated elements are also imported, including dose response models, health

metrics, and notes. However, the process model is not imported. For information about how to import a complete
process model, see "Importing a Process Model" on page 93.

The imported hazard will have the name: <hazard_name> Imported.

1 Click the Risk Models tab on the main tab bar.

2 Inthe Select Repository drop-down list, select a repository that is being shared with you.
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3 Click the Hazards tab, and then click the Import link to the right of the hazard that you want to import.

Instructions l Hzzards [6) |l Foods (8) N Diets (1) M Process Models (8} B Risk Scenarics (2] i Motes

Hazards

Select a hazard from the list below to view.

Hazard Type Actions
Aflatowin BL Chamical Views Import h
Ammonia from Refrigerant Spill Chamical View Import
Inerganic Arsanic Chamical Views Import

L. monocytogenas Microbial Pathogen View Import
Mznganase Chamical Viewr Import
Salmonellz Microbizal Pathogen View Import

i 4] 1 (&l m Display Records:

4 On the Import Hazard page, switch between the tabs and review all element definitions associated with the
hazard.

Click the Instructions tab.
In the Select Repository drop-down list, select a model repository in which to import the hazard.

Click Import.

0 N O U

Do one of the following:

+ To edit the imported hazard, click the View Imported Hazard link.
+ Toreturn to your list of hazards, click Close.
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Dose Response Models

The following illustration shows the edit pathways for dose response models in FDA-IRISK. Each arrow represents a
potential one-to-many relationship:

Models
Hazards Name and
Type
Dose Response | Nameand
Models Parameters
Jeal:[h Risk | MNameand
etrics Scenarios Parameters
Predictive
Models* Population
Notes Groups
Process
Models
Motes
Risk
SCenarios Sensitivity
\ Analysis
T Motes
1 Report

*Predictive models are only available for microbial hazards.

For a details about the dose response models for microbial hazards and chemical hazards, see the Technical Guide.

Adding a Dose Response Model

Before you begin: The hazard to which you want to add the dose response model must exist. For more
information, see "Adding a Hazard" on page 21.

1 Click the Risk Models tab on the main tab bar.
2 Inthe Select Repository drop-down list, select a repository and click Show Models.

3 Click the Hazards tab, and then click the Edit link to the right of the hazard to which you want to add a dose
response model.

4 On the Edit Hazard page, click the Dose Response tab.
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5 Click the Add Dose Response link. The Add Dose Response Model page opens.

Add Dose Response Model

Mote: all fields are required

Mame: | |
Exposure Type: [Awie W |

Home -3 Risk Medels (My Primary Bepesitory] -* Hezards -> Hazsrd [Aflstoxin B1) -* Add Dose Responss Model

Step 1: Enter @ name for the dose response model, and select the exposure type,

Lvailable models:

for Acute Exposure

for Chronic Exposure

Cumulative Legnermal

Dosze Unit:mass/kg (e.0. mo/kg body weight)
Cumulative Lognormal

Dose Unit:mass (e.g. mg)

Empirical

Dose Unit:mass/kg (e.0. mo'kg body weight)
Empirical

Dosze Unit:mass (e.g. mg)

Linear by Slope Facher

Dosze Unit:mass/kg (e.0. mo/kg body weight)
Linear by Slops Factor

Dose Unit:mass (e.g. mg)

Mon-Thresheld Linear

Dose Unit:mass/kg (2.9. mg/kg body weight)
Mon-Thresheld Linear

Doze Unit:mass (2.3, mg)

Step Threshald

Doze Unit:mass/kg (e.0. mo/kg body weight)
Step Threshold

Dose Unitimass (e.g, mg)

Threshold Linsar

Dose Unit:mass/kg (2.9. mg/kg body weight)
Threshald Linsar

Doze Unit:mass (2.9, mg)

‘wieibull

Doze Unit:mass (e.g. mg)

‘wieibull

Dose Unit:mass/kg (2.0, ma'kg body weight)

Cumulative Lognommal

Dose Unit:miass/kg-day (e.g. mg'kg body weight-day)
Cumulative Lognormal (APROBA)

Dose Unit:mass/'kg-day (e.o.

Decreasing Logl0-Logistic

Dose Unit:mass/kg-day (e.g.

Diecreasing Logistic

Dose Unit:miass/kg-day (e.g.

Decreasing Log-Logistic

Dose Unit:miass/kg-day (e.g.

Decreasing Probit

Dose Unit:mass/kg-day (e.o.

Empirical

Dose Unit:mass/kg-day (e.o.

Gamma

Doze Unit:miass/kg-day (e.g.

Linear by Slope Factor

Doze Unit:miass/kg-day (e.g.

Logistic

Dose Unit:miass/kg-day (e.g.

Log-Logistic

mig/kg body weight-day)
mg'kg body weight-day)
mg'kg body weight-day)
mg'kg body weight-day)
mig/kg body weight-day)
mig/kg body weight-day)
mg'ky body weight-day)
mg'kg body weight-day)

mg/'kg body weight-day)

Dose Unit:mass/kg-day (e.g. mg/kg body weight-day)

Log-Logistic with Background

Dosze Unit:miass/kg-day (e.g. mg'ky body weight-day)

Multistage

Doze Unit:miass/kg-day (e.g.

Mon-Threshald Linear

Dose Unit:miass/kg-day (e.g.

Probit

mg'kg body weight-day)

mg/'kg body weight-day)

Dose Unit:mass/kg-day (e.g. mg/kg body weight-day)
» Restricted Log Probit

Dosze Unit:miass/kg-day (e.g. mg'ky body weight-day)
*  Restricted Weibull

Dose Unit:miass/kg-day (e.g. mg'kg body weight-day)
= Step Threshold

Dose Unit:miass/kg-day (2.9, mg'kg body weight-day)
* Threshaold Lingar

Dose Unit:mass/kg-day (e.g. mg/kg body weight-day)
= Weibull

Dosze Unit:miass/kg-day (e.g. mg'ky body weight-day)

Do one of the following on the Add Dose Response Model page:

Task

To add a dose response model for a
Microbial pathogen hazard.

Steps

1. Type a name for the dose response model in the Name input field.

2. Verify that the exposure type is Acute. (The exposure type is defined during
the hazard definition and is automatically set to Acute for a microbial patho-
gen.)

3. Click Next.
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10

Task Steps

To add a dose response model for a 1. Type a name for the dose response model in the Name input field.

Chemical hazard. 2. In the Exposure Type drop-down list, select one of Acute or Chronic.
3. Click Next.

In dose response models for acute exposures to a chemical hazard, units can be mass/kg body weight or
simply mass, whereas for chronic exposures the units must be mass/kg body weight per day. Confirm that the
units appropriately describe the dose, and then click Next.

Select a response type from the drop-down menu list, and then click Add.

The parameters that display on the next page (Edit Dose Response Model) are based on the response type that
you select.

Note: The parameters for the APROBA Cumulative Lognormal dose response model type are derived using the
Excel model provided from the WHO site. The Edit Dose Response Model page includes instructions about
how to import the model.

On the Edit Dose Response Model page, enter the parameter value(s).

For the Empirical response type, you can import empirical dose response models from a file (text, CSV, or Excel
format). Click the Import link to the right of Empirical in the Response Type table row. Select the file type and
select the file (Choose File). Click Preview Data to preview the file. Using the information from the preview,
complete the remaining fields on the Import Empirical Distribution page, and then click Import Data. See the
Edit page for additional instructions about file format.

Do one of the following:

- To save the changes and remain on the page, click Save. The page remains open and if required, you can
access the other tabs on the page.

- To save the changes and close the page, click Save and Close.
To close the page without saving the changes, click Close.

Editing a Dose Response Model

1
2

Click the Risk Models tab on the main tab bar.
In the Select Repository drop-down list, select a repository and click Show Models.

Click the Hazards tab, and then click the Edit link to the right of the hazard for which you want to edit a dose
response model.
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4 On the Edit Hazard page, click the Dose Response tab.

Home -= Risk Models (My Brimary Regasitery ) -> Hazards - Edit Hazard (Aflatoxin B1) - Dose Response Tab

Edit Hazard

The Instructions tab should be reviewed by first time users before procesding.

Instructions M Mame and Type | Dcos= Responsz (1) M Metrics {6} B Process Models (1) | Scenarics [2) § Motes [0)

&dd Dose Response  Import from Library

Model Exposure Response Actions

Linear by Slope Factor  Chronic Linear by Slope Factor Edit Cogy Delete
Dose unit: ng/kg-day ’
(Slope:7.7E-6; 100%)

ui Uncertainty distribution defined for this parametar

Quick Links: Hazards

5 Click the Edit link to the right of the dose response model that you want to edit.

6 On the Edit Dose Response Model page, make one or more of the following changes:

« The dose response model name.
« The parameters for the dose response model.

« For the Empirical response type, you can import empirical dose response models from a file (text, CSV, or
Excel format). See the Edit page for additional instructions about file format.

7 Do one of the following:

« To save the changes and remain on the page, click Save. The page remains open and if required, you can
access the other tabs on the page.

« To save the changes and close the page, click Save and Close.
+ To close the page without saving the changes, click Close.

Deleting a Dose Response Model

1 Click the Risk Models tab on the main tab bar.
2 Inthe Select Repository drop-down list, select a repository and click Show Models.

3 Click the Hazards tab, and then click the Edit link to the right of the hazard from which you want to delete a
dose response model.

4 On the Edit Hazard page, click the Dose Response tab.
5 Click the Delete link to the right of the dose response model that you want to delete.

6 On the Delete Dose Response Model page, do one of the following:

« If there are no risk scenarios defined using the model, click Delete.

+ If there are risk scenarios defined using the model, they are listed on the page. You must delete the risk
scenarios before you can delete the dose response model. (The Delete button will not display until the risk
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scenarios have been deleted.) For more information, see "Deleting a Risk Scenario" on page 131. Once the
elements are deleted, navigate back to this page and click Delete.

Copying a Dose Response Model

When you are working with your own models, you have the option to copy a dose response model. When you copy
a dose response model, all related elements are linked to the new dose response model.

1 Click the Risk Models tab on the main tab bar.
2 Inthe Select Repository drop-down list, select a repository and click Show Models.

3 Click the Hazards tab, and then click the Edit link to the right of the hazard from which you want to copy a
dose response model.

4 On the Edit Hazard page, click the Dose Response tab.
5 Click the Copy link to the right of the dose response model that you want to copy.

6 On the Copy Dose Response Model page, switch between the tabs and review all element definitions
associated with the dose response model.

7 Click the Name and Parameters tab to enter a new name. By default, the copied dose response model will
have the name <dose_response_model_name> Copy.

8 Click the Instructions tab.

Home -> Risk Modals (My Primary Repesitory] -> Hazards -> Hazard (Aflstoxin B1) -» Copy Dose Response Madel (Linear by Slope
Factor) -* Instructicns Tab

Copy Dose Response Model

Irztroctions @ Mame and Parameters [l Notes (0]

Use this feature to make & copy of the salected dose response maodel for the szame hazard.
Use the chackboxes to include or exclude specific elements from being copied with the model.

Use the tabs to change the model name used for the copy and to review the data currently associated with the

micdel.

Include with copy:
Motes:

After creating the copy:
Open the adit page for the copy @
Return to the list of dose responses O

9 Select the check boxes for the elements that you want to include with the copy and the action that you want
taken after the copy completes.

10 Click Copy.
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Importing a Dose Response Model

You have the option to import a dose response model from the Dose Response Library or from a Risk Model that is
shared with you.

Importing a Model from the Dose Response Library

1
2

Click the Risk Models tab on the main tab bar.
In the Select Repository drop-down list, select a repository and click Show Models.

Click the Hazards tab, and then click the Edit link to the right of the hazard to which you want to add a dose
response model.

On the Edit Hazard page, click the Dose Response tab.

Click the Import from Library link. The Dose Response Library page opens and displays the list models that
match the current hazard type (microbial or chemical).

The Instructions tab should be reviewed by first time users before proceeding.

Hgrmeg -> Rigk Models (My Brimary Beoository] -> Hazargs - Hagard [ Aflgzenin B1) > Dese Response Library -> Dose Response Library Tab
Dose Response Library

Instructions | [ose Response Lbrary

Hazard Maodel Exposure  Response Actions

Aflatoxin B1 Linear by Slope Factor Chronic Linear by Slope Factor Vigw [mport

Ammonia from Ammonia Mon-Threshold Acute
Refrigerant Spill Linaar Dose unit: mg
{Risk at Reference Point:0.21 , Reference
L. 20
Inorganic Arsenic Bladder Cancer, Prebit, Chronic Probit Wieswr Import
Median Dose wnit: mg/kg-day
(algha:-2.3502832 . bata:14.932675; 100%)
Ingrganic Arsenic Lung Cancer. Probit. Chronic Probit Vigw Import

Median Dose wnit: mgkg=day
( , beta:10.328615; 100%:)

u! Uncertainty distribution defined for this parameter

| Cancel

Quick Links: Afstosin B

6

Do one of the following:

« Toview the details of a dose response model, click the View link to the right of the dose response model. (If
required, click the Import button to import the dose response model; otherwise, click Close to return to
the Dose Response Library page.)

« Toimport a dose response model, click the Import link to the right of the dose response model. Confirm
the details on the Import Dose Response Model page, and then click Import.

Importing a Dose Response Model from a Shared Risk Model

When you are viewing models shared from others, you have the option to import a dose response model into your
own models. When you import a dose response model, all its notes are also imported.
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The imported dose response models will have the name: <dose_response_model_name> Imported.

1
2

10
11

Click the Risk Models tab on the main tab bar.
In the Select Repository drop-down list, select a repository being shared with you.

Click the Hazards tab, and then click the View link to the right of the hazard from which you want to import a
dose response model.

On the Hazard page, click the Dose Response tab.
Click the Import link to the right of the dose response model that you want to import.

On the Import Dose Response Model page, switch between the tabs and review all element definitions
associated with the dose response model.

Click the Instructions tab.
In the Select Repository drop-down list, select a repository in which to import the dose response model.

Choose the hazard to link the dose response model to. Do one of the following:

+ Tolink the imported dose response model to a hazard in your model, select the Link to my hazard option
and select the hazard from the drop-down list. Note that the type and unit of the selected hazard must be
the same as the hazard originally associated with the dose response model that you are importing.

« Toimport the hazard with the dose response, select the Import hazard with dose response option. Note
that only this dose response model will be imported. Other dose response models and all health metrics for
the hazard will not be imported. To import all dose response models for a hazard, import the hazard
instead. For more information, see "Importing a Hazard" on page 25.

Click Import. The page reloads and a View Imported Dose Response link displays.

Do one of the following:

+ To edit the dose response model, click the View Imported Dose Response link.
« Toreturn to the list of shared dose response models, click Close.
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Health Metrics

The following illustration shows the edit pathways for health metrics in FDA-iRISK. Each arrow represents a

potential one-to-many relationship:

Models

Hazards

Adding a Health Metric

Mame and
Type

Dose Response

Models

Health
Metrics

Predictive
Models

Process
Models

Risk
Scenarios

Motes

-H-‘-\-H'"‘"--..’

MName and
Parameters

Mame and
Parameters

Risk
Scenarios

Population
Groups

Motes

Motes

Sensitivity
Analysis

Report

A health metric can be defined by entering a single, specified value, or by computing the value from a selection of

health endpoints.

Adding a Health Metric; Specified Value

Before you begin: The hazard to which you want to add the health metric must exist. For more information, see

"Adding a Hazard" on page 21.

1 Click the Risk Models tab on the main tab bar.

2 Inthe Select Repository drop-down list, select a repository and click Show Models.

3 Click the Hazards tab, and then click the Edit link to the right of the hazard to which you want to add a health

metric.

4 On the Edit Hazard page, click the Metrics tab. The list of health metrics for the hazard displays.
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5 Click the Add Health Metric link.

6 On the Add Health Metric page, type a name for the health metric in the Name input field.

Home -> Risk Models {My Primary Repository) -» Hazards -> Hazard (Aflatosin B1) -> Add Heslth Metric

Add Health Metric

Enter @ name for the metric, select a metric type and click "Add”, Please note that metric type cannot be
changed later,

Mote: all fields are required

Mame: |
T‘F'F'E': CALY |
| Add | | Cancel |

7 Do one of the following:

To add a DALY (Disability-Adjusted Life Year), select DALY from the Type drop-down list.
« To add a cost per illness, select Cost per lliness from the Type drop-down list.
+ To add a QALY loss, select QALY Loss from the Type drop-down list.

8 Click Add.
9 On the Edit Health Metric page, enter the appropriate value in the Value input field.

10 Do one of the following:

« To save the changes and remain on the page, click Save. The page remains open and if required, you can
access the other tabs on the page.

- To save the changes and close the page, click Save and Close.
+ To close the page without saving the changes, click Close.
Adding a Health Metric; Computed Value, DALY
1 Click the Risk Models tab on the main tab bar.

2 Inthe Select Repository drop-down list, select a repository and click Show Models.

w

Click the Hazards tab, and then click the Edit link to the right of the hazard to which you want to add a health
metric.

On the Edit Hazard page, click the Metrics tab. The list of health metrics for the hazard displays.
Click the Add Health Metric link.

On the Add Health Metric page, type a name for the health metric in the Name input field.

In the Type drop-down list, select DALY.

Click Add.

o N O U b»
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9 On the Edit Health Metric page, click the Compute from Health Endpoints link. The Compute DALY page
opens.

Home -> Risk Models (My Primary Repository) -> Hazards -> Hazard (Aflatoein B1) -> Compute QALY (Liver Cancer)

Compute QALY Loss

Use the add button to add new health endpoints. Each endpoint must have a duration value in either yvears ()
or days (D), a utility loss value ranging from 0 to 1, and a fraction of cases value (typically between 0 and 1].

The individual health endpoints are combined to compute the total QALY Loss measure.

Mote: all fields are reguired

Health Endpoint Duration Unit  Utility QALY Fraction Weighted Actions
Loss Loss of Cases QALY Loss
I | [T | 1
2
Totals: 0.000000 0.00
(=1}

[ Save | [ Sawe and Closs | [ Clese |

Quick Links: Aflatosin Bi (H) | Liver Cancer [HM

10 Under Health Endpoint, type the name of one of the relevant health endpoints resulting from exposure to the
hazard in question in the empty input field.

11 Enter the following required data to calculate the burden:

+ Under Duration, enter the duration value and then select one of (D)ays or (Y)ears from the Unit drop-down
list.
« Under Severity, enter a severity value (a.k.a., disability weight) ranging from 0 to 1.

« Under Fraction of Cases, enter the fraction of all cases of illness resulting from exposure to the hazard that
is expected to experience the named health endpoint (typically between 0 and 1).

12 Click Add. FDA-iRISK calculates the weighted DALY attributable to the health endpoint. In addition, a new
input field is added so that you can continue adding other health endpoints that are expected to occur
because of exposure to the hazard.
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13 To add more health endpoints, repeat Step 10 to Step 12 as required. When all health endpoints have been
entered, the sum of the weighted DALY values for the individual endpoints represents the average DALY value
per case of illness.

Home -> Risk Models {My Primary Repository) - Hazards - Hazard (Aflatoecin Bl) -= Compute DALY [Liver Cancer {comparted )]

Compute DALY

IUze the Add button to add new health endpoints. Each endpoint must have a duration value in either years (Y)
or days (D), a seventy value ranging from 0 to 1, and a fraction of cases value (typically betwesen 0 and 1).

The individual health endpoints are combined to compute the total DALY measure,

Mote: all fields are required

Health Endpoint Duration  Unit  Severity DALY Fraction Weighted Actions
of Cases DALY
|~1:.:mu-,- Fatal Liver [145 | [O»] o058 | 0.22400 0.21280
Cancar P
|"'I:|:j.dJL}':H.I:'|-1"dl=l Liver [18.1 | [ W] |02 | 3.0200 0.15100
Cancer P
|'-'I:|L.1]JL',-':F_'L:] Lives [20 | [Tw] [1 | 20.000 12.000
Cander s
| I | [T | 1
)
Totals: 1,950000 19.4
(=1)
[ Save | [ Save and Closz | [ Clese |
Quick Links: Afatosin B1 (H) | Liver Cancer {eamputad) [HM}

14 Do one of the following:

+ To save the changes and remain on the Compute DALY page, click Save.

- To save the changes and close the page, click Save and Close. The Edit Health Metric page remains open
and if required, you can access the other tabs on the page.

+ To close the page without saving the changes, click Close. The Edit Health Metric page remains open and if
required, you can access the other tabs on the page.

Adding a Health Metric; Computed Value, Cost per lliness
1 Click the Risk Models tab on the main tab bar.

2 Inthe Select Repository drop-down list, select a repository and click Show Models.

w

Click the Hazards tab, and then click the Edit link to the right of the hazard to which you want to add a health
metric.

On the Edit Hazard page, click the Metrics tab. The list of health metrics for the hazard displays.
Click the Add Health Metric link.

On the Add Health Metric page, type a name for the health metric in the Name input field.

In the Type drop-down list, select Cost per llIness.

Click Add.

0 N o u b
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9 On the Edit Health Metric page, click Compute from Health Endpoints. The Compute Cost Per lliness page
opens.

Compute Cost Per Iliness

Use the Add button to add new health endpoints. Each endpoint must have a cost value in dollars and a
fraction of cases value (typically between 0 and 1).

The individual health endpoints are combined to compute the total cost per illness measure.

Mote: all fields are reguired

Health Endpoint Cost Fraction Weighted  Actions
of Cases Cost
I || |
e
Totals: 0.000000 0.00
(=1}

[ Save | [ Sawe and Closs | [ Close |

Quick Links: Aflatoxin B1 (H) | Liver Cancer [COT)

10 Under Health Endpoint, type the name of one of the relevant health endpoints resulting from exposure to the
Hazard in question in the empty input field.

11 Enter the following required data to calculate the burden:

« Under Cost, enter the cost of each health endpoint expected to occur because of exposure to the hazard.

« Under Fraction of Cases, enter the fraction of all cases of illness resulting from exposure to the hazard that
is expected to experience the named health endpoint (typically between 0 and 1).

12 Click Add. FDA-IRISK calculates the weighted Cost per lliness attributable to the health endpoint. In addition, a
new input field is added so that you can continue adding other health endpoints that are expected to occur
because of exposure to the hazard.
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13 To add more health endpoints, repeat Step 10 to Step 12 as required. When all health endpoints have been
entered, the sum of the weighted cost values for the individual endpoints represents the average cost per case
of illness.

Home -» My Brimary Regository -> Hazands - Hazard (Aflatcxin Bi) -» Compute Cost Per Illness (Liver Cancer [C0I, computed])

Compute Cost Per Illness

Use the Add button to add new health endpoints. Each endpoint must have a cost value in dollars and a
fraction of cases value (typically between 0 and 1).

The individual health endpoints are combined to compute the total cost per illness measure.

Mote: all fields are required

Health Endpoint Cost Fraction Weighted Actions
of Cases Cost

|F_*'.J]. Liver Cancer [F1400 | [080 | 64260
o

|H:|'-'.-|L.:|J Liver Cancer |99?5:' | ||:|.1 I 9975.0
S

| I | | |
A

Totals: 1000000 74200

[ Save | [ Save and Close | [ Close |

Quick Links: Afatoxin B1 (H) | Liver Cancer (C0T, computad

14 Do one of the following:

- To save the changes and remain on the page, click Save.

+ To save the changes and close the page, click Save and Close. The Edit Health Metric page remains open
and if required, you can access the other tabs on the page.

« Toclose the page without saving the changes, click Close. The Edit Health Metric page remains open and if
required, you can access the other tabs on the page.

Adding a Health Metric; Computed Value, QALY Loss
1 Click the Risk Models tab on the main tab bar.

2 Inthe Select Repository drop-down list, select a repository and click Show Models.

w

Click the Hazards tab, and then click the Edit link to the right of the hazard to which you want to add a health
metric.

On the Edit Hazard page, click the Metrics tab. The list of health metrics for the hazard displays.
Click the Add Health Metric link.

On the Add Health Metric page, type a name for the health metric in the Name input field.

In the Type drop-down list, select QALY Loss.

Click Add.

o N O v b
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9

10

11

12

13

14

On the Edit Health Metric page, click the Compute from Health Endpoints link. The Compute QALY Loss page
opens.

Haome -» Risk Models (My Primary Regository) -= Hazards -+ Hazard (Aflatosxin Bl) -= Compute QALY (Liver Cancer [QALY Loss))

Compute QALY Loss

Use the add button to add new health endpoints. Each endpoint must have a duration value in either years ()
or days (D), a utility loss value ranging from 0 to 1, and a fraction of cases value (typically between 0 and 1).

The individual health endpoints are combined to compute the total QALY Loss measure.

Maote: all fields are required

Health Endpoint Duration  Unit  Ukility QALY Fraction Weighted Actions
Loss Loss of Cases QALY Loss
| | [T | | 1 (Aad ]
S
Totals: 0.000000 0.00
(=1}

| Sawe | | Sawe and Cloze | | Close |

Quick Links: Afatosin B1 (H) | Liver Cancer (G

Under Health Endpoint, type the name of one of the relevant health endpoint resulting from exposure to the
hazard in question in the empty input field.

Enter the following required data to calculate the QALY loss:

« Under Duration, enter the duration value and then select one of (D)ays or (Y)ears from the Unit drop-down
list.

« Under Utility Loss, enter a utility loss value ranging from 0 to 1.

« Under Fraction of Cases, enter the fraction of all cases of illness resulting from exposure to the hazard that
are expected to experience the named health endpoint (typically between 0 and 1).

Click Add. FDA-IRISK calculates the weighted QALY Loss attributable to the health endpoint. In addition, a new
input field is added so that you can continue adding other health endpoints that are expected to occur
because of exposure to the hazard.

To add more health endpoints, repeat Step 10 to Step 12 as required. When all health endpoints have been
entered, the sum of the weighted QALY Loss values for the individual endpoints represents the average QALY
Loss per case of illness.

Do one of the following:

+ To save the changes and remain on the page, click Save.

+ To save the changes and close the page, click Save and Close. The Edit Health Metric page remains open
and if required, you can access the other tabs on the page.

« To close the page without saving the changes, click Close. The Edit Health Metric page remains open and if
required, you can access the other tabs on the page.

Editing a Health Metric

1
2

Click the Risk Models tab on the main tab bar.

In the Select Repository drop-down list, select a repository and click Show Models.
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3 Click the Hazards tab, and then click the Edit link to the right of the hazard for which you want to edit a health
metric.

4 On the Edit Hazard page, click the Metrics tab.

5 Click the Edit link to the right of the health metric that you want to edit.

Home -> Risk Models (My Primary Repository) -> Hazards -> Edit Hazard (Aflatoxin B1) -> Metrics Tab

Edit Hazard

The Instructions tab should be reviewed by first time users before proceeding.

Instructions | Mame and Type || Dose Responss (1) B Mecrizz (&) M Process Models (1) B Scenarios (2] | Motes (0]

Add Health Metric

Mame Type Value Actions

Liver Cancer DaLy 0.364 Edit Copy Deleta
Liver Cancer {COI) Cost per Iliness 70000 ,m Copy Delete
Liver Cancer {COI, computed) Cost per lliness go400Y  Edit Copy Delete
Liver Cancer {computed} DALY 19.4 Edit Copy Delete
Liver Cancer {QALY Loss) QALY Loss o Edit Copy Delets
Liver Cancer Importad DaLy 19.4 Edit Copy Deleta

ui Uncertainty distribution defined for this parameter

Quick Links: Hazards

6 On the Edit Health Metric page, make one or more of the following changes:
+ The health metric name.
« To override a computed value or replace a specified value, enter a value in the Value field.

« To edit the values on which the computed value is based, click the Compute from Health Endpoints link.
Edit the values. (Tip: Click Save to recalculate the totals.) Click Save and Close to return to the Edit Health
Metric page. The new computed value is saved.

7 Do one of the following:

+ To save the changes to the Edit Health Metric page and remain on the page, click Save. The page remains
open and if required, you can access the other tabs on the page.

 To save the changes and close the page, click Save and Close.
+ To close the page without saving the changes, click Close.

Deleting a Health Metric
1 Click the Risk Models tab on the main tab bar.

2 Inthe Select Repository drop-down list, select a repository and click Show Models.

3 Click the Hazards tab, and then click the Edit link to the right of the hazard from which you want to delete a
health metric.

4 On the Edit Hazard page, click the Metrics tab.
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5 Click the Delete link to the right of the health metric that you want to delete.

6 On the Delete Health Metric page, do one of the following:

+ If there are no risk scenarios defined using the health metric, click Delete.

« Ifthere are risk scenarios defined using the health metric, they must be deleted first. (The Delete button will
not display until the risk scenarios have been deleted.) For more information, see "Deleting a Risk Scenario"
on page 131. Once the elements are deleted, navigate back to this page and click Delete.

Home - Risk Models (My Primary Repository) -> Hazards -> Aflatoxin B1 ->= Delete Health Metric (Liver Cancer {computed))

Delete Health Metric

Please correct the following:

Unable to delete health metnc unless the related risk scenarios are deleted first.

Deleting the health metric Liver Cancer (computed) will also delete the following:

Risk Scenarios Motes
Aflatoxin BL in Tortilla Rationale for
Chips computed liver
cancr DALY

Copying a Health Metric

When you are working with your own models, you have the option to copy a health metric for the same hazard.
When you copy a health metric, all related elements are also linked to the new health metric.

1
2
3

Click the Risk Models tab on the main tab bar.
In the Select Repository drop-down list, select a repository and click Show Models.

Click the Hazards tab, and then click the Edit link to the right of the hazard from which you want to copy a
health metric.

On the Edit Hazard page, click the Metrics tab.
Click the Copy link to the right of the health metric that you want to copy.

On the Copy Health Metric page, switch between the tabs and review all element definitions associated with
the health metric.

Click the Name and Parameters tab to enter a new name. By default, the copied health metric will have the
name <health_metric_name> Copy.
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8 C(lick the Instructions tab.

Home -= Risk Mocels [My Primary Repository] -> Hazards -= Hazard (Aflstoxin B1) -» Copy Health Metric (Liver Cancer {computed) ) -=
Instructicns Tab

Copy Health Metric

Inztructions B Mame and Parameters [l Notes (1)

Use this feature to make = copy of the selectad health metric for the same hazard.
Use the chackboxes to include or exclude specific elaments from being copied with the haalth metric.

Use the tabs to change the health metric name used for the copy and to review the data currently associated with the
health metric.

Copy Options:
Mokes:

After creating the copy:
Open the aedit page for the copy @
Return to the list of health metrics ©

9 Select the check boxes for the elements that you want to include with the copy (the option is Notes) and the
action that you want taken after the copy completes.

10 Click Copy.

Importing a Health Metric

When you are viewing models shared from others, you have the option to import a health metric into your own
models.

When you import a health metric, all its health endpoints and notes are also imported.
The imported health metric will have the name: <health_metric_name> Imported.

1 Click the Risk Models tab on the main tab bar.

2 Inthe Select Repository drop-down list, select a repository being shared with you.

3 Click the Hazards tab, and then click the View link to the right of the hazard from which you want to import a
health metric.

4 On the Hazard page, click the Metrics tab.

5 Click the Import link to the right of the health metric that you want to import.

6 Onthe Import Health Metric page, switch between the tabs and review all element definitions associated with
the health metric.

7 Click the Instructions tab.
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8 Inthe Select Repository drop-down list, select the repository in which to import the health metric.

9 Choose the hazard to link the health metric to. Do one of the following:

+ To link the imported health metric to a hazard in your model, select the Link to my hazard option and
select the hazard from the drop-down list. Note that the hazard type of the selected hazard must be the
same as the hazard that is linked to the health metric that you are importing.

« Toimport the hazard with the health metric, select the Import hazard with health metric option. The
related heath endpoints and notes are imported as well. Other health metrics and all dose response models
for the hazard will not be imported. To import all health metrics for a hazard, import the hazard instead. For
more information, see "Importing a Hazard" on page 25.

10 Click Import. The page reloads and a View Imported Dose Response link displays.

11 Do one of the following:

+ To edit the imported health metric, click the View Imported Dose Response link.
« Toreturn to the list of shared health metrics, click Close.

Predictive Models

The predictive models option is available for microbial hazards and provides a way to specify the inactivation,
growth, and lag models that can be used to describe the response of the hazard to environmental conditions. You
select a predictive model for the current hazard, from among those you have defined for that hazard, when adding
process stages of the Decrease by Inactivation Model process type or of the Increase by Growth Model process type
to the process model.

You can add one or more of these models for each hazard. Predictive models can be re-used in multiple process
models.
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The following illustration shows the edit pathways for predictive models in FDA-IRISK. Each arrow represents a
potential one-to-many relationship:

Models
Hazards Name and
Type
Dose Response
Models
MName and
Health Name and Parameters
Metrics Parameters
Predictive Process Pc:apulatmn
Models* Models roups
Process ]
Risk Motes
Models .
Scenarios
Risk Sensitivity
Scenarios Analysis
!
Motes Repgrt

*Predictive models are only available for microbial hazards.

Adding a Predictive Model for Microbial Hazards

Before you begin: The hazard to which you want to add the predictive model must exist. For more information,
see "Adding a Hazard" on page 21.

1 Click the Risk Models tab on the main tab bar.
2 Inthe Select Repository drop-down list, select a repository and click Show Models.

3 Click the Hazards tab, and then click the Edit link to the right of the hazard to which you want to add a
predictive model.

4 On the Edit Hazard page, click the Predictive tab. The list of predictive models for the hazard displays. The
Predictive tab is only visible for microbial hazards.

5 Click the Add Predictive Model link.
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6 On the Add Predictive Model page, type a name for the predictive model in the Name input field.

Home -> Risk Models (My Primary Regository) - Hazards -» Hazard (L. monocytogenes) - Add Predictive Model

Add Predictive Model

Enter a name for the model, select a predictive model type and click "Add”, Please note that model type cannot
be changed later.

Mote: all fields are reguired

Mame: |
Type: [Inactivation: Empiricsl W |

7 Inthe Type drop-down list, select the predictive model type.

8 Click Add. The Edit Predictive Model page opens. The input fields that display on this page are determined by
the predictive model type that you selected on the previous page.

Note: The Inactivation: Empirical and Growth: Empirical predictive model types allow you to add or import
time/concentration curves or models generated by external tools. You can either import the curve or model (in
text, CSV, or Excel format) using the Import Time/Concentration Data link, or directly enter the data in the table
provided. The first entry must be for time 0. Time values must be increasing. Concentration values must remain
unchanged or be decreasing for inactivation models or increasing for growth models. The data format for the
import file is as follows:

Time (h) Log10 cfu/g
0.0 0.00
0.2 0.50
0.4 0.10
0.6 0.15
0.8 0.20
1.0 0.27
1.2 0.35
1.4 0.45
1.6 0.56
1.8 0.69
2.0 0.83
22 0.99
24 1.16
2.6 1.34
2.8 1.53
3.0 1.73
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9
10

Note that this example data is for a growth model (increasing).

Enter the appropriate values.

Do one of the following:

To save the changes and remain on the page, click Save. The page remains open and if required, you can
access the other tabs on the page.
- To save the changes and close the page, click Save and Close.

« To close the page without saving the changes, click Close.

Editing a Predictive Model

1
2

w

N OO b

Click the Risk Models tab on the main tab bar.
In the Select Repository drop-down list, select a repository and click Show Models.

Click the Hazards tab, and then click the Edit link to the right of the hazard to which you want to add a
predictive model.

On the Edit Hazard page, click the Predictive tab.
Click the Edit link to the right of the predictive model that you want to edit.
On the Edit Predictive Model page, edit the fields as required.

Do one of the following:

To save the changes and remain on the page, click Save. The page remains open and if required, you can
access the other tabs on the page.

To save the changes and close the page, click Save and Close.
« To close the page without saving the changes, click Close.

Deleting a Predictive Model

1
2
3

Click the Risk Models tab on the main tab bar.
In the Select Repository drop-down list, select a repository and click Show Models.

Click the Hazards tab, and then click the Edit link to the right of the hazard from which you want to delete a
predictive model.

On the Edit Hazard page, click the Predictive tab.
Click the Delete link to the right of the predictive model that you want to delete.

On the Delete Predictive Model page, do one of the following:

« If there are no risk scenarios defined using the predictive model, click Delete.

If there are risk scenarios defined using the predictive, they must be deleted first. (The Delete button will
not display until the risk scenarios have been deleted.) For more information, see "Deleting a Risk Scenario”
on page 131. Once the elements are deleted, navigate back to this page and click Delete.
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Copying a Predictive Model

When you are working with your own models, you have the option to copy a predictive model. When you copy a
predictive model, all related elements are linked to the new model.

1
2
3

10

Click the Risk Models tab on the main tab bar.
In the Select Repository drop-down list, select a repository and click Show Models.

Click the Hazards tab, and then click the Edit link to the right of the hazard from which you want to copy a
predictive model.

On the Edit Hazard page, click the Predictive tab.
Click the Copy link to the right of the predictive model that you want to copy.

On the Copy Predictive Model page, switch between the tabs and review all element definitions associated
with the predictive model.

Click the Name and Parameters tab to enter a new name. By default, the copied model will have the name
<predictive_model_name> Copy.

Click the Instructions tab.

Select the check boxes for the elements that you want to include with the copy and the action that you want
taken after the copy completes.

Click Copy.

Importing a Predictive Model

When you are viewing models shared from others, you have the option to import a predictive model into your own
models.

The imported predictive model will have the name: <model_name> Imported.

1
2
3

Click the Risk Models tab on the main tab bar.
In the Select Repository drop-down list, select a repository being shared with you.

Click the Hazards tab, and then click the View link to the right of the hazard from which you want to import a
predictive mode.

On the Hazard page, click the Predictive tab.
Click the Import link to the right of the model that you want to import.

On the Import Predictive Model page, switch between the tabs and review all element definitions associated
with the model.

Click the Instructions tab.
In the Select Repository drop-down list, select the repository in which to import the predictive model.

Choose the hazard to link the predictive model to. Do one of the following:
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+ To link the imported predictive model to a hazard in your model, select the Link to my hazard option and
select the hazard from the drop-down list. Note that the hazard type of the selected hazard must be the
same as the hazard that is linked to the predictive model that you are importing.

« To import the hazard with the predictive model, select the Import hazard with predictive model option.
Ifimporting the hazard as well, only this predictive model will be imported. Other predictive models and all
dose response models for the hazard will not be imported. Importing a predictive model will also import its
notes. Note: to link this predictive model to a hazard from your models, the hazard type must be microbial.

10 Click Import. The page reloads and a View Imported Predictive Model link displays.

11 Do one of the following:

+ To edit the imported health metric, click the View Imported Dose Response link.
« Toreturn to the list of shared health metrics, click Close.
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Foods, Consumption Models, and Population
Groups

Foods

Adding a Food

1 Click the Risk Models tab on the main tab bar.
2 Inthe Select Repository drop-down list, select a repository and click Show Models.

3 Click the Foods tab, and then click the Add Food link. The Add Food page opens.

Home || Risk Models | Reports | Repositories | Help

Home -> Risk Models (My Primary Regository) -> Foods -= Add Food
Add Food

Enter a food name, select the default unit type for measuring food quantity and click "add”. Please note that
unit type cannot be changed once the food is added. Once the food is created, vou will be able to add
consumption models.

Mote: all fields are required

MName: [

Measured using: [Mass W

4 In the Name input field, enter a name for the food.

5 Inthe Measured using drop-down list, select the default unit for measuring the food quantity.

Note: The measurement unit cannot be changed once it is added.
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6 Click Add. The Edit Food page opens.

Home -= Risk Models (My Primary Regository) -= Foods -+ Edit Feod (Peanut Butter) -= Mame and Typs Tab
Edit Food

The Instructions tab should be reviewed by first time users before proceeding.

Instructions || Mam=z znc Type || Consumpticn Models (2) B Process Models [1) | Scenarios [2) § Motes [0)

Mote: All fields are required

Mame: |Peanut Buther
Quantity Measured In: Mass

[ Ezve | [ Save and Close | | Close |

Last Modifed: 16-Dec-2013 11:37:07

Quick Links: Foods

7 Do one of the following:

+ To save the changes and remain on the page, click Save. The page remains open and if required, you can
access the other tabs on the page.

« To save the changes and close the page, click Save and Close.
+ To close the page without saving the changes, click Close.

Editing a Food
Only the food name may be edited.

1 Click the Risk Models tab on the main tab bar.

2 Inthe Select Repository drop-down list, select a repository and click Show Models.

3 Click the Foods tab, and then click the Edit link to the right of the food that you want to edit.
4 On the Edit Food page, edit the food name.
5

Do one of the following:

- To save the changes and remain on the page, click Save. The page remains open and if required, you can
access the other tabs on the page.

« To save the changes and close the page, click Save and Close.
+ To close the page without saving the changes, click Close.

Deleting a Food

1 Click the Risk Models tab on the main tab bar.
2 Inthe Select Repository drop-down list, select a repository and click Show Models.

3 Click the Foods tab, and then click the Delete link to the right of the food that you want to delete.
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4 On the Delete Food page, do one of the following:

« If there are no elements defined for the food (e.g. process models or risk scenarios), click Delete.

+ If there are elements defined for the food (e.g. process models and risk scenarios), they are listed on the
page. You must delete these elements before you can delete the food. (The Delete button will not display
until the elements have been deleted.) For more information, see "Deleting a Process Model" on page 91 and
"Deleting a Risk Scenario" on page 131. Once the elements are deleted, navigate back to this page and click

Delete.

Delete Food

Please correct the following:

Home - Risk Mecels (My Primary Repesitery] - Foods ->= Delete Food {Peanut Butter)

Deleting the food Pesnut Butter will also delete the following:

Unable to delete food unless the related process models are deleted first.

Peanut Butter by
General Population

Consumption Models Diets Process Models Risk Scenarios Motes
Peanut butter Annual Mone specified | Salmonella in Peanut Salmonella in peanut MNone
Consumption Butter butter specified

Szlmonella in peanut
butter - Specified

Copying a Food

When you are working with your own models, you have the option to copy a food. When copying a food, all related
elements are linked to the new food. However, the process model remains linked to the existing hazard for which it
is defined.

1

2
3
4
5

Click the Risk Models tab on the main tab bar.

In the Select Repository drop-down list, select a repository and click Show Models.

Click the Foods tab, and then click the Copy link to the right of the food that you want to copy.

On the Copy Food page, switch between the tabs and review all element definitions associated with the food.

Click the Name and Type tab to enter a new name. By default, the copied food will have the name

<food_name> Copy.
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6 Click the Instructions tab.

Home -= Risk Models (My Brimary Regasitory] - Foods -= Copy Food (Peanut Butter -> Instructions Tab

Copy Food

Instructionz M Name and Type B Consumption Models {2) B Process Models (1) B Motes (0]

Use this feature to make a copy of the selected food.

Use the checkboxes to include or exclude specific elements from being copied with the food.

If process models are included, they will remain linked to the same hazard.

Include with copy:
Consumiption Models:
Process Models:

Motas (for all copied items):

After creating the copy:
Open the edit page for the copy @
Return to the list of foods &

Use the tabs to change the food name used for the copy and to review the data currently associated with the food.

7 Select the check boxes for the elements that you want to include with the copy and the action that you want

taken after the copy completes.

8 Click Copy.

Importing a Food

When you are viewing models shared from others, you have the option to import a food into your own models.

When you import a food, all associated elements are also imported, including consumption models and notes.
However, the process model is not imported. For information about how to import a complete process model, see

"Importing a Process Model" on page 93.
The imported food will have the name: <food_name> Imported.

1 Click the Risk Models tab on the main tab bar.

In the Select Repository drop-down list, select a repository that is being shared with you.

2
3 Click the Foods tab, and then click the Import link to the right of the food that you want to import.
4

On the Import Food page, switch between the tabs and review all element definitions associated with the

food.

(%)

Click the Instructions tab.

6 Inthe Select Repository drop-down list, select a model repository in which to import the food.

7 Click Import.
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8 Do one of the following:

« To edit the imported food, click the View Imported Food link.
+ To return to your list of foods, click Close.

Consumption Models

A consumption model consists of a set of one or more population groups (for acute exposures) or life stages (for
chronic exposures), with each having an associated consumption pattern. The consumption model itself can be
thought of as a container for such a collection of consumption patterns associated with the consumers of the food.

The following illustration shows the edit pathways for acute consumption models in FDA-iRISK. Each arrow
represents a potential one-to-many relationship:

Models
Foods Mame and
Type
1 Consumption Mame and Mame and
Maodels Parameters Parameters
p \ Population Risk PNE"“E E!["d
| Process p Scenarios arameters
Models Groups
Population
Motes
L. Risk | Risk Name and Groups
Scenarios Scenarios Parameters |
] Motes
F Notes ! Notes Population
Groups
Motes

The Population Groups associated with an acute consumption model (a consumption model representing acute
exposure to a food) represent a “snapshot in time” of the consumers of the food, and a scenario will include
mutually-exclusive Population Groups (e.g., children to age 18, immunocompetent adults over 18,
immunodeficient adults over 18). There is also the ability to compute the risk (e.g. DALYs) per person per year for
variability-only scenarios by defining a distribution for the number of servings per person within a population

group.

On the other hand, the Life Stages associated with a chronic consumption model represent a chronological
sequence of consumption patterns for a single consumer through the lifetime (then multiplied by a number of
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such consumers). Therefore a chronic exposure scenario typically includes a “lifetime's worth” of Life Stages,
representing the same population of consumers at different ages.

Adding a Consumption Model

Adding a Consumption Model, Acute Exposure

1
2

Click the Risk Models tab on the main tab bar.
In the Select Repository drop-down list, select a repository and click Show Models.

Click the Foods tab, and then click the Edit link to the right of the food to which you want to add a
consumption model.

On the Edit Food page, click the Consumption Models tab. The list of consumption models for the food
displays.

Click the Add Consumption Model link. The Add Consumption Model page opens.

Home -> Risk Models (My Brimary Repository) -> Foods -= Food [Peanut Butter) -= Add Cansumpticn Medel

Add Consumption Model

Enter a consumption model name, select the exposure type and click "Add". Please note that exposure type
cannot be changed after the model is created.

Mote: all fields are required

Name: [
Exposure Type: [Acuts v

| Add | [ Cancel |

In the Name input field, enter a name for the consumption model.
In the Exposure Type drop-down list, select Acute.

Click Add. The Edit Acute Consumption Model page opens.

Each consumption model requires at least one population group. At this point, you have the option to
continue and add the population groups, or you can save the consumption model and return later to add the
population groups.

Do one of the following:

+ To save the changes and remain on the page so that you can continue and add one or more population
groups, click Save. The page remains open and you can access the Population Groups tab. For information
about how to add population groups, see "Adding a Population Group / Life Stage" on page 62

« To save the changes and close the page, click Save and Close.

- To close the page without saving the changes, click Close.

Adding a Consumption Model, Chronic Exposure

1
2

Click the Risk Models tab on the main tab bar.

In the Select Repository drop-down list, select a repository and click Show Models.
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3 Click the Foods tab, and then click the Edit link to the right of the food to which you want to add a
consumption model.

4 On the Edit Food page, click the Consumption Models tab. The list of consumption models for the food
displays.

Click the Add Consumption Model link. The Add Consumption Model page opens.
In the Name input field, enter a name for the consumption model.

In the Exposure Type drop-down list, select Chronic.

0 N O w»n

Click Add. The Edit Chronic Consumption Model page opens.

Home -> Risk Models (My Primary Repository) -> Foods -> Food (Tortilla Chips) -= Edit Chronic
Censumption Madel {Tortilla Chip Censumption) -= Name and Parameters Tzb

Edit Chronic Consumption Model

The Instructions tab should be reviewed by first time users before proceeding.

Instructions || Marme =nc Peramaters [ Life Stages [5) [ Scenarios (2] |l Motes [0)

Mote: all fields are required

Model Mame: | Torilla Chiz Consumpticn
Exposure Type:! Chronic

Annual Consumers:
Uncertainty: Add

[ Bave | [ Save and Close | [ Close |

Last Modifed: Z25-Sep-2014 09:27: 18

Quick Links: Tortilla Chips [F

9 In the Annual Consumers input field, enter a value for the number of consumers that will be exposed to the
hazard for a lifetime.

Each consumption model requires at least one life stage. At this point, you have the option to continue and
add the life stages, or you can save the consumption model and return later to add the life stages.

10 Do one of the following:

« To save the changes and remain on the page so that you can continue and add one or more life stages, click
Save. The page remains open and you can access the Life Stages tab. For information about how to add life
stages, see "Adding a Population Group / Life Stage" on page 62.

» To save the changes and close the page, click Save and Close.
+ To close the page without saving the changes, click Close.

Adding a Consumption Model, Chronic Multifood Exposure
1 Click the Risk Models tab on the main tab bar.

2 Inthe Select Repository drop-down list, select a repository and click Show Models.

3 Click the Foods tab, and then click the Edit link to the right of the food to which you want to add a
consumption model.
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4 On the Edit Food page, click the Consumption Models tab. The list of consumption models for the food

displays.

In the Name input field, enter a name for the consumption model.

In the Exposure Type drop-down list, select Chronic - Multifood.

0 N O wn

Click Add. The Edit Chronic Multifood Consumption Model page opens.

Click the Add Consumption Model link. The Add Consumption Model page opens.

Home -> Risk Models (My Primary Repesitory) -» Foods -> Foed (Tortilla Chips) -= Edit Chronic Multifood
Censumption Model {Tortilla Chip Censumption - Multfood) -> Mame and Parameters Tab

Edit Chronic Multifood Consumption Model

The Instructions tab should be reviewed by first time users before procesding.

Instructions | Mzme and Parameters || Life Stages (1) | Scenarios (0] §| Motes (0]

Mate: all fields are required

Model Mame: | Terilla Chip Consumption - Multifood |

Exposure Type: Chronic

[ Save || Save and Close | [ Close |

Last Modifed: 25-Sep-2014 14:14:36

Quick Links: Torilla Chips [F)

Annual Consumers: Defined as part of the associzted multifood risk scenario(s)

There are no parameters other than name to edit on this page. All remaining data is defined with the life stages

or risk scenario.

9 Do one of the following:

« To save the changes and remain on the page so that you can continue and add one or more life stages, click
Save. The page remains open and you can access the Life Stages tab. For information about how to add life

stages, see "Adding a Population Group / Life Stage" on page 62.
» To save the changes and close the page, click Save and Close.
+ To close the page without saving the changes, click Close.

Editing a Consumption Model

1 Click the Risk Models tab on the main tab bar.

2 Inthe Select Repository drop-down list, select a repository and click Show Models.

3 Click the Foods tab, and then click the Edit link to the right of the food for which you want to edit a

consumption model.

4 On the Edit Food page, click the Consumption Models tab.
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5

Click the Edit link to the right of the consumption model that you want to edit.

Home -> Risk Models (My Primary Regository) -> Foods -= Edit Food (Tortilla Chips) -> Consumption Models Tab
Edit Food

The Instructions tab should be reviewed by first time users before proceeding.

Instructions | Name and Type B Consurmoticon Mocsls (2] M Process Models (1) B Scenarios (2] § Motes (0]

Add Consumption Modsl Import from Library

Population

Model _IIE_XPDEUE Multifood Groups Actions
ype [Life Stages

Tortilla Chip Consumption Chronic 5 Edit Copy Delete

Tortilla Chip Consumption - Chronic * 1 Edit Copy Delete

Multifood

Quick Links: Foods

On the Edit Consumption Model page, make one or more of the following changes:
« For all exposure types, you can change the consumption model name.
« For the chronic exposure type, you can change the value for the number of consumers.

For information about editing population groups, see "Editing a Population Group / Life Stage" on page 70.

Do one of the following:

« To save the changes and remain on the page, click Save. The page remains open and if required, you can
access the other tabs on the page.

« To save the changes and close the page, click Save and Close.

+ To close the page without saving the changes, click Close.

Deleting a Consumption Model

1
2

Click the Risk Models tab on the main tab bar.
In the Select Repository drop-down list, select a repository and click Show Models.

Click the Foods tab, and then click the Edit link to the right of the food from which you want to delete a
consumption model.

On the Edit Food page, click the Consumption Models tab.
Click the Delete link to the right of the consumption model that you want to delete.

On the Delete Food page, do one of the following:

« If there are no risk scenarios defined using the model, click Delete.

+ If there are risk scenarios defined using the model, they are listed on the page. You must delete the risk
scenarios before you can delete the consumption model. (The Delete button will not display until the
process models and risk scenarios have been deleted.) For more information, see "Deleting a Risk Scenario"
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on page 131 and "Deleting a Process Model" on page 91. Once the risk scenarios are deleted, navigate back to
this page and click Delete.

Home -> Risk Models (My Primary Regository) -» Foods -= Tortilla Chips -= Delete Consumiption Model (Tortilla O
Consumption)

Delete Consumption Model
Please correct the following:
IUnable to delete consumption model unless the related rnsk scenarios are deleted first.

Deleting the consumption model Tortills Chip Consumption will also delete the following:

Population Groups

fLife Stages Risk Scenarios MNotes
&dults aged 20 years and Aflatoxin B in Tortilla None specified
ovar Chips

Children aged 1 to 5 years Aflatoxin B1 in Tortilla
Chips {Exposure Only)

Children aged 11 to 15

Children aged & to 10

Youth aged 16 to 20 years

Copying a Consumption Model

When you are working with your own models, you have the option to copy a consumption model. When you copy
a consumption model, all related elements are linked to the new consumption model.

1 Click the Risk Models tab on the main tab bar.
2 Inthe Select Repository drop-down list, select a repository and click Show Models.

3 Click the Foods tab, and then click the Edit link to the right of the food from which you want to copy a
consumption model.

4 Click the Consumption Models tab, and then click the Copy link to the right of the consumption model that
you want to copy.

5 On the Copy Consumption Model page, switch between the tabs and review all element definitions associated
with the consumption model.

6 Click the Name and Parameters tab to enter a new name. By default, the copied model will have the name
<consumption_model_name> Copy.
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7 Click the Instructions tab.

Home -> Risk Models (My Primary Regpository) -> Foods -= Food (Tortilla Chips) -= Copy Consumiption Madel (Tortilla
Chip Consumption) ->= Instructions Tab

Copy Consumption Model

Instructionz i Mame and Parameters [ Life Stages (5) l Motes (D)

Use thizs faature to make a copy of the selected modal.
Use the checkboxes to include or exclude specific elements from being copied with the model.

Use the tabs to change the model name wsed for the copy and to review the data currently
associated with the model.

Include with copy:
Life Stages:
Motas:

After creating the copy:
Open the edit page for the copy ®
Return to the list of consumption models ©

8 Select the check boxes for the elements that you want to include with the copy and the action that you want
taken after the copy completes.

9 C(lick Copy.

Importing a Consumption Model

You have the option to import a consumption model from the Consumption Model Library or from a Risk Model
that is shared with you.
Importing a Model from the Consumption Library

1 Click the Risk Models tab on the main tab bar.

2 Inthe Select Repository drop-down list, select a repository and click Show Models.

3 Click the Foods tab, and then click the Edit link to the right of the food to which you want to add a
consumption model.

4 On the Edit Food page, click the Consumption Models tab.

5 Click the Import from Library link. The Consumption Model Library page opens and displays the list models
that match the current food unit type - volume or mass.

6 Do one of the following:

- To view the details of a consumption model, click the View link to the right of the model. (If required, click
the Import button to import the consumption model; otherwise, click Close to return to the Consumption
Model Library page.)
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«  Toimport a consumption model, click the Import link to the right of the consumption model. Confirm the
details on the Import Consumption Model page, and then click Import.
Importing a Consumption Model from a Shared Risk Model

When you are viewing models shared from others, you have the option to import a consumption model into your
own models.

When you import a consumption model, its consumption population groups and notes are also imported.
The imported consumption model will have the name: <consumption_model_name> Imported.

1 Click the Risk Models tab on the main tab bar.

2 Inthe Select Repository drop-down list, select a repository that is being shared with you.

3 Click the Foods tab, and then click the View link to the right of the food.

Home -+ Risk Models (Sample Models) -= Foods Tzb
Risk Models
Select Repository: [Samgle Models “ | [ Show Models | | Copyimport

Instructions M Hazards (5) M Foocs (6) [ Diets (0) M Process Models (6) B Risk Scenarios (7) | Notes

Foods

Select a food from the list below to view.

Food Units Actions
Apple Juice Mas= Views Import
Cantaloupe Mass View Import
Frozen Pizza Mazs View Import
Peanut Buttar Mazs View Import
Soft Ripened Chease Mzsz Wiewr Import
Tortilla Chips Mas= View Import

] (4] 1 (&) m Display Records:

4 On the Food page, click the Consumption Models tab.
5 Click the Import link to the right of the consumption model that you want to import.

6 On the Import Consumption Model page, switch between the tabs and review all element definitions
associated with the consumption model.

7 Click the Instructions tab.
8 In the Select Repository drop-down list, select a repository in which to import the consumption model.

9 Choose the food to link the consumption model to. Do one of the following:
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To link the imported consumption model to a food in your model, select the Link to my food option and
select the food from the drop-down list. Note that the food unit type of the selected food must be the same
as the food that is linked to the consumption model that you are importing.

« Toimport the food with the consumption model, select the Import food with consumption model
option. The related consumption population groups and notes are imported as well.

10 Click Import.

11 Do one of the following:

To edit the consumption model, click the View Imported Consumption Model link.
« To return to the list of shared consumption models, click Close.

Population Groups / Life Stages

Consumption models consist of one or more population groups (acute) or life stages (chronic), each having an
associated consumption pattern. Population groups may be referred to as “Consumption Population Groups” to
emphasize the fact that each population group is defined as having a particular consumption pattern associated
with it. Alternately, they may have similar consumption patterns but be defined separately because they differ in
susceptibility to a hazard, or in the severity of the health effects.

Adding a Population Group / Life Stage

Adding a Population Group, Acute Exposure - Microbial Hazard
1 Click the Risk Models tab on the main tab bar.
2 Inthe Select Repository drop-down list, select a repository and click Show Models.

3 Click the Foods tab, and then click the Edit link to the right of the food for which you want to add a population
group to the consumption model.

4 On the Edit Food page, click the Consumption Models tab. The list of consumption models for the food
displays.

5 Click the Edit link to the right of the consumption model to which you want to add a population group.

6 Click the Population Groups tab, and then click the Add Population Group link. The Add Population Group
page opens.

Home -» Risk Models (My Primary Regasitory) -» Foods -= Consumption Model [Peanut Butter by Genersl Population) -= Add Population Group

Add Population Group
Enter a population group name and click "add”.

Mote: all fields are required

Population Group Mame: |
[E3d | [ Cancal |

7 Inthe Population Group Name input field, enter a population group name.
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8 Click Add. The Edit Population Group and Consumption page opens.

Hiprne - Rigk Hodely (My Primiaey Regegitory) - Foody - Food (Pearet Butber) -> Congum H

el Hode|
Peanyt Butter by Gararal ipal - Edit Population Group 8nd Consumpbon [Gerenal Populsten) -
Heme and Parameters Tab

Edit Population Group and Consumption

The Instructions tab should be reviewad by first time users before proceeding,

| Mame sna Persmeters ||

Mate: all fields are required

Hamie: [General Py

Parameter value Uncertainty
Eating occasions per year: | [o ] Add
Amount per eating socasion:
PFarameter Value Uncartainty
Lhnit: g~ NfA
varability Distributicn: | [Foed Value - N/A
Valua: B ] Add

Chart 2 not displaved when the distribution is et to Fixed Valug

Boddy Welght (kal:
Parameter Value Uncertainty
variability Distributicn: | [Foed Value - NiA
Value: B ] Add

Chart i not displaved when the distribution i et to Fioosd Value

Number of servings per person:
Note: Astumplions necessary, &.0., mean fisk per serving for the population applicable to

the individual. Refer to the Technical Dooumentation section 4.2.2 for additicnal information
before using this feature.

Parameter Value
Incdlude in Results: 0
Serving Units: Pt diy v |
varability Distributicn: Freed Value -
value: [
Chart is not displayed when the distribution is set to Fixed Value

Spearman (Rank) Correlation:

Parameter Value

Correlation Cption: Mo Comelatan v

Correlation Coeffident: | [&

Snu:nd'l:lm Closs

Lt Moifpd” 16-Pl=-2006 2024000

Quick Links: peanyt Butter (F} | Beared Botter by Gensenl Bogulation (CM]

9 Inthe Eating occasions per year input field, enter the number of eating occasions per year across the
population group.

10 Under Amount per eating occasion, select a variability distribution from the drop-down list, and then select
the unit and enter a value.

Note: Distribution charts are not displayed when a fixed value is selected rather than a variability distribution.
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11 To compute the risk (e.g., DALYs) per person per year, do the following in the Number of servings per person
input field:

+ Specify a distribution of number of servings consumed per person either per year or per day.
FDA-iRISK uses the mean risk (e.g.,DALYs) per serving for the scenario to compute the distribution of risk
(e.g., DALYs) per person per year and includes a chart from 1st to 99th percentiles in the report. This applies
to variability-only scenarios.

« Toinclude the result in the report, select the Include in Results check box.

For microbial hazards whose dose response model is independent of body weight, the fields in the Body
Weight area do not need to be completed.

12 Do one of the following:

To save the changes and remain on the page, click Save. The page remains open and if required, you can
access the other tabs on the page.

« To save the changes and close the page, click Save and Close.
+ To close the page without saving the changes, click Close.

Adding a Population Group, Acute Exposure - Chemical Hazard

The steps for adding a population group that has acute exposure to a chemical hazard are the same as those
described in the previous section.

Note that if the population group being defined will be exposed to a chemical hazard having a dose response
model expressed in units of mg chemical per kg body weight, then a body weight needs to be defined (in the Body
Weight area of the Edit Population Group and Consumption page). For chemical hazards whose dose response
model is independent of body weight, the body weight does not need to be defined.

When body weight is defined, you have the option to impose the Spearman rank correlation between amount per
eating occasion and body weight for single food consumption models.
Adding a Life Stage, Chronic Exposure

1 Click the Risk Models tab on the main tab bar.

2 Inthe Select Repository drop-down list, select a repository and click Show Models.

3 Click the Foods tab, and then click the Edit link to the right of the food for which you want to add life stages to
the consumption model.

4 On the Edit Food page, click the Consumption Models tab. The list of consumption models for the food
displays.

5 Click the Edit link to the right of the consumption model to which you want to add a life stage.
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6 Click the Life Stages tab, and then click the Add Life Stage link. The Add Life Stage page opens.

Home -> Risk Models (My Primary Regasitory) - Foods -= Consumption Model [Tortilla Chip Consumption ) -> Add Life Stage

Add Life Stage

Enter & life stage name and click "add".

Mote: all fields are required

Life Stage Name: |

7 Inthe Life Stage Name input field, enter a life stage name.
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8 Click Add. The Edit Life Stage and Consumption page opens.

Hgme > Righ Mocey (My Priery Ryccgteny] - Food) > Food [Forsile Chuag] > Congumonion Model [Toryle Ohg
Compormomien) rﬁﬂ-l?csa;\tndcb-uwm [Crildirwn Bge? 1 125 vadrs) -> Hame and FRrRmeneTs TiD

Edit Life Stage and Consumption

The Instructions tab should be reviewed by first time users before proceedng.

| p e e e

Mobte: AN felds are reguired

Fiarmae |mﬂ'-b: 5 yRaTs

Span in years: |3
& i mhr ikl
Pirdrvirtwr Vahr Uncartainty |
\Fniks1 3w |[perday  w i
wariabslity Distributions | [Fomd Vel w WA

waluer |8 | S
Chiet 5 Aot daplined whan the datrbution 4 542 5 Fookd Value

Body Weight (kg): _ _

Baody wasght i nat requesd whan par kg-dey 5 sebscoed for the consumption unm.
Faramater Valuse Uncertainty
Wariabslity Distribution: | [Urdam w | ()

i P (-] Agd
i @ Add

Tha chairt below daplays the probabdbty deraity function (POF) and oomulative
digtribution fanction (COF) or prabability hiskogrmm for body vaight based on the
paramabes above. Plaars nobe that the left wertical aocs mesrares probaebilhy
chmity and should mot ba interpreted as maasuring probability, Values for
probability dendity are not rertricted 1o the inferval (0.1). The chart s anly
vipdated if the page & saved or the Refresh Chart button bs clicked,

Picataabaliry Diatciaty saed [ iammonlit v Tl bty

e

L]
e

EEEEEEEEEE]
R -

[ Fitwsn Crnm |
Spearman (Rank) Correlation:
Parameter value
Correlation Ophion: (g Cormuiation w
Corrglation Cosfficient: |0 |
[Eet | (S 55 Tiia | [Citaa

duimed Sl i (D=0 ¥l T

N S E T ————

9 Inthe Span in years input field, enter the lifespan in years over which this life stage covers.

10 Under Average Daily Consumption, select a variability distribution from the drop-down list, and then select

the unit and enter a value.
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11

12

13

Because the dose units of the dose response model for a chronic chemical hazard are automatically set as
“mass/kg-day”, you need to enter the body weight of an individual in the age group, as either a fixed value or
distribution under Body Weight.

Note: When using consumption data that are expressed in terms of “grams of food per kg body weight”, the
body weight of the associated life stage should be entered as “1 kg” to recognize that this division by body
weight has already been considered.

Do one of the following:

« To save the changes and remain on the page, click Save. The page remains open and if required, you can
access the other tabs on the page.

» To save the changes and close the page, click Save and Close.
+ To close the page without saving the changes, click Close.

Continue adding life stages until consumption has been defined over the full lifespan.

When you add a series of consumption life stages for different ages until you have defined a lifetime of
exposure, FDA-iRISK can calculate a lifetime average daily dose (LADD).

Home -> Risk Medels (My Primary Repesitery) -= Foods -= Food (Tertilla Chips) -» Edit Chronic Censumption Model [Tortilla Chip
Consumption) -= Life Stages Tab

Edit Chronic Consumption Model

The Instructions tab should be reviewed by first time users before proceeding.

Instructions || Mame and Parameters | Life Stages (5) || Scenarios (2] | Motes (0)

&Add Life Stzge
Life Stage Span Consumption Body Weight Actions
{Years)
Adults aged 20 years and 57 Fixed Walue {Valus: 15) Mormal {Mean: 80, Edit Copy Delets
over ao/day Standard deviation: 18)
kg

Children aged 1 to Syears 5 Fixed YWalue {Valus: &) Uniform (Minimum: 10, Edit Copy Delste
a/day Maximum: 30} Kg

Children aged 11 to 15 5 Fixed Yalue {Valus: 13] Uniform (Minimum: 20, Edit Copy Delets
aofday Maximum: 707 Kg

Children aged & to 10 5 Fixad Walus {Valus: ) Uniform (Minimum: 20, Edit Copy Delsts
a/day Maeirmum: 600 Kg

Youth aged 16 to 20 years 5 Fixed Walue {Valus: 18) Uniform (Minimum: &0, Edit Copy Delets
ao/day Maximum: 90) Kg

Total Span in Years: 77
u: Uncertainty distribution defined for this parameter

Quick Links: Tortilla Chips (F}
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Adding a Life Stage, Chronic Multifood Exposure

1
2
3

Click the Risk Models tab on the main tab bar.
In the Select Repository drop-down list, select a repository and click Show Models.

Click the Foods tab, and then click the Edit link to the right of the food for which you want to add a life stage to
the consumption model.

On the Edit Food page, click the Consumption Models tab. The list of consumption models for the food
displays.

Click the Edit link to the right of the consumption model to which you want to add a life stage.
Click the Life Stages tab, and then click the Add Life Stage link. The Add Life Stage page opens.

In the Life Stage Name input field, enter a life stage name.
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8 Click Add. The Edit Multifood Life Stage and Consumption page opens.

Edit Multifood Life Stage and Consumption
The Instructions tab should be reviewed by first time users before proceeding.

 Hame ane Parameters JI8

Mote: Al Melds are required

M armee: [sm

Age and Sex (end age must be greater than start age):

Sex Start: Year Month End: Year Month

O ) O B ]

Average Daily Consumption:

Units: per kg-day
Distribution: Ergincal (inear) % | Impoit

Thei cumulative empirical distribution (cubic or
lingar) & wied 1o enter & distribution using

cumulalive probabilfy/value pairs.
It may be enlered a3 a Lable [defaull) or in a Probability | Value Actions
Lextbon,

[e ] 1[= | | ingent Dedete
When entered a3 a lable, insert, delete or add
rows as required, When entered in a lextbox, [e2 1 Insert Dedete
each pair must be on a separate ine and the
format must be “cumulative probability, value™ [os | |[= | | Ingert Delete
(e.g9. 0.1, -3}

0 ] |EE ]| nsent petete

Cumulative probabiities should be expressed as
& number between 0 and 1. The first row must Number of Rows to Add: [10 ] [aad ]
have a cumulative probabdity of O (minimum of
the destribution]. The last row must have a
cumulative probability of 1 (maximum af the
distribiution).

Each cumulative probability gives the
probability the cutosme will be less than or
egual o the corresponding value.

Cumulative probabidities must be increasing and
unigue. Vakses must also be increasing but
duplicates values are allowed,

The chart below displays the cumulative distribution function (CDF) o probabality
histegram for average daily consumplion bated on the parameters above, The
chart is only updated i the page i Laved or the Rafresh Chart Button is dicked.

Cumulative Disribuson

[} LR 1 15 ? 25
o
—

Note, only the COF & displayed for Cumulative Emparical distributions.

Fafraih Chart
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10
11

12

For chronic multifood hazards, FDA-iRISK calculates a lifetime average daily dose based on exposure from
several foods across a single common population. Therefore, FDA-IRISK requires each life stage defined for a
specific food to include information on sex and age range. Sex may be specified as male, female or both. Age
is defined in terms of years and months. Year 0 indicates infants. All years should include data from 1 month to
11 months (e.g. 5 years, 1 month to 10 years, 11 months to describe the life of a child from the 5th to 11th
birthdays). When FDA-iRISK computes the overall lifetime average daily dose from all foods, it will use the
maximum year defined for all groups across all foods included in the scenario. It also assumes exposure starts
ayear 0. If any consumption models do not include data for specific age ranges from the minimum to the
maximum, zero consumption is assumed for those gaps.

Additionally, as the consumption must be applied to a common population and not all foods will be
consumed by the same proportion of the population, users must include non-eaters in their consumption
data. l.e. in some cases, consumption may only start in the 90th percentile of the population with the rest of
the population having zero consumption. As such, consumption must be defined using the cumulative
empirical distribution as it is the only distribution available in FDA-iRISK that can define such a pattern. Lastly,
at this time only units of g/kg-day are available for the consumption data.

Under Age and Sex enter values for Sex, Start Year and Month and End Year and Month.
Note that units for Average Daily Consumption are grams per kg-day. As such, no body weight is required
Enter a cumulative empirical distribution for the average daily consumption for the current life stage.

Do one of the following:

« To save the changes and remain on the page, click Save. The page remains open and if required, you can
access the other tabs on the page.

+ To save the changes and close the page, click Save and Close.
+ To close the page without saving the changes, click Close.

Continue adding life stages until consumption has been defined over the full lifespan.

Editing a Population Group / Life Stage

1
2
3

Click the Risk Models tab on the main tab bar.
In the Select Repository drop-down list, select a repository and click Show Models.

Click the Foods tab, and then click the Edit link to the right of the food for which you want to edit a population
group / life stage.

On the Edit Food page, click the Consumption Models tab.

Click the Edit link to the right of the consumption model for which you want to edit a population group / life
stage.
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6 Click the Population Groups / Life Stages tab, and then click the Edit link to the right of the population group
/ life stage that you want to edit.

Home -> Risk Models (My Primary Repesitory) - Foods ->= Food (Tortilla Chips) -= Edit Chronic Consuemption Model [Tortilla Chip
Consumption) -* Life Stages Tab

Edit Chronic Consumption Model

The Instructions tab should be reviewed by first time users before proceeding.

Instructions [ Mame and Parameters || Life Stages (5 | Scenarios (2] | Motes [0)

Add Life Stage

- Span . . -

Life Stage (Years) Consumption Body Weight Actions

Adulis aged 20 years and 57 Fixed Yalue {Value: 15) Mormal {Meaan: 80, Edit Copy Delete

over a/day Standard deviation: 18]

Kg

Children aged 1 to 5 years 5 Fixed Valua {Value: &) Uniform (Minimum: 10, Edit Copy Delete
a/day Maximum: 30) Kg

Children aged 11 to 15 S Fixed Valua {Valus: 13) Urniiform (Minimum: 20, Edit Copy Delete
a/day Maximum: 70) Kg

Children aged & to 10 5 Fixed Valua {Valus: 9} Uniform (Minimum: 20, Edit Copy Delete
a/day Maximum: &0) Kg

Youth aged 16 to 20 years 5 Fixed Valua {Value: 18] Uniform (Minimum: &0, Edit Copy Delete
a/day Maximum: 30) Kg

Total Span in Years: 77
u: Uncertainty distribution defined for this parameter

Quick Links: Tortilla Chips (F}

7 Onthe Edit Population Group / Life Stage and Consumption page, make one or more of the following changes:

«  When editing a population group for acute exposure, you can edit the name of the population group, the
number of eating occasions per year, the amount per eating occasion, the number of servings per person,
and (for exposure to a chemical hazard) body weight as appropriate.

«  When editing a life stage for chronic multifood exposure, you can edit the name of the life stage, sex, age
range, and average daily consumption. (Note: To change the number of consumers, you must edit the
associated risk scenario.)

«  When editing a life stage for chronic exposure, you can edit the name of the life stage, the span in years, the
average daily consumption, and the body weight. (Note: To change the number of consumers you must
edit the consumption model itself from the Edit Chronic Consumption Model page. See "Editing a
Consumption Model" on page 57.)

8 Do one of the following:
« To save the changes and remain on the page, click Save. The page remains open and if required, you can
access the other tabs on the page.
» To save the changes and close the page, click Save and Close.
+ To close the page without saving the changes, click Close.
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Deleting a Population Group / Life Stage

1 Click the Risk Models tab on the main tab bar.
2 Inthe Select Repository drop-down list, select a repository and click Show Models.

3 Click the Foods tab, and then click the Edit link to the right of the food for which you want to delete a
population group / life stage.

4 On the Edit Food page, click the Consumption Models tab.

5 Click the Edit link to the right of the consumption model for which you want to delete a population group/ life
stage.

6 Click the Population Groups / Life Stages tab, and then click the Delete link to the right of the population
group / life stage that you want to delete.

7 Do one of the following:

« If there are no risk scenarios related to this population group / life stage, click Delete.

« If there are risk scenarios defined using the population group / life stage, they are listed on the page. You
must delete the risk scenarios before you can delete the population group / life stage. (The Delete button
will not display until the risk scenarios have been deleted.) For more information, see "Deleting a Risk
Scenario" on page 131. Once the elements are deleted, navigate back to this page and click Delete.

Home -> Risk Medels [My Primary Repesitary) - Foods ->= Feod (Tortilla Chips) -» Consumetion Medel (Terilla Chip Consumetion) -=

Delete Life Stage [Children aged 11 to 15)

Delete Life Stage
Unable to delete life stage unless the related risk scenarios are deleted first.

Deleting Life Stage Children agad 11 fo 15 will also delete the following:

Risk Scenarios Notes
Aflatoxin B1 in Tortilla Nane specified
Chips

Aflatoxin Bl in Tortilla
Chips {Exposure Only)

| Cancel |

Copying a Population Group / Life Stage

When you are working with your own models, you have the option to copy a consumption population group / life
stage. When you copy a consumption population group / life stage, all related elements are linked to the new
consumption population group / life stage.

1 Click the Risk Models tab on the main tab bar.
2 Inthe Select Repository drop-down list, select a repository and click Show Models.

3 Click the Foods tab, and then click the Edit link to the right of the food for which you want to copy a
population group / life stage.
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4 On the Edit Food page, click the Consumption Models tab. The list of consumption models for the food
displays.

5 Click the Edit link to the right of the consumption model for which you want to copy a population group / life
stage.

6 Click the Population Groups / Life Stages tab, and then click the Copy link to the right of the population
group / life stage that you want to copy.

7 On the Copy Population Group / Life Stage and Consumption page, switch between the tabs and review all
element definitions associated with the population group / life stage.

8 Click the Name and Parameters tab to enter a new name. By default, the copied model will have the name
<name> Copy.

9 Click the Instructions tab.

Home -> Risk Models (My Primary Repesitory) -> Foods ->= Feod (Tertilla Chips) -> Consumptien Madel (Tertilla Chip Consumptien) -=
Copy Life Stage and Consumpticn [Children aged 1 to 3 years) -=

Copy Life Stage and Consumption

Instructions | Mame and Parameters @ Motes (0

Use this feature to make 2 copy of the selected life stage.
Use the checkboxes to include or exclude specific elements from being copied with the life stage.

Use the tabs to change the model name used for the copy and to review the data currently associated with the life
stage.

Include with copy:
Motes:

After creating the copy:
Open the edit page for the copy ®
Return to the list of life stages O

Copy | | Cancel

10 Select the check boxes for the elements that you want to include with the copy and the action that you want
taken after the copy completes.

11 Click Copy.

Importing a Population Group / Life Stage

Consumption population groups / life stages cannot be imported individually. Importing a consumption model will
import all its population groups / life stages. For more information, see "Importing a Consumption Model" on
page 60.
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Diets allow you to explore the impact of shifts in diets between different foods. You specify diet shifts compared to
a baseline diet by assigning modifiers that adjust the amount consumed for each food by a fixed multiplier (e.g., 0.5
for Food A, 1.4 for Food B) to shift average daily consumption from one food to another. A diet can be comprised of
as many foods as are defined in the repository and multiple shifts can be defined for each diet.

For example, when you select a diet for a multifood scenario, the diet shifts are incorporated into the analysis to
show the change in risk (or exposure) for each shift in the diet as compared to the baseline.

The diets are linked to select foods for maximum flexibility so that you can apply them to any consumption model.
This allows you to define alternative baseline consumption models but still apply the same overall diet shifts in
different scenarios to explore the impact of different initial estimates of consumption.

Adding a Diet

1 Click the Risk Models tab on the main tab bar.
2 Inthe Select Repository drop-down list, select a repository and click Show Models.

3 Click the Diets tab, and then click the Add Diet link. The Add Diet page opens.

Home || Risk Models | Reports | Repositories | Help

Home -» Risk Models (My Primary Regositery] -» Dists -= Add Diet

Add Diet

Enter a diet name and click "&dd”. Once the diet is created, yvou will be able to add shifts.

Mote: all fields are reguired

Mame: | |

4 Inthe Name input field, enter a name for the food.
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5 Click Add. The Edit Diet page opens.

Home -> Risk Models (My Primary Regository] -= Dists -= Edit Diet (Diet 1) ->= Name and Farameters Tab

Edit Diet

The Instructions tab should be reviewed by first time users before proceeding.

Instructions § Mame and Parameters [ Botes (0]

Mate: All fields are required

Mame: |Diet1 |

Add food to diet: |Chocolate-flavered Dairy Beverage w || Add

Food Basaline Add a Shift
Soft Ripened Chease D =)
Peznut Butker ] =

[ Bave | [ Save and Close | [ Close |

Last Modifed: 16-5ep-2019 13:59:55

Quick Links: Dists

6 Inthe Add food to diet drop-down list, select a food and click Add. Repeat this step until you have added all
of the required foods to the diet.

The initial baseline diet has a default multiplier of 1; however, you can set it to 0 to indicate that the food is not
included in the baseline diet.

7 To define a diet shift, click Add Shift.
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8 In the Shift box, type a name for the shift and enter a diet shift multiplier for each food.

Home -> Risk Models (My Primary Repository) -> Diets -> Edit Diet (Diet 1) -> Name and Parametars Tab

Edit Diet

The Instructions tab should be reviewed by first time users before proceeding.

Instructions f MName and Pzrameters [ Notes (0

Mote: All fields are required

Mame: |[Diet1 |

Add food to diet: | Chocolat=-flavered Dairy Beverage * | [ Add

Food Baseline o Add a Shift |
Soft Ripened Chesse [1___ | ] o
Peanut Butter D D =

[ 5zve | [ Save and Close | | Close |
Last Modifed: 16-Sep-2019 13:59:58

Quick Links: Dists

9 Do one of the following:

« To save the changes and remain on the page, click Save. The page remains open and if required, you can
access the other tabs on the page.

- To save the changes and close the page, click Save and Close.
+ To close the page without saving the changes, click Close.

Editing a Diet
1 Click the Risk Models tab on the main tab bar.

2 Inthe Select Repository drop-down list, select a repository and click Show Models.

3 Click the Diets tab, and then click the Edit link to the right of the diet that you want to edit.

Instructions || Hazards (8) | Foods [10) || Digts (17 | Procsss Models (7) || Rizk Scenarios [11) | Motes
Diets
Select 2 diet from the list below to adit or delete, or 2dd 2 naw diet.
Shifts are defined 2= part of the dist.
Add Drist
Diet Actions

Diet 1 Edit Copy Delete

i |4l 1 |8 8 Display FIEC{IF{:IS:
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4 On the Edit Food page, edit the diet name, the shift name, the foods in the diet, and the baseline (a multiplier
of 1 is recommended) and shift multipliers as required.

5 Do one of the following:

- To save the changes and remain on the page, click Save. The page remains open and if required, you can
access the other tabs on the page.

- To save the changes and close the page, click Save and Close.
+ To close the page without saving the changes, click Close.

Deleting a Diet

1 Click the Risk Models tab on the main tab bar.

2 Inthe Select Repository drop-down list, select a repository and click Show Models.
3 Click the Diets tab, and then click the Delete link to the right of the diet that you want to delete.
4 On the Delete Diet page, do one of the following:

« If there are no risk scenarios defined for the diet, click Delete.

« If there are risk scenarios defined for the diet, they are listed on the page. You must delete these risk
scenarios before you can delete the diet. (The Delete button will not display until the risk scenarios have
been deleted.) For more information, see "Deleting a Risk Scenario" on page 131. Once the risk scenarios are
deleted, navigate back to this page and click Delete.

Home -> Risk Models (My Primary Repository) -> Diets -> Delete Diet (Diet 1)
Delete Diet
Deleting the diet Diet 1 will also delete the following:
Diet Shifts Diet Food Risk Scenarios MNotes
Shift Peanut Butter MNaone specified || NMaone specified
Soft Ripened Cheess
| Delete || Cancel |
Copying a Diet

1 Click the Risk Models tab on the main tab bar.
In the Select Repository drop-down list, select a repository and click Show Models.
Click the Diets tab, and then click the Copy link to the right of the diet that you want to copy.

On the Copy Diet page, switch between the tabs and review all element definitions associated with the diet.

v b W N

Click the Name and Parameters tab to enter a new name. By default, the copied food will have the name
<diet_name> Copy.
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6 Click the Instructions tab.

Home -» Risk Models (My Primary Regasitery) -» Dists -» Copy Diet (Diet 1) -= Instructions Tab

Copy Diet

Instructionz | Name and Parameters | Motes (0)

Use this feature to make a copy of the selacted diet.
Use the checkboxes to include or exclude specific elements from being copied with the diet.

Use the tabs to change the diet name used for the copy and to review the data currently associated with the diet.

Include with copy:
Shifts:
Motas [for all copied items):

After creating the copy:

Open the edit page for the copy ®
Return to the list of diets O

7 Select the check boxes for the elements that you want to include with the copy and the action that you want
taken after the copy completes.

8 Click Copy.
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Process Models and Process Stages

The following illustration shows the edit pathways for process models in FDA-IRISK. Each arrow represents a
potential one-to-many relationship; however, a process model can only be associated with one food hazard
combination:

Models
MName and Initial
Conditions
Name and
Hazards Parameters
Process
Stages Notes
Process |
Models |
Downstream
Model Name and
Parameters
Risk Population
Scenarios Groups
Motes
Not T
Ootes Sensitivity
Analysis
Report
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Navigating to Process Models

You navigate to the process models in the following ways:

« Click the Process Models tab on the Risk Models page. A complete list of process models displays; however,
you can filter the list by food or hazard.

Haome -> Risk Models (My Primary Repository) -> Process Models Tab

Risk Models
Select Repository: [My Primary Repositary “# | [ Show Models || Copyimport

Instructions § Hazards [8) B Foods (10} W Diets (1) l Froczss Models (7)) § Risk Scenaries [11) § Motes

Process Models

Select a process model from the list below to edit or delets, or add a new process model
To add a process model, the food and hazard under consideration must have already been definad.

Add Process Model
Filter by food: [A “ | Filter by hazard: [& | | Show |
Process Model Stages Actions

Aflatoxin BL in Tortilla Chips

Ammaonia in Frozen Pizza

L. monocytogensas in soft ripenad cheese
OTA in Oats

OTA in Raisins

OTA in Rice

it Copy Delets

m
L

it Copy Delets

[ I e R e R e I K R ]
m
o

Salmonellz in Peanut Butter

CHEIERCE Display Records: [Z5_wr | [Updatz |

- To navigate to the process models associated with a particular food, click the Foods tab on the Risk Models
page. Then, click the Edit link to the right of the food for which you want to access the process models. On
the Edit Food page, click the Process Models tab.

Home - Risk Models {My Primary Repository) -* Foods - Edit Food (Frozen Pizza) - Process Models Tab
Edit Food

The Instructions tab should be reviewed by first time users before procesding.

Instructions | Name and Type | Consumption Models (1} B Frocsszs Models (1) § Scenarios (1) |l Motes (D)

Add Process Model

Process Model Stages Actions

Ammonia in Frozen Pizza 2 Edit Copy Delets

Quick Links: Foods
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« To navigate to the process models associated with a particular hazard, click the Hazards tab on the Risk
Models page. Then, click the Edit link to the right of the hazard for which you want to access the process
models. On the Edit Hazard page, click the Process Models tab.

Home -> Risk Models (My Primary Regository) -»= Hazards -= Edit Hazard {Ammonia [refrigerant leak)) -= Process Models Teb

Edit Hazard

The Instructions tab should be reviewed by first time users before proceeding.

Instructions || Mame and Type | Dose Response (1) B Metrics {1} | Froczss Maodels (1) § Scenarios (1) § Motes (3]

Add Process Mode
Process Model Stages Actions
Ammaonia in Frozen Pizza 2 __d't Copy Delete

GQuick Links: Hazards

Adding a Process Model

Before you begin: The hazard and food that you want to select for the process model must be available. For
information about adding them, see Chapter 2, “Hazards, Dose Response Models, Health Metrics, and Predictive
Models” and Chapter 3, “Foods, Consumption Models, and Population Groups”.

The initial conditions and process stage(s) parameters that make up a process model, are referred to as a process
model parameter set.

By default, there is a single process model parameter set for every process model. (See "Adding a Process Model -
Single Set of Parameters" on page 81)

For process models with a microbial hazard, you can define multiple parameter sets for the same process model
that reflect differences in a single process model between for example, geographic regions, or seasons. In this case,
each parameter set is optionally assigned a proportion of the total number of eating occasions as defined in the
associated consumption models. This allows the calculation of the relative risk in terms of DALYs for each parameter
set. However, you can set this proportion to 1 if you do not wish to apply a proportion of consumption. (See "Adding
a Microbial Process Model - Multiple Parameter Sets (Parallel Model)" on page 84)

For process models with multiple parameter sets, you can select which to include in the ranking reports. Scenarios
that use the process models with multiple parameter sets are available for sensitivity analysis, but only for the
primary parameter set. In addition, this type of process model cannot be linked to another process model.

Adding a Process Model - Single Set of Parameters

1 Navigate to the Process Models page. See "Navigating to Process Models" on page 80.
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2 Click the Add Process Model link. The Add Process Model page opens.

Home -> Risk Models (My Primary Repository) -> Process Madels -> Add Prooess Model

Add Process Model

Enter a process model name, select its hazard and food, and click Add. Please note that food and hazard
cannot be changed once the process model is added.

Mote: all fields are required

Mame: |
Hazard: [Aflatoexin 81 v |
Food: [Chocolsie-fiavored Dairy Beverage w |

| Add | | Cancel |

3 Inthe Name input field, enter a name for the process model.
4 In the Hazard drop-down list, select the hazard.

5 Inthe Food drop-down list, select the food.

Note: The food and hazard cannot be changed once the process model is added.
6 Click Add. The Edit Process Model page opens.
7 Inthe Model Name input field, edit the process model name, if required.

8 Under Define Initial Conditions Using, (if is not already selected) select Single Set of Parameters and then
click Change Method.

9 In the Select Mass Units drop-down list under Initial Contamination, Unit Size and Prevalence, select the
mass unit.

10 Under Initial Unit Mass, select a variability distribution from the drop-down list, and then enter a value for
mass per unit of food.
Note: The distribution chart is not displayed when a fixed value is selected rather than a variability
distribution.

11 Do one of the following:

« To describe a situation in which the food is already contaminated (e.g. raw milk to be used in cheese
making), select the Initial Units are Contaminated check box. Then, enter the prevalence of the
contaminated units in the Initial Prevalence input field and under Initial Concentration, enter values for
the initial concentration of the hazard in the food among contaminated units only.

Prevalence represents the proportion of food units that are contaminated and is parameterized as a
unitless value between 0 and 1.The prevalence value specified in each process model must be the
proportion of contaminated food units for the unit size(i.e., mass or volume) specified. For example, if the
unit size represents a head of lettuce, the prevalence must be the proportion of heads of lettuce that are
contaminated and not the proportion of fields or shipping crates of lettuce that are contaminated.

Important: Do not enter an average concentration over both contaminated and uncontaminated units.

« To describe a situation in which the food is not contaminated, clear the Initial Units are Contaminated
check box. When this check box is cleared, any values for prevalence and concentration are ignored and the
values are set to zero when the process model is evaluated.
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12 For process models with a microbial hazard, enter the values for a maximum population density, if required.

oma - Righ Madely [ Wy Brimpry Bagoptony] -» Propess Modwly «> Edic Proosss Model (Ammonia in Frozes Rzzs] - Name and el Cenduions Tab
Edit Process Model

Thee Enstructions tab should be reviewed by first Bime users before procesding.

tizea: A1 halds are regured

Mgl Harra: | Reecep & Smaen Faze |

Drafiree Imitial Conditions Using:

Bingle Sat of Parpmatery @
Upatraam Froces Medel O

Initial Contamination, Unit Size and Prevalence:

P, Valus Ling ertainty
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13 Do one of the following:

To save the changes and remain on the page, click Save. The page remains open and if required, you can
access the other tabs on the page.

» To save the changes and close the page, click Save and Close.
+ To close the page without saving the changes, click Close.

The ultimate output of the process model must represent the concentration and prevalence of the hazard in the
food at the time of consumption. If the defined initial conditions do not also represent the contamination at the
time of consumption, you need to define process stages representing any changes between the initial conditions
and consumption. See "Adding a Process Stage (Single Definition)" on page 94.

Adding a Microbial Process Model - Multiple Parameter Sets (Parallel Model)

For microbial process models, you can either create multiple parameter sets manually or import them from a text
file (txt).
Adding a Microbial Process Model - Creating Multiple Parameter Sets

To create multiple parameter sets, you would create the first (i.e. primary) set by creating the process model and
defining the initial conditions and process stages. Then, to create the next parameter set, you copy the primary
parameter set, edit it accordingly, and then save it using a different name. Continue this process until you have
created all of the necessary parameter sets.

For each parameter set, you must assign a weight or a proportion of the total number of eating occasions as
defined in the associated consumption models. This allows the calculation of the relative risk in terms of DALYs for
each parameter set. You can set this proportion to 1 if you do not wish to apply a proportion of consumption.

In addition, you can select which parameter sets to include in a scenario and ranking reports.
1 Navigate to the Process Models page. See "Navigating to Process Models" on page 80.
2 Click the Add Process Model link. The Add Process Model page opens.
3 Inthe Name input field, enter a name for the process model.
4 In the Hazard drop-down list, select the hazard.
5 Inthe Food drop-down list, select the food.
Note: The food and hazard cannot be changed once the process model is added.
6 Click Add. The Edit Process Model page opens.
7 Inthe Model Name input field, edit the process model name, if required.

8 Under Define Initial Conditions Using, select Multiple Sets of Parameters and then click Change Method.
The first (i.e. primary) parameter set displays in the Select Parameter Set to Edit drop-down list. By default,
the first (and primary) parameter set has the same name as the process model name.

9 Click the Copy to New Parameter Set button once for each variation of the model you want to define. The
copies will populate the drop-down menu in the Select Parameter Set to Edit field.
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10

11

12

13

14

15

16
17
18
19
20
21

22

23

24
25
26
27
28

Select the original set from the Select Parameter Set to Edit drop-down list, and click Load Parameter Set.
The original set name displays in the Parameter Set Name field, where it can be edited. This will represent the
primary (baseline) parameter set (which cannot be deleted from the parallel model). Edit the name if desired.

If the baseline set has already been defined, select an as-yet undefined parameter set from the Select
Parameter Set to Edit drop-down menu and click Load Parameter Set.

In the Parameter Set Weight (0-1) input field, enter the weight of the total number of eating occasions as
defined in the associated consumption models, or leave the value at 1.

To include the data model parameter set in a risk scenario or the ranking reports, select the Include in
Ranking Reports check box.

Define the initial conditions for the parameter set and click Save to stay on the Edit Process Model Page. The
values are saved to the name you have loaded or typed in the Parameter Set Name field (which is
automatically be included in the Select Parameter Set to Edit drop-down list.).

Repeat Step 12 to Step 14 for each variant parameter set.

Note: The parameter set displayed in the Parameter Set Name field is the one that is being edited. The Copy to
New Parameter Set button is only used when initially copying the name.

On the Edit Process Model page, click the Process Stages tab.

Click the Add Process Stage link. The Add Process Stage page opens.
In the Stage Name input field, enter a name for the process stage.

In the Process Type drop-down list, select the process type.

Click Add. The Edit Process Stage page opens.

On the Edit Process Stage page, select Multiple Definitions from the Define Using drop-down list, and then
click Update Method.

Select a parameter set from the Select Definition to Edit drop-down list and click Load Definition. The
loaded parameter set name displays in the Process Model field.

If required, edit the specific stage name to be associated with the loaded parameter set (e.g., Growth during
Storage, Baseline). Alternatively the same stage name can be used for all parameter sets.

Enter the appropriate value(s) to define the stage for the loaded parameter set.
To save the changes and remain on the page, click Save.

Repeat Step 21 to Step 25 (numbers 1 to 5 on the following figure) for each parameter set.

Repeat Step 16 to Step 26 for each process stage to be added.

Do one of the following:

To save the changes and remain on the page, click Save. The page remains open and if required, you can
access the other tabs on the page.

» To save the changes and close the page, click Save and Close.
« To close the page without saving the changes, click Close.

When you are finished, the Process Stages list on the Edit Process Model page will display the stages and one
definition per stage; the stage names and specific definition(s) displayed on the Process Stages list on the Edit
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Process Model page will pertain to the parameter set loaded most recently, either from within an Edit Process Stage
page or from the Select Parameter Set to Edit menu on the Edit Process Model page.
To delete a process model parameter set

Note: You cannot delete the primary process model parameter set. (The Delete button is not available when the
primary parameter set is loaded into the Parameter Set Name field.)

1 Navigate to the Process Models page. See "Navigating to Process Models" on page 80.
2 On the Process Models tab, click the Edit link to the right of the process model.

3 Inthe Select Parameter Set to Edit drop-down list, select the parameter set to delete and then click Load
Parameter Set.

4 To the right of the Parameter Set Name input field, click Delete Parameter Set.

Adding a Process Model - Importing Multiple Parameter Sets

You define the parameter sets in a tab-delimited text file (.txt) that includes the following information:
+ SetlD (should be unique)
+ SetWeight (should be >0 and <=1)
+ Prevalance
+ InitialConcentration
+ InitialSize
« MPD

For example:

Paramertersets] tat - Motepad - O

File Edit Format View Help

EetID SetWeight Prevalence InitialConcentration InitialSize MPD

1 2.4 @.1 Empirical[(©,1),(0.2,2),(8.5,3),(1,4)] Empiricall(@,100),(0.3,150),(1,200)] B
2 8.2 @.2 Empirical[(e,1),(0.2,2),(8.5,3),(1,4)] Empiricall(@,100),(0.3,158),(1,200)]

3 8.5 8.3 Empirical[(@,1),(0.2,2),(0.5,3),(1,4)] Empirical[(®,100),(0.3,150),(1,200)]

Size units and concentration units are copied from the existing primary set. Any existing process stages are also
copied from the existing primary set.

The following distributions can be specified for InitialConcentration and InitialSize:

Distribution Format Example

Empirical Empirical[(probability, value), (probability, | Empirical[(0,1),(0.2,2),(0.5,3),(1,4)]
value), ..., (probability, value)]

Chance Chance[(probability, value), (probability, |Chance[(0.3,1),(0.2,2),(0.5,3)]
value), ..., (probability, value)]

BetaGeneral BetaGeneral(alpha, beta, Lower bound, BetaGeneral(5,1,1,8)
Upper bound)
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BetaPert BetaPert(Minimum, Mode, Maximum) BetaPert(2,5,9)

Fixed Fixed (Value) Fixed (0.5)

Normal Normal(Mean, Standard Deviation) Normal(5,2)
NormalTruncated NormalTruncated(Mean, Standard NormalTruncated(5,2,1,8)

Deviation, Lower Bound, Upper Bound)

Triangular Triangular(Minimum, Mode, Maximum) | Triangular(2,5,9)

TriangularPercentiles TriangularPercentiles(5t" Percentile, TriangularPercentiles(3,5,8)
Mode, g5th Percentile)

TriangularTruncated TriangularTruncated(Minimum, Mode, TriangularTruncated(2,5,9,3,7)
Maximum, Lower Bound, Upper Bound)

Uniform Uniform(Minimum, Maximum) Uniform(1,9)
UniformPercentiles UniformPercentiles(5t" Percentile, 95t UniformPercentiles(2,8)
Percentile)

For example,

ParamerterSetsd.tt - Notepad

File Edit Format View Help
EetID  SetWeight Prevalence InitialConcentration InitialSize MPD
1 2.4 2.1 Normal(5,1) Fixed(27@) B
2 2 2 ormal(S Fixed(27@)

Imported parameter sets are added to any existing sets. Once the sets are imported, you may wish to select another
set as primary and delete the default set.

You can also select which parameter sets to include in a scenario and ranking reports.

1

v b W N

O VW 0 N O

Navigate to the Process Models page. See "Navigating to Process Models" on page 80.
Click the Add Process Model link. The Add Process Model page opens.

In the Name input field, enter a name for the process model.

In the Hazard drop-down list, select the hazard.

In the Food drop-down list, select the food.

Note: The food and hazard cannot be changed once the process model is added.

Click Add. The Edit Process Model page opens.

In the Model Name input field, edit the process model name, if required.

Under Define Initial Conditions Using, select Multiple Sets of Parameters and then click Change Method.
Click Import Multiple Parameter Sets, and then Choose File.

Navigate to and select the text file (.txt). Click Import. The imported parameter sets are listed in the Select
Parameter Set to Edit drop-down list.
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On the Edit Process Model page, click the Process Stages tab.

Click the Add Process Stage link. The Add Process Stage page opens.
In the Stage Name input field, enter a name for the process stage.

In the Process Type drop-down list, select the process type.

Click Add. The Edit Process Stage page opens.

On the Edit Process Stage page, select Multiple Definitions from the Define Using drop-down list, and then
click Update Method.

Select a parameter set from the Select Definition to Edit drop-down list and click Load Definition. The
loaded parameter set name displays in the Process Model field.

If required, edit the specific stage name to be associated with the loaded parameter set (e.g., Growth during
Storage, Baseline). Alternatively the same stage name can be used for all parameter sets.

Enter the appropriate value(s) to define the stage for the loaded parameter set.
To save the changes and remain on the page, click Save.

Repeat Step 16 to Step 20.

Repeat Step 11 to Step 21 for each process stage to be added.

Do one of the following:

- To save the changes and remain on the page, click Save. The page remains open and if required, you can
access the other tabs on the page.
- To save the changes and close the page, click Save and Close.

To close the page without saving the changes, click Close.

When you are finished, the Process Stages list on the Edit Process Model page will display the stages and one
definition per stage; the stage names and specific definition(s) displayed on the Process Stages list on the Edit
Process Model page will pertain to the parameter set loaded most recently, either from within an Edit Process Stage
page or from the Select Parameter Set to Edit menu on the Edit Process Model page.

To delete a process model parameter set

Note: You cannot delete the primary process model parameter set. (The Delete button is not available when the
primary parameter set is loaded into the Parameter Set Name field.)

—_

Navigate to the Process Models page. See "Navigating to Process Models" on page 80.
On the Process Models tab, click the Edit link to the right of the process model.

In the Select Parameter Set to Edit drop-down list, select the parameter set to delete and then click Load
Parameter Set.

To the right of the Parameter Set Name input field, click Delete Parameter Set.
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Adding a Process Model - Define Initial Conditions Using Existing Process Model
Results (Linked Models)

You can use the results of an existing process model as the initial conditions for a new process model. For example,
a process model for fluid milk could be used to provide the initial conditions for a cheese process model.

You can also model microbial toxins in FDA-IRISK in which a microbial hazard generates a chemical toxin within the
process model. To do this, you must use the results of an existing process model with a microbial hazard as the
initial conditions for a process model with a chemical hazard. You will need to specify a conversion rate from the
microbial concentration to the corresponding toxin concentration.

1 Navigate to the Process Models page. See "Navigating to Process Models" on page 80.
2 Click the Add Process Model link. The Add Process Model page opens.

3 Inthe Name input field, enter a name for the process model.

4 In the Hazard drop-down list, select the hazard.
5

In the Food drop-down list, select the food.

Note: The food and hazard cannot be changed once the process model is added.
6 Click Add. The Edit Process Model page opens.
7 Inthe Model Name input field, edit the process model name, if required.

8 Under Initial Conditions, select Upstream Process Model and then click Change Method.

Home -> Risk Models (My Primary Regasitory) -> Process Models -> Edit Process Model (Ammoniz in Frozen Pizza) -= Name and Initial Conditions Tab

Edit Process Model

The Instructions tab should be reviewed by first time users before proceeding.

Instructions [ Marme =nc Initizl Cerditicns || Process Stages [2) | Downstream Madels (0) | Scenarios (1) B MNotes [0)

Maote: all fields are required

Model Mame:  |Ammonia in Frezen Fizza

Define Initial Conditions Using:

Single Set of Parametars O

Upstream Process Modal @
Change Method

Process Model: | S=lect Frocess Mods! M

QUiEk Links: Frozen Pizza [F} | Ammonia (refrigerant leak) [H)

9 In the Process Model drop-down list, select the process model to use and then click Select. (You can easily
edit the selected process model by selecting the Edit link below the drop-down list.)
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10 For a microbial-toxin process model, under Conversion Rate, select the conversion type, units and rate, and
the intercept. If required, select the Use Threshold check box and then enter the threshold below which no

toxin is produced.

Conwversion Rate:

Conversion Type: | |dngar W || Updats |
Converted Units: | cfufgto |[mg w |/ g

Conversion Rate: |0 |

[cfufg to mg/g)

Intercept: [
(ma'g)

Use Threshold: O
Threshald: b ]
{cfufg)

11 Do one of the following:
« To save the changes and remain on the page, click Save. The page remains open and if required, you can
access the other tabs on the page.
- To save the changes and close the page, click Save and Close.
- To close the page without saving the changes, click Close.
The ultimate output of the process model must represent the level and prevalence of the hazard in the food at the

time of consumption. If the defined initial conditions do not represent the contamination at the time of
consumption, you need to define process stages between the initial conditions and consumption. See "Adding a

Process Stage (Single Definition)" on page 94.

Editing a Process Model

1 Navigate to the Process Models page. See "Navigating to Process Models" on page 80.
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2 On the Process Models tab, click the Edit link to the right of the process model that you want to edit.

Home -> Risk Models (My Primary Repository) -> Process Models Tab

Risk Models

Select Repository: [y Primary Repository “* | [ Show Models | | Copyimport

Instructions M Hazards (8) B Foods (10) M Diets {1) W Frocess Wodels (7)) B Risk Scenarios (11) § Notes

Process Models

Select & process model from the list below to edit or delete, or add a new process medel.
To add a process model, the food and hazard under consideration must have already been defined.

Add Process Model

Filter by food: |A " | Filter by hazard: [& w | | Show |
Process Model Stages Actions

Aflatoxin Bl in Tortillz Chips o Edit Copy Delete

Ammonia in Frozen Pizza 2 @Q;,_ Delete

L. monocytogenes in soft ripenad cheese 1 , Edit Copy Deleta

OTA in Oats o] Edit Copy Delete

OTA in Raisins o] Edit Copy Delets

OTA in Rice o Edit Copy Delete

Salmonellz in Peanut Butter 2 Edit Copy Delete

TR AT Display Records:

3 On the Edit Process Model page, make one or more of the following changes:
« The process model name.
« Theinitial concentration, prevalence, and unit size for the food-hazard combination.
+ For process models with a microbial hazard, you may optionally include a maximum population density.
«  The method used to define initial conditions. (Click Update Method to save the change.)

4 Do one of the following:

+ To save the changes and remain on the page, click Save. The page remains open and if required, you can
access the other tabs on the page.

« To save the changes and close the page, click Save and Close.
+ To close the page without saving the changes, click Close.

Deleting a Process Model

1 Navigate to the Process Models page. See "Navigating to Process Models" on page 80.
2 Onthe Process Models tab, click the Delete link to the right of the process model that you want to delete.

3 Onthe Delete Process Model page, do one of the following:

+ If there are no risk scenarios defined using the process model, click Delete.
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« If there are risk scenarios defined using the process model, they are listed on the page. You must delete the
risk scenarios before you can delete the process model. (The Delete button will not display until the risk
scenarios have been deleted.) For more information, see "Deleting a Risk Scenario" on page 131. Once the risk
scenarios are deleted, navigate back to this page and click Delete.

Home -> Risk Models (My Primary Repository) -> Process Models -» Delete Process Model {Ammonia in Frozen Pizza)

Delete Process Model
Please correct the following:
Unable to delete process model unless the related nsk scenarios are deleted first.

Deleting this process model Ammoniz in Frozen Fizza will also delete the following:

Process Stages Child Process Models Risk Scenarios Motes
Cooking None specified | Ammonia in Frozen Pizza in None specified
Children
Storage

Copying a Process Model

When you are working with your own models, you have the option to copy a process model. When you copy a
process model, all related elements are linked to the new process model.

1 Navigate to the Process Models page. See "Navigating to Process Models" on page 80.
2 On the Process Models tab, click the Copy link to the right of the process model that you want to copy.

3 On the Copy Process Model page, switch between the tabs and review all element definitions associated with
the process model.

4 Click the Name and Initial Conditions tab to enter a new name. By default, the copied process model will
have the name <process_model_name> Copy.
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5 Click the Instructions tab.

Home -= Risk Mocels (My Primary Repository] -= Process Models -» Copy Process Model {Ammenia in Frozen Pizza) -= Instructions Tab

Copy Process Model

Irstroctions | Mame and Initial Conditions M| Process Stages (2) § MNotes (0)

Use this feature to make 2 copy of the selected meodsl. The copy will be linked with the same food and hazard as the
original.

Usz the checkboxes to include or exclude specific elements from being copied with the madel.

Use the tabs to change the model name used for the copy and to review the data currently associated with the

micdel.

Choose hazard: Choose food:

Use same hazard @ Use same food @

Create new hazard: O |NewHazad Create new food: O [New Food |
Link to existing hazard: O |Afiatoxin B1 W | Link to existing food: O |Frozen Fizza W |

Include with copy:
Process Stages:
Motes (for all selectad items):

After creating the copy:
Open the edit page for the copy @
Return to the list of process madels ©

6 Select the check boxes for the elements that you want to include with the copy and the action that you want
taken after the copy completes.

7 Click Copy.

Importing a Process Model

When you are viewing models shared from others, you have the option to import a process model into your own

models. When you import a process model, all associated elements are also imported, including processing stages
and notes.

The imported process model will have the name: <process_model_name> Imported.

—_

Click the Risk Models tab on the main tab bar.
In the Select Repository drop-down list, select a repository that is being shared with you.
Navigate to the Process Models page. See "Navigating to Process Models" on page 80.

Click the Import link to the right of the process model that you want to import.

v b W N

On the Import Process Model page, switch between the tabs and review all element definitions associated
with the process model.

6 Click the Instructions tab.
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7 Inthe Select Repository drop-down list, select a model repository to which to import the process model.

8 Choose the hazard to link the process model to. Do one of the following:

+ Tolink the imported process model to a hazard in your repository, select the Link to my hazard option and
select the hazard from the drop-down list. Note that the hazard type (i.e., microbial vs. chemical) of the
selected hazard must be the same as the hazard that is linked to the process model that you are importing.

« Toimport the hazard with the process model, select the Import hazard with process model option. The
related dose response models and health metrics are imported as well.

9 Choose the food to link the process model to. Do one of the following:

To link the imported process model to a food in your repository, select the Link to my food option and
select the food from the drop-down list. Note that the unit type of the selected food (i.e., mass vs. volume)
must be the same as the food that is linked to the process model that you are importing.

« Toimport the food with the process model, select the Import food with process model option. The
related consumption models are imported as well.

10 Click Import.

11 Do one of the following:

To edit the dose response model, click the View Imported Process Model link.
« Toreturn to the list of shared dose response models, click Close.

Process Stages

Adding a Process Stage (Single Definition)

For multiple definition process stages (within parallel models) see "Adding a Microbial Process Model - Multiple
Parameter Sets (Parallel Model)" on page 84.

Before you begin: When adding a process stage for the Decrease by Inactivation Model or Increase by Growth
Model process types, the predictive model(s) that you want to select must be available. For more information, see
the section, "Predictive Models" on page 44

1 Navigate to the Process Models page. See "Navigating to Process Models" on page 80.

2 On the Process Models tab, click the Edit link to the right of the process model where you want to add a
process stage.

3 On the Edit Process Model page, click the Process Stages tab.
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4 C(lick the Add Process Stage link. The Add Process Stage page opens.

Home -> Risk Models {My Primary Repository) -» Process Models -> Process Model (Ammonia in Frozen Pizza) -> Add Process Stage
Add Process Stage
Enter & process stage name and click “Add".

Mote: all fields are required

Stage Mame: | |
Process Type: |Flaceholdar w | Glossary of Process Types
| Add | | Cancel |

5 Inthe Stage Name input field, enter a name for the process stage.
6 Inthe Process Type drop-down list, select the process type that describes the impact of the processing step
under evaluation on either the concentration or prevalence of the hazard, or the size of the unit of food.

Tip: Click the Glossary of Process Types link to view a list and description of the process types. For more
information about the process types, see the FDA-iRISK Technical Document.

Notes:

« Toinclude a process step that has no impact on these values, select No Change from the Process Type
drop-down list.

« If you are building a process model framework prior to data collection, select Placeholder from the
Process Type drop-down list. You can change it to any other type by editing later, as required.

7 Click Add. The Edit Process Stage page opens.

(The input fields that display on this page are determined by the process type that you selected on the
previous page.)

8 Enter the appropriate values to define the effect of the process stage on the concentration or prevalence of
hazard in the food, or the size of the food unit.
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In the following example, the mass of the food unit becomes 250 g as the peanut butter is portioned into jars.

Home -> Risk Models (My Primary Repositony] -> Process Models -> Process Model (Salmonella in Peanut Butter) - Edit Propess Stage
(Packaging) -= Mame and Parameters Tzb

Edit Process Stage

The Instructions tab should be reviewed by first time users before proceeding.

Instrnuctions | Mame and Parameters [ Notes (0]

Mote: All fields are required

Stage Mame: |Fackaging

Process Model: Salmonella in Peanut Butter

Process Type: Partitioning

Parameter Value Uncertainty
Food Units: MR
Final Unit Size:
Distribution .
Paramater Value Uncertainty
Variability Distribution: ||Fixed Valus w MiA
Walua: 2a0 Add

Chart is not displayed when the distribution is set to Fixed Value

[ Save | [ Save and Close | [ Close |

Lagh Moaified: 03-Sgp-2019 11:15:04

QIJ-ICk Links: Peanut Butter Hal | Salmonella (H) | Salrmonella in Peanut Bulter [P}
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Similarly, the following is an example of a process stage describing the decrease of the hazard during storage:

Heme -= Rizk Models (My Primary Repaository) = Process Models -» Process Mode! [Salmonellz in Peanut Butter) - Edit Process Stages
[Storage) -> Name and Parameters Tab

Edit Process Stage

The Instructions tab should be reviewed by first time users before procesding.

Instructions fll Mame =nd Parameters | Motes {1}

Mote: All fislds are reguired

Stage Mame: |S1-:-mge

Process Model: Salmonella in Peanut Butter

Process Type: Decreass

Reduction in Microbial Population (logl0 scale):

Parameter Value Uncertainty

Wariability Distributions | |Uniform | M/ A
Minirnurm: = Add
Maximurm: 347 Add

The chart below displays the probability density function (PDF) and cumulative
distribution function (CDF) or probability histogram for the variability distribution
basad on the parameters above. Please note that the left vertical axis measures
probability density and should not be interpreted as measuring probability. Valuas
for probability density are not restricted to the interval (0,1}, The chart is only
updated if the page is saved or the Rafresh Chart button is clicked.

FProbability Density and Cumulative Disiribaution

08 -+ A
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+0.E
O =
05+ +08
e ¢ e
n =]
¥ 04d4L l‘_.--""‘--- o
""?.... x'ff .

0 - { t { )
[i] i 11 15 2 25 35
Yalue
== COF POF
Refresh Chan
[Save | [ Save and Close | [ Clese |
Last Modifed: 03-5Sep-2009 (1:15:04
Quick Links: Peanut Butter (F} | Salmeanela (H) | Salmonala in Peanut Butter (PM]
S T I I T

9 Do one of the following:

« To save the changes and remain on the page, click Save. The page remains open and if required, you can
access the other tabs on the page.
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« To save the changes and close the page, click Save and Close.
+ To close the page without saving the changes, click Close.

10 Continue adding process stages until the impact of processing on the concentration and prevalence of the
hazard, or the mass of the food, up to the point of consumption, have been defined.

Editing a Process Stage

1 Navigate to the Process Models page. See "Navigating to Process Models" on page 80.

2 On the Process Models tab, click the Edit link to the right of the process model where you want to edit a
process stage.

3 On the Edit Process Model page, click the Process Stages tab.

4 |If applicable (i.e., if the process stage belongs to a parallel process model), select the process model definition
for the process stage that you want to edit from the Select Definition to Edit drop down list box. Click Load
Definition.

5 Click the Edit link to the right of the process stage that you want to edit.

Home - Risk Models [My Primary Repository) - Process Models -> Edit Process Model (Salmonellz in Peanut Butter) -= Process Stages Tab

Edit Process Model

The Instructions tab should be reviewed by first time users before proceeding.

Instructions | Mame and Initial Conditions | Procezs Staces (2] M Downstream Models (0) § Scenarios (1) N Motes (0)

Add Process Stage

Stage Name Process Type Definition Unit Size Actions
Packaging Partitioning Fixed Value (Value: 250) g 250 g Edit Copy Delets ¥
Storage Decreass Uniform (Minimum: 0.4%, 250 g ; Edit Copy Delets - .

Maximum: 2.47)

u: Uncertainty distribution defined for this paramester

Quick Links: Peanut Butter [F} | Sakmenslla (H)

6 On the Edit Process Stage page, make one or more of the following changes:

« The process stage name.
« The values of any of the parameters.

7 Do one of the following:
« To save the changes and remain on the page, click Save. The page remains open and if required, you can
access the other tabs on the page.
+ To save the changes and close the page, click Save and Close.
+ To close the page without saving the changes, click Close.

FDA-RISK® 4.2 User Guide 98 March 2021



Chapter 5: Process Models and Process Stages

Deleting a Process Stage

—_

Navigate to the Process Models page. See "Navigating to Process Models" on page 80.

2 On the Process Models tab, click the Edit link to the right of the process model where you want to delete a
process stage.

3 Onthe Edit Process Model page, click the Process Stages tab.

4 If applicable (i.e., if the process stage belongs to a parallel process model), select the process model definition
for the process stage that you want to delete from the Select Definition to Edit drop down list box. Click Load
Definition.

5 Click the Delete link to the right of the process stage that you want to delete.

6 On the Delete Process Stage page, click Delete.

Copying a Process Stage

When you are working with your own models, you have the option to copy a process stage. The copy is linked to
the same process model as the original and appended to the end of the current list of process stages.

—_

Navigate to the Process Models page. See "Navigating to Process Models" on page 80.

2 On the Process Models tab, click the Edit link to the right of the process model for which you want to copy a
process stage.

3 On the Edit Process Model page, click the Process Stages tab.
4 Click the Copy link to the right of the process stage that you want to copy.

5 On the Copy Process Stage page, do one of the following:

« To copy a process stage defined within a parallel model, on the Instructions tab, select the Open the edit
page for the copy option, and then click Copy. Then, perform Step 21 to Step 25 of the section "Adding a
Microbial Process Model - Multiple Parameter Sets (Parallel Model)" on page 84. Omit the remaining steps
below.
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« To copy a process stage defined for non-parallel process models, switch between the tabs and review all
element definitions associated with the process stage.

Home - Risk Models (My Primary Repositony] ->= Process Models -> Process Model (Salmonella in Peanut Butter) -> Copy Process Stage
(Packaging) -> Instructions Tab

Copy Process Stage

Instructions [ Mame and Parameters B Notes (0

Use this feature to make a copy of the selected stage. The copy will ba linked with the same process model as the
original and appended to the end of the current list of stages.

Use the checkboxes to include or exclude specific elaments from being copied with the stage.

Use the tabs to change the stage name used for the copy and to review the data currently associated with the stage.

Include with copy:
Motes:

After creating the copy:
Open the edit page for the copy ®
Return to the list of process stages O

6 Click the Name and Parameters tab to enter a new name. By default, the copied process stage will have the
name <process_stage_name> Copy.

7 Click the Instructions tab.

8 Select the check boxes for the elements that you want to include with the copy and the action that you want
taken after the copy completes.

9 C(lick Copy.

Importing a Process Stage

Process stages cannot be imported individually. Importing a process model will import all its process stages.
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Notes occupy the right-most tab on the Edit Page of every element in FDA-IRISK. To view the list of notes (if any)
defined for an element, click the Notes tab on any Edit page. For example, here is a sample of how notes are
displayed:

Home -> Risk Models (My Primary Repository) -> Hazards -> Edit Hazard {Ammonia [refrigerant leak}) ->= Notes Tab

Edit Hazard

The Instructions tab should be reviewed by first time users before proceeding.

Instructions || Mame and Type | Dose Responss (1) N Metrics {1} § Process Models (1)

Add Moke
Type Heading Text Actions
Public Description Ammonia is a corrosive alkaline gas at room Edit Copy Delets 4 .

temperature, with an acrid odor that can be
detected at concentrations of 25 mg per cubic
metre of air (IPCs, 1990). It is used industrially

Public References Intarnational Programme on Chemical Safety (IPCE]. Edit Copy Delets 4%
1520, Ammonia Health and Safety Guide. Available at:
httpivavninchem.org/documents/hsg/hsg0.27. htm.
Accessed Aug. 31, 2012

Public Context The assumption behind inclusion of this hazard, it Copy Delets 4+
which is not a typical food contaminant, is that a

refrigeration system failed and resulted in spillage
of ammania onto package of food. This eccurrence

was reported in Dworkin et 2l, 2004, Dwaorkin MS,

m

Quick Links: Hazards
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Alternately, you can use the filters on the Notes tab on the Risk Models page to restrict the list of notes to certain
types and then edit, copy, and delete them as required. The filter selections are saved.

Home || Risk Maodels || Reports || Repositories | Help

Haome -> Risk Models (My Primary Repository) -> Notes Tab

Risk Models

Select Repository: [Ny Frimary Repositary w || Show Models | | Copyimport

Instructions | Hazards (8) B Foods (10) M Diets (1) M Process Models (7) B Risk Scenarios [11) § Notss

Motes
To see notes for specific elements, check the include checkbox for that element.
Use the filters to restrict notes to certain types.

Select Element:

Elements Include Elements Include Elements Include Elements Include
Hazards O Foods O Process Models O Risk Scenarios O
Hezlth Metrics (] Consumption Models O Process Stages [ Ciets (]

Dose Responses O Population Groups O

Filtar:

Hazard Type Include Exposure Type Include HNote Type Include

Chemical Chronic Public

Microbial Acute Private

[ Save S=lection and Show Notes |

Mo notes were found matching the above selections.

When editing a note, you can type or paste text into the Notes input field. (When pasting, be sure to review the
pasted text to ensure that all symbols and special text have been correctly carried over.)

When viewing the list of notes on the Notes tab of an Edit Page, you can order the notes in the list (using the up and
down arrows to the far right of the note). This will affect the order of the notes in the list view and in reports.

Adding a Note
1 Navigate to the Notes tab for the element where you want to add a note.
2 Click the Add Note link.
3 Onthe Add Note page, enter a heading for the note.

4 If required, to prevent sharing the note and exclude it from reports, select the Private check box.
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5 Click Add. The window expands and you can enter the note.

Home -» Risk Models (My Primary Regositery] -» Hazards -» Hzesard (Ammoniz [refrigerant leak]) -»= Edit Note (Rationzle)

Edit Note

Private notes will not be shared and will be excluded from reports.

Mote: all fields are reguired

Private: O
Heading: [Raticrak
Mote:

| Save | | Eave and Close || Close |
Lasr Modified: 18-Aug-2020 13:37:52

6 Inthe Note input field, enter the note.

Note: FDA-iRISK times out after a certain period of inactivity. Therefore, it is good practice to save regularly to
avoid losing any work since the last save.

7 Do one of the following:
« To save the changes and remain on the page, click Save. The page remains open and if required, you can
access the other tabs on the page.
- To save the changes and close the page, click Save and Close.
+ To close the page without saving the changes, click Close.

Editing a Note

1 Do one of the following:

« Navigate to the Notes tab on the Risk Models page. Use the check boxes at the top of the page to select the
element(s) and filter(s) to locate the note that you want to edit.

« Navigate to the Notes tab for the element where you want to edit a note.
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2 Click the Edit link to the right of the note that you want to edit.

Home -» Risk Models (My Primary Regasitery) -» Hazards -» Edit Hazard [Ammonia (refrigerant leak)) -= Notes Tab

Edit Hazard

The Instructions tab should be reviewed by first time users before procesding.

Instructions [ Name and Type B Dese Responsa (1) B Metrics (1) | Procsss Models (1)

Add Mote
Type Heading Text Actions
Public Description Ammaonia is a corrosive alkaline gas at room Edit Copy Delets 4 ¥

temperature, with an acrid odor that can be

detected at concentrations of 25 mg per cubic f
mietre of air {IPCs, 1990). It is used industrially
and |5 alsa aEEu:u:lated with normal biological

Public References International Programme on Chemical Safety (IPCE).
1350, Ammonia Health and Safety Guide. Available at:
http:vanvrinchem.org/documents/ hsg/hsg0. 27, htm.
Arcessed Aug. 31, 2012

m
=8
+
[
[=]
|u
|.
im
M
i
[15]
-
-

Public Context The assumption behind inclusion of thiz hazard,
which is not a typical food contaminant, is that a
refrigaration system failed and resulted in spillage
of ammania onto package of food. This cccurrence
was reported in Dworkin ot al., 2004, Dwarkin MS,

| Batel &, Fennell M, Collmer M. Bailew S, Slogm,.,

Quick Links: Hazards

3 On the Edit Note page, make the required changes.

4 Do one of the following:

« To save the changes and remain on the page, click Save. The page remains open and if required, you can
access the other tabs on the page.

- To save the changes and close the page, click Save and Close.
+ To close the page without saving the changes, click Close.

Deleting a Note

1 Do one of the following:

« Navigate to the Notes tab on the Risk Models page. Use the check boxes at the top of the page to select the
element(s) and filter(s) to locate the note that you want to delete.

« Navigate to the Notes tab for the element where you want to delete the note.
2 Click the Delete link to the right of the note that you want to delete.
3 Click Delete.
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Copying a Note

When you are working with your own models, you have the option to copy a note.

1 Do one of the following:

« Navigate to the Notes tab on the Risk Models page. Use the check boxes at the top of the page to select the
element(s) and filter(s) to locate the note that you want to copy.

- Navigate to the Notes tab for the element where you want to copy the note.
2 Click the Copy link to the right of the note that you want to copy.
3 Onthe Copy Note page, enter a new heading and if required, edit the note text.
4 Click Copy.

Importing a Note

Notes must be imported with their associated model element; they cannot be imported individually.
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Risk Scenarios

The following illustration shows the edit pathways for acute exposure risk scenarios in FDA-iRISK. Each arrow
represents a potential one-to-many relationship:

Models

Hazards

Process

Dose Response

Models

—

Health
Metrics

Models

Foods

Models

Consumption

Population

Groups

MName and
Parameters

Population
Groups

Risk _
Scenarios [

Motes

Sensitivity
Analysis

Report

For risk scenarios involving chronic exposures, a “full lifetime” set of life stages take the place of the population

groups shown here.
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Navigating to Risk Scenarios

You navigate to the risk scenarios in the following ways:

+ Click the Risk Scenarios tab on the Risk Models page. Select a repository and click Show Models. A
complete list of risk scenarios displays; however, you can filter the list by food or hazard. (The number on the
tab, e.g. (10) indicates the number of risk scenarios.)

Home -= Risk Models (My Primary Repesitory) -> Risk Scenarios Tab
Risk Models

Select Repository: [My Primary Regository w | | Show Modsls | | Copyfimporn

Instructions | Hazards (8) W Foods {10) § Diets (1) N Process Maodels {7) W Risk Scenzrios (110 B Notes

Risk Scenarios

Select a rizk scanario from the list to edit or delete, or 2dd & new risk scenario.
Computed risk scenarios must be linked to an existing food, hazard, dose response, health metric, consumption and
process model, Specified risk scenarios must be linked to an existing food and hazard,

Add Risk Scenaric Vzlidate Scenarios

Filter by food: [&l “ | Filter by hazard: [All | | Show |
Shared Scenario Validation Actions
# Aflatoxin B1 in Tortilla Chips Mot Edit Copy Delste
{Tartifla Chips, Aflatoxin B1, DALY, Chronic, Computed) Checkad
# Aflatoxin B1 in Tortilla Chips (Exposure Only) Mot Edit Copy Delste
{Tartifla Chips, Aflatoxin B1, No Metric - Exposure Only, Checkad
Chranic, Computed)
* Ammania in Frozen Pizza in Children Mot Edit Copy Delete
{(Frozen Pizza, Ammonia {refrigerant leak), DALY, Acute, Checkad
Computed)
Camylobacter spp. in Poultry Mot Edit Copy Delete

(Paultry, Campylobacter, DALY, Acute, Specified] Checkad

- To navigate to the risk scenarios associated with a particular food, click the Foods tab on the Risk Models
page. Then, click the Edit link to the right of the food for which you want to access the scenarios. On the Edit
Food page, click the Risk Scenarios tab.

Home -> Risk Models (My Primary Regository) -» Foods -> Edit Food (Frozen Pizza) -> Scenarios Tab

Edit Food

The Instructions tab should be reviewed by first time users before procesding.

Instructions M Mame and Type | Consumpticn Models (1) B Process Models (1) §| Sczrarizz (10 N Motes (D)

Add Risk Scenario

Shared Hame Actions

* Ammonia in Frozen Pizza in Children Edit Copy Delets

Quick Links: Foods
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« To navigate to the risk scenarios associated with a particular hazard, click the Hazards tab on the Risk Models
page. Then, click the Edit link to the right of the hazard for which you want to access the risk scenarios. On
the Edit Hazard page, click the Scenarios tab.

Home -> Risk Models {My Primary Repository) -» Hazards -> Edit Hazard {Aflatoxin B1) -> Scenarios Tab

Edit Hazard

The Instructions tab should be reviewed by first time users before procesding.

Instructions | Name and Type B Dose Response (1) B Metrics {6} B Process Models (1) | Scenarics [2) [ Motes (0)

Add Risk Scenario

Shared Hame Actions
* Aflatoxin BL in Tortilla Chips Edit Copy Delete
* Aflatoxin BL in Tortilla Chips (Exposure Only) Edit Copy Delets

Quick Links: Hazards

Adding a Risk Scenario

Before you begin: For scenarios requiring the results to be computed by FDA-iRISK, ensure the required food(s),
hazard, consumption model(s), dose response model(s), health metric(s) and process model(s) are available.
Adding a Risk Scenario, Computed (Single Food)

1 Navigate to the Risk Scenarios page. See "Navigating to Risk Scenarios" on page 107.

2 Click the Add Risk Scenario link. The Add Risk Scenario page opens.

Home - Risk Models (My Primary Repository) -» Risk Scenarics -* Add Risk Scenario

Add Risk Scenario

Step 1: Enter a name for the risk scenario, and select the risk scenario type.

If results are to be computed by FDA-IRISK, ensure yvou have already created the required food, hazard,
consumption model, dose reponse model, health metrc and process model. For scenanos specified from
external sources, ensure you have created the required food and hazard.

Mote: all fields are reguired

Mame: | |

Type: Computed using FDA&-IRISK model for single hazard and single food @
Computed using FDA-IRISK model for single hazard and MULTIPLE foods O
Computed using FDA-IRISK model for MULTIPLE hazards and MULTIPLE foods ©
Specified from external source for single hazard and single food ©

Exposure only O

3 Inthe Name input field, enter a name for the risk scenario.
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4 Select the Computed using FDA-iRISK model for single hazard and single food option to indicate that the

risk will be computed using FDA-iRISK model for a single hazard and single food.

To define a full risk scenario providing results in terms of health burden, leave the Exposure only check box

unselected. For information about defining an “exposure-only” scenario providing results in terms of dose, see

the section, "Adding a Risk Scenario, Computed (Single Food, Exposure Only)" on page 114.

5 Click Next. The Add Risk Scenario page opens.

Home -* Risk Models (My Brimary Repositery] -= Risk Scenarics -> Add Risk Scenario

Add Risk Sce

Mame:
Type:

Filter Process
Models by

Process Model;

Exposure Type:
Metric Type:

Available Models:

nario

Aflatoan Bl

Step 2: Select the process model, exposure type and metnc type.

Food and Hazard will be determined from the process model selected. Exposure type i1s automatically set to
Acute when the hazard is microbial.

& list of available supporting models is provided at the bottom of the page for the selected process model.
Ensure that the required components exist before proceeding. If any required element displays "Mo Models™
then you will not be able to complete the scenario®,

Results Computed for Single Food

[AT

| Aflatexin 21 in Tentilla Chips

i

Food: Tortilla Chips, Hazard: Aflatowxin B1

DALY v

| Pravious | [ Mest | [ Cancel |

Health Metrics for &cute Exposure for Chronic Exposure
DALY Censumption Models Consumption Models
s Liver Cancer Mo Models” s Tortilla Chip Consumiption
» Liwver Cancer {computed) . *  Tertilla Chip Consumption -
»  Liver Cancer Imported Bos2 RESPDHEE‘N{':IEL Multifood
Ho Models
Cost Per Iliness Dose Response Models
* Liver Cancer (COI) * Lin=ar by Slope Facter
s Liver Cancer (COL,
computed)
QALY
s Liver Cancer (QALY Loss)
*For example, if 3 DALY healch metric exists but a Cost of Iliness metric dees not, you will not be able to creats 2
scenario using Cost of Iiness as the metric for the zelected proczss medel. Vou will be able to create a scenaric

using the DALY metric. Similarly, i an acute consumption model exists but not a chronic one, you will not be able
to create a chronic exposure scenario. The same applies to dose response medels.

Note: If the Available Models boxes at the bottom of the page indicate that no appropriate models exist for
your risk scenario, the risk scenario cannot be defined until the missing elements are added.

6 Inthe Process Model drop-down list, select the process model. The process model that you select determines

which food and hazard to include in the risk scenario.

7 Inthe Exposure Type drop-down list, select the exposure type that the risk scenario will evaluate. (This is fixed
as Acute if the process model selected involves a microbial hazard.)
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8 Inthe Metric Type drop-down list, select the metric that determines how the result will be expressed.
9 Click Next. The Add Risk Scenario page opens.

10 Inthe Consumption Model drop-down list, select the consumption model. The Consumption Model drop-
down list is filtered to contain only models that match the exposure type of the scenario.

11 Click Add. The Edit Risk Scenario page opens. Either a Population Groups tab (for acute exposure scenarios) or
a Life Stages tab (for chronic exposure scenarios) is displayed on the page.

Home - Risk Models (My Primary Repository) -» Risk Scenarics -» Edit Risk Scenario (Aflatoedn B1 in Tortilla Chips) -= Mame and Parameters Tab

Edit Risk Scenario

The Instructions tab should be reviewed by first time users before proceeding.

Instructions [ Mzrz znc Perameters [ Life Stages (5/5) N Dose Responses [1/1) N Motes (0] | Sensitivity Anabysis | Report

Mote: All fields are required

Shared:

Name: |Ma:u:-3=in B1 in Tortilla Chips
Type: Results Computad

Procass Modsl: Aflatoxin B1 in Tortilla Chips
Food: Tortilla Chips

Hazard: Aflatoxin BL

Exposure Type: Chronic

Metric Type: DALY

Consumption Model: Tortilla Chip Consurmption

[Save | [ Save and Close | [ Close |

Last Modifed: Z5-Sep-2004 22:05:01

Quick Links: Tortilla Chips [F) | Alatoxin B1 {HY | Alatoxin B1 in Tortilla Chips (PM)

Note: Messages appearing in green text on this page serve as a reminder of any remaining step(s) necessary to
define the scenario.

12 Select the Shared check box to indicate that the risk scenario (and its component elements) will be shared
with others whom you invite to share your repository. If you choose not to share the risk scenario, clear the
Shared check box.

13 To complete this procedure, depending on the exposure type do one of the following:

+ For chronic exposure type: FDA-iRISK applies the selected dose response model(s) and associated health
metric(s) to an entire cohort of consumers in a chronic exposure. Click the Life Stages tab and select the
Include check box for each life stage from the consumption model that you want to include in the risk
scenario.

Note: By default, no life stages are selected; however, the risk scenario cannot be simulated until at least
one has been selected. Typically, a dose response model for a chronic hazard will assume a “lifetime
exposure”. To calculate and display the total span in years covered by the selected life stages, click Save.

In the following example, five groups have been defined for the consumption model called
“TortillaChipConsumption”. Because the groups have been defined in order to describe the (chronic)
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lifetime exposure, all must be selected. The total span in years covered by the selected life stages is
calculated when the Save button is clicked.

Home -> Risk Models {My Primary Repository) -> Risk Scenaries -» Edit Risk Scenario (Aflatoxin B1 in Tortills Chips) ->= Life Stages Tab
Edit Risk Scenario

The Instructions tab should be reviewed by first time users before proceeding.

Instructions | Mame and Parameaters | Litz Stages [5/'5) M| Dose Responses (1/1) W Motes (0) | Sensitivity Analysis | Report

Annual Consumers: 25E6

Lifie Stage Consumption Span In Years Include
Adults zged 20 years and over  Fixed Value (Valus: 15) g/day 57
Children =ged 1 to 5 years Fixed Value [Valus: 8) g/day ]
Children =ged 11 to 15 Fixed Value (Value: 13} g/day 5
Children =ged & to 10 Fixed Value [Valus: 9] g/day 3
Youth aged 16 to 20 years Fixed Value [Vzlus: 18) g/day 5

Totzl Span Incleded: 7

[Save | [ Save and Close | [ Close | \

Last Modifed: 25-Sep-2014 22:05:01

|

Quick Links: Tortilla Chips (F) | Alatoxin B1 (H) | Alatoxin &1 in Tortilla Chips (PM)

Click the Dose Responses tab. For each listed dose response that you want to apply in the scenario, select
the health metric from the Health Metric drop-down list and select the Include check box.

Note: By default, no dose responses are selected; however, the risk scenario cannot be simulated until at
least one has been selected.

Continuing the example, one dose response model has been defined for Aflatoxin B1. A health metric is
selected and the check box indicates that this dose response will be applied to the risk scenario.
Optionally, to measure the exceeded lifetime average daily dose (LADD), enter the LADD threshold value
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(LADD Value) and LADD units. To include the result in the report, select the Include in Results check box.
Save and close.

Home -> Risk Models (My Primary Repository) -> Risk Scenarics -> Edit Risk Scenario (Aflatoedn B1 in Tortilla Chips) -> Dose Responses Tab

Edit Risk Scenario

The Instructions tab should be reviewed by first time users before proceeding.

Instructions | Name and Parameters | Life Stages (5/5) M Dose Responzes [101) |l Motes (0) § Sensitivity Analysis | Report

Dose Response Health Metric Include

Linear by Slope Fackor  [Liver Cancer [computed) (12.4) w* |

Lifetime Average Daily Dose Threshold:

Parameter Value

Include in Results: | O
LADD Value: [o |

LADD Units: g W | g W

[ Bave | [ Save and Close | [ Close |

Last Modified: 25-Sep-2014 22:05:01

Quick Links: Tortilla Chips (F} | Alatexin Bi {H} | Allatoxin Bi in Tortilla Chigs (PM)

« For acute exposure type: Whereas FDA-iRISK applies selected the dose response models and associated
health metrics to an entire cohort of consumers in a chronic exposure, you can customize these definitions
for each population group in an acute exposure scenario. Click the Population Groups tab and select the
Include in Analysis check box for each population group that you want to include in the risk scenario. For
each population group select the appropriate dose response model and health metric from the respective
drop-down list.

In the following example, three population groups have been defined based on differences in probability
(Dose Response Models) and severity (Health Metrics) of illness caused by exposure to the hazard. The
three groups are designed to collectively represent the population at risk (i.e. they are mutually exclusive);
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therefore, they should all be included in the risk scenario to compute the burden for each group as it
contributes to the total population burden (i.e. the Include in Analysis check box is selected for all three).

Heme -»= Risk Medels [My Primary Repesitary] -= Risk Scensrios -» Edit Risk Scenaric (L. monecytogenes in soft ripened cheese) -= Populaton Groups
Tab

Edit Risk Scenario

The Instructions tab should be reviewed by first time users before proceeding.

Population Groups ([3/3)

Population Group Consumption Dose Response & Health Metric Model Include in
Analysis
Adults &0+ Trizngular {Minimum: 10, Dos= Response: | Adults 50= DR |
Mode: 28, Maximum: 83) Health Metric: [Adults 60+ DALY (2.5) W | ‘I..b
g/eo; 1.8E+08 =o/yr
Intermedizte Aged [3-39) Trizngular {Minimum: 10, Coss Response: | Intzrmrediate Aged (3-58) DR w |
Mode: 28, Madimum: 168) Hzalth Matric: | Intermedizte Aged (5-58) DALY (5.0) w |
g/eo; 1.7E+05 =o/yr
Perinatal Trizngular {Minimum: 10, Doss Response: | Peonatal OR |
Mode: 28, Maximum: 83) Health Metric: [ Pesinatal DALY (14) |

g/leo; 1.2E+07 =o/yr

[ Save | [ Save and Close | [ Closs |
Last Moaified: 11-Dec-2013 16:00:05

Quick Links: Soft Rigened Cheese [F) | L_monocytogenes (H) | L_monocytogenes in soft ripensd cheese [FH)

More typically, a single population group (e.g., “General Population”) is defined for an acute exposure risk
scenario, as shown below. The dose response model and health metric must still be selected to ensure the
models applied are valid for the population group named.

Home -> Risk Models {My Primary Repository) -* Risk Scenarics -> Edit Risk Scenario (Salmonella in peanut butter) - Population Groups Tab

Edit Risk Scenario

Issues detected for this scenano. Please check the following:
Error: Dose response model uncertainty invalid  Edit Salmonella Beta-Poisson DR

The Instructions tab should be reviewed by first time users before proceeding.

Populaticn Growps [1/1)

Population Group Consumption Dose Response & Health Metric Model Include in
Analysis
Generzl Population Fized Value (Value: 30) gfeo; Dose Responze: | Salmonels Bzts-Foizzon OR W |
1.7E10 eafyr Health Metric: | Balmonells DALY (0010} w |

[ Save | [ Sawe and Close | [ Close |
Last Modifed: 16-Dec-2003 12:07:09

Quick Links: Peanuwt Butter (F) | Salmonella (H) | Salmesslls in Peanut Buller (PM]
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14 Do one of the following:

« To save the changes and remain on the page, click Save. The page remains open and if required, you can
access the other tabs on the page.

« To save the changes and close the page, click Save and Close.
+ To close the page without saving the changes, click Close.

Adding a Risk Scenario, Computed (Single Food, Exposure Only)

1 Navigate to the Risk Scenarios page. See "Navigating to Risk Scenarios" on page 107.

2 Click the Add Risk Scenario link. The Add Risk Scenario page opens.

Home -> Risk Models (My Brimary Regository) -> Risk Scenarics -> Add Risk Scenario

Add Risk Scenario

Step 1: Enter a name for the risk scenario, and select the risk scenarnio type.

If results are to be computed by FDA-IRISK, ensure you have already created the required food, hazard,
consumption model, dose reponse model, health metnc and process model. For scenanios specified from
external sources, ensure you have created the required food and hazard.

Mote: all fields are required

Mame: | |

Type: Computed using FDA-IRISK model for single hazard and single food ®
Computed using FDA-IRISK model for single hazard and MULTIPLE foods O
Computed using FDA-IRISK model for MULTIPLE hazards and MULTIPLE foods O
Specified from external source for single hazard and single food ©

Exposure only 0

3 Inthe Name input field, enter a name for the risk scenario.

4 Select the Computed using FDA-iRISK model for single hazard and single food option to indicate that the
risk will be computed using FDA-iRISK model for a single hazard and single food.

5 Select the Exposure only check box.
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6 Click Next. The Add Risk Scenario page opens.

Home -> Risk Models (My Brimary Regository] -> Risk Scenarios -> Add Risk Scenario

Add Risk Scenario

Step 2: Select the process model, exposure type and metric type.

Food and Hazard will be determined from the process model selected. Exposure type is automatically set to
Acute when the hazard 1s microbial.

& list of available supporting models 15 provided at the bottom of the page for the selected process model.
Ensure that the required components exist before proceeding. If any required element displays "No Models™
then you will not be able to complete the scenario™,

Mame: Aflatoxin B1 in Tortilla Chips

Type: Results Computed for Single Food {Exposure Only)
Filter Process [ Al |

Models by:

Process Model:  [Afatoxin 81 in Torilla Chips w |

Food: Tortilla Chips, Hazard: Aflatoxin B1

Exposure Type:
[ Previous | [ Mext | [ Cancel |

Available Models: for &cute Exposure for Chronic Exposure
Consumption Modsls Consumption Models
Mo Models™ » Tertilla Chip Consumption
s Tortilla Chip Consumption - Multifood

*Far example, if a DALY health metric exists but a Cost of Iliness metric dees not, you will net be able to create 2
scenario using Cost of Iliness as the metric for the selected process medel, You will be able to create a scenaric
using the DALY metric. Similarly, i an acute consumption model exists but not & chronic one, you will not be able
to create = chronic expeosure scenaric, The same applies 1o doze response models.

Note: If the Available Models boxes at the bottom of the page indicate that no appropriate models exist for
your risk scenario, the risk scenario cannot be defined until the missing elements are added.

7 Inthe Process Model drop-down list, select the process model. The process model that you select determines
which food and hazard to include in the risk scenario.

8 Inthe Exposure Type drop-down list, select the exposure type that the risk scenario will evaluate.

Notice that the Metric Type does not appear on this page as it is not required for exposure only scenarios.
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9 Click Next. The Add Risk Scenario page opens.

Home - Risk Madels (My Primary Regositery) -= Risk Scenarics -= Add Risk Scenario
Add Risk Scenario

Step 3: Select consumption model,

Mame: Aflatoxin B1 in Tortilla Chips

Type: Results Computed For Single Food (Exposure Only)
Process Model: Aflatoxin B1 in Tortilla Chips

Food: Tortilla Chips

Hazard: Aflatoxin B1

Exposure Type: Chronic

Consumption Model: |Tertis Chip Consurnption |
| Previous | [ Add | | Cancel |

10 Inthe Consumption Model drop-down list, select the consumption model. The Consumption Model drop-
down list is filtered to contain only models that match the exposure type of the scenario.

11 Click Add. The Edit Risk Scenario page opens.

Home -> Risk Models (My Primary Regository] -= Risk Scenarios ->= Edit Risk Scenario (Aflatoxin B1 in Tortilla
Chips {Exposure Only)) -> Mame and Parameters Tzb

Edit Risk Scenario

The Instructions tab should be reviewed by first time users before proceeding.

Instructions [ Mare znc Perameters § Life Stages [5/5) l| MNotes (0) | Sensitivity Analysis [} Report

Mote: &ll fields are required

Shared:

Name: |Afa'.m=in B1 in Tortilla Chips {Exposure Only)
Type: Results Computad (Exposure Only)
Process Modal: Aflatoxin Bl in Tortilla Chips

Food: Tortilla Chips

Hazard: Aflatoxin BL

Exposure Type: Chronic

Metric Type: M/A {Exposure only)

Consumption Model: Tortilla Chip Conzurmption

[ Save | [ Save and Close | [ Close |

Last Modifed: 26-Sep-2014 09:39: 11

uick Links: Tortilla Chips [F) | Afatexin B1 {H) | Allatoxin Bi in Tortilla Chips (PM)
Jorfils bthps JF L o i

Note: Messages appearing in green text on this page serve as a reminder of any remaining step(s) necessary to
define the scenario.

12 To indicate that the risk scenario and its component elements will be shared with others whom you invite, to
share your scenario, select the Shared check box.
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13 To complete this procedure, do one of the following:

For chronic exposure type: Click the Life Stages tab and select the Include check box for each life stage
from the consumption model that you want to include in the risk scenario.

Note: By default, no life stages are selected; however, the risk scenario cannot be simulated until at least
one has been selected.

To calculate and display the total span in years covered by the selected life stages, click Save.

In the following example, five groups have been defined for the consumption model. Because the groups
have been defined in order to describe the (chronic) lifetime exposure, all must be selected. The total span
in years covered by the selected life stages is calculated when the Save button is clicked.

Home - Risk Models {My Primary Repository) -» Risk Scenarics -> Edit Risk Scenario (Aflatoxin B1 in Tortilla
Chips {Expaosure Only)) -+ Life Stages Tab

Edit Risk Scenario

The Instructions tab should be reviewed by first time users before procesding.

Instructions | Name and Parameters || Lifz Stzges (5750 N Motes (0) N Sensitivity Analysis | Report

Annual Consumers: 25E5

Life Stage Consumption Span In Years  Include
Adults aged 20 years and over  Fixed Value (Value: 13) gfday 57
Children 2ged 1 to 5 years Fized Value (Valus: 8] g'day 5
Children aged 11 to 15 Fixed Value (Value: 13) gfday 3
Children =ged & to 10 Fixed Value (Valua: 9) g/day 5
Yeouth aged 15 to 20 years Fixed Value (Valus: 18) g/day 5

Total Span Inceded: 7

|

[ Bave | [ Save and Close | [ Close | ’

Last Modiffed: 26-Sep-2014 09:539: 11

GQuick Links: Tortilla Chips [F} | Alatosin B1 (H) | Allatoxin BL in Tortilla Chips (PM)

For acute exposure type: Click the Population Groups tab and select the Include in Analysis check box
for each population group that you want to include in the risk scenario.

In the following example, three population groups have been defined because of differences in probability
(Dose Response Models) and severity (Health Metrics) of illness, even though these will not be used in the
exposure only model. The three groups are designed to collectively represent the population at risk (i.e.
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they are mutually exclusive); therefore, they should all be included in the risk scenario to compute the
exposure for each group (i.e. The Include in Analysis check box is selected for all three).

Home -> Risk Models {My Primary Repository) -> Risk Scenarics -> Edit Risk Scenario (L. monocytogenes in soft ripenad
cheess [Expesure Only)) - Population Groups Tzb

Edit Risk Scenario

The Instructions tab should be reviewed by first time users before procesding.

Instructions | Name and Perameters | Populstion Groups [273) B Motes (0) B Sensitivicy Analysis 8 Report

Population Group Consumplion Include in
Analysis
Adults 60+ Triangular (Minimurm: 10,
Mode: 28, Maximum: 85) "I-._

gfea; 1.8E+08 eqyr

Intermediate Aged (5-59) Triangular (Minimurm: 10,
Mode: 28, Maximum: 163)
gfea; 1.7E+09 eqyr

Perinatal Triangular (Minimurm: 10,
Mode: 28, Maximum: 85)
aglea; 1.2E+07 eqyr

[ Zave | [ Save and Close | [ Close |

Last Modifed: 26-Sep-2014 10:28:13

Quick Links: Soft Ripensd Cheese (F) | L_monecylogenes (H) | L_menscytogenes in soflt dgened chesse (PM)

14 Do one of the following:

+ To save the changes and remain on the page, click Save. The page remains open and if required, you can
access the other tabs on the page.

« To save the changes and close the page, click Save and Close.
+ To close the page without saving the changes, click Close.

Adding a Risk Scenario, Computed (Multifood)

1 Navigate to the Risk Scenarios page. See "Navigating to Risk Scenarios" on page 107.
2 Click the Add Risk Scenario link. The Add Risk Scenario, Step 1 page opens.

3 Inthe Name input field, enter a name for the risk scenario.
4

Select the Computed using FDA-iRISK model for single hazard and MULTIPLE foods option to indicate that
the risk will be computed using FDA-iRISK model for a single hazard and multiple foods.
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5 Click Next. The Add Risk Scenario, Step 2 page opens.

Home -= Risk Models (My Primary Regository) -> Risk Scenarios - Add Risk Scenario

Add Risk Scenario

Step 2: Select the hazard and metric type, then click Next.
Exposure type is automatically set to Chronic for multifood scenarios.

Mote, the hazard must be associated with process models for foods that already have multifood consumption
maodels defined.

Mame: Ochratoxin A from Oats, Rice and Raisins
Type: Results Computed for Multiple Foods
Hazard:

Exposure Type: Chronic

Metric Type:

[ Pravious | | Mext | [ Caneel |

6 Inthe Hazard drop-down list, select the hazard. Note that only hazards associated with process models that
have foods that have multifood consumption models appear in the list.

7 In the Metric Type drop-down list, select the metric that determines how the result will be expressed.

8 Click Next. The Add Risk Scenario, Step 3 page opens.

Home -> Risk Models (My Brimary Repository] -> Risk Scenarios -> Add Risk Scenario

Add Risk Scenario

Step 3: Select the process models for the foods to include in the scenario, then click Mext,
Exposure type is automatically set to Chronic for multifood scenarios.

Mote, only process models for the selected hazard and for foods that already have multifood consumption
models defined are shown.

Mame: Qchratoxin & from Qats, Rice and Raisins
Type: Results Computed for Multiple Foods
Hazard: Ochratman A

Exposure Type: Chronic

Metric Type: DALY

Process Models: OOTA in Oats
O OTA in Raisins
OOTA in Rice

[ Pravious | [ Cancal |

9 Select the process models for the foods to include in the scenario. Only process models for the selected hazard
and that have multifood consumption models defined are provided as options.
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10 Click Add. The Edit Chronic Multifood Risk Scenario page opens.

Home -> Risk Models (My Primary Repesitory) -> Risk Scenarios -> Edit Risk Scenario {Ochratoedn A from Oats, Rice and Raisins) -> Mame and Parameters
T=b

Edit Chronic Multifood Risk Scenario

The Instructions tab should be reviewed by first time users before proceeding.

Instructions | Mzme and Paramigters | Consumption Models {373) | Dose Responses {1/1) § Diets § Motes (01 N Sensitivity Analysis B Report

Note: All fields are required

Sharad: O
Mame: |Cc|'ra'.-:-x n A from Oats, Rice and Raisins
Type: Results Computed Multifood
Hazard: Cchratoxin A
Process Models: CTA in Oats, OTA in Raisins , OTA in Rice
Foods: Cats, Raisins, Rice
Exposure Type: Chronic
Metric Type: DALY
[ Save | [ Save and Close | [ Clos= |
Last Modified: 26-Sep-2014 10:42:06
EuiFk Links: Ochratoxin & (H) | Food (Oats) | Food (Raisins) | Food (Rice) | Process Model (OTA in Oats) | Process Model [OTA in Raising ) | Process Model (OTA in

Note: Messages appearing in green text on this page serve as a reminder of any remaining step(s) necessary to
define the scenario.

11 On the Edit Chronic Multifood Risk Scenario page, select the Shared check box to indicate that the risk
scenario (and its component elements) will be shared with others whom you invite to share your repository. If
you choose not to share the risk scenario, clear the Shared check box.

12 Click the Consumption Models tab and do the following:

+ Enter the number of annual consumers to apply to every food. The same cohort size is applied to each food.

« Enter the percentage of the population that is female. The percentage of the population that is male is
computed from this value.
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« Select the consumption models to include in the scenario by clicking the Include check box to the right of
the name. Note that at least one must be selected in order for the scenario to be simulated.

Harme - Rigk Madels [My Primary Repssaesy] -> Rigk Sserarias -> Bdit Risk Sceraria (Ochratsdn A from Oats, Rice and Raising) -> Consumption Models
Tab

Edit Chronic Multifood Risk Scenario

The Instructions tab should be reviewed by first time users before proceeding.

instructans || Name and Paramaters || Consumption Models [3/3)

Annual Consumers:  [300E8

% Femnale: 20 |

%0 Male: 50
Salect which consumption models to use for each faod.
Faad Consumption Model Life Stage Include
Oars Ouats [Multifood) 1 year clds, bath genders a

2 - § year olds, both genders
61 - 83, both genders
9 - &0 year olds, both genders

Raising  Faisang (Multfood) 1 - & years, both gendess [+]

25 = 55 years, both gendess

5& - 85, both genders

9 - 25 years, both genders

Rice Rice [Mukifood) 1 year olds, both genders ]
18 - 35 year olds, both genders
2 = § year olds, both ganders
35 = 83 year olds, both genders
9 = 17 yaar olds, both genders

[Save | [ 5ave and Close | [ Close |

Lot Miodified: 26=5ep=2014 1042506

Quick Links: Oghratouin A (1 § [Cighs § (Baksing] | Food (Rice] | Brocess. Mod TA i Oats ) | Process Mol (0TS b Bl Brocsss M

13 Click the Dose Response tab and do the following

+ Select the dose response models associated with the hazard that you want to apply to the scenario. By
default, none are selected and the scenario cannot be simulated until at least one is selected.

« From the drop-down lists, select the health metric for each selected dose response. Click the Include check
box to the right of the dose response model.

Note: The counts on both tabs indicate how many elements are currently selected from the total available. For
a new scenario, the number is zero.
14 Click the Diets tab and do the following:

« Select the diet from the drop-down list and then click Update.
+ Select the diet shifts to include.

15 Do one of the following:

+ To save the changes and remain on the page, click Save. The page remains open and if required, you can
access the other tabs on the page.

» To save the changes and close the page, click Save and Close.

+ To close the page without saving the changes, click Close.
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Adding a Risk Scenario, Computed (Multifood, Exposure Only)

A W N =

(%)

10

11

12

13

Navigate to the Risk Scenarios page. See "Navigating to Risk Scenarios" on page 107.
Click the Add Risk Scenario link. The Add Risk Scenario Step, 1 page opens.
In the Name input field, enter a name for the risk scenario.

Select the Computed using FDA-iRISK model for single hazard and MULTIPLE foods option to indicate that
the risk will be computed using FDA-iRISK model for a single hazard and multiple foods.

Select the Exposure only check box.
Click Next. The Add Risk Scenario, Step 2 page opens.

In the Hazard drop-down list, select the hazard. Note that only hazards associated with process models that
have foods that have chronic multifood consumption models appear in the list.

Click Next. The Add Risk Scenario, Step 3 page opens.

Select the process models for the foods to include in the scenario. Only process models for the selected hazard
and that have multifood consumption models defined are provided as options. For information about adding
a multifood consumption model, see the section, "Adding a Consumption Model, Chronic Multifood Exposure" on
page 56.

Click Add. The Edit Chronic Multifood Risk Scenario page opens.

Note: Messages appearing in green text on this page serve as a reminder of any remaining step(s) necessary to
define the scenario.

On the Edit Chronic Multifood Risk Scenario page, select the Shared check box to indicate that the risk
scenario (and its component elements) will be shared with others whom you invite to share your scenario. If
you choose not to share the risk scenario, clear the Shared check box.

Click the Consumption Models tab and do the following:

Enter the number of annual consumers to apply to every food. The same cohort size is applied to each food.

« Enter the percentage of the population that is female. The percentage of the population that is male is
computed from this value.

+ Select the consumption models to include in the scenario by clicking the Include check box to the right of
the name. Note that at least one must be selected in order for the scenario to be simulated.

Note: The count on this tab indicates how many elements are currently selected from the total available. For a
new scenario, it is zero.

Do one of the following:

- To save the changes and remain on the page, click Save. The page remains open and if required, you can
access the other tabs on the page.

« To save the changes and close the page, click Save and Close.

+ To close the page without saving the changes, click Close.

Adding a Risk Scenario, Computed (Multiple Hazards and Multiple Foods)

1

Navigate to the Risk Scenarios page. See "Navigating to Risk Scenarios" on page 107.
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2 Click the Add Risk Scenario link. The Add Risk Scenario, Step 1 page opens.
3 Inthe Name input field, enter a name for the risk scenario.

4 Select the Computed using FDA-iRISK model for MULTIPLE hazards and MULTIPLE foods option to
indicate that the risk will be computed using FDA-IRISK model for multiple hazards and multiple foods.

5 Click Next. The Add Risk Scenario, Step 2 page opens.

Home -> Risk Models (My Brimary Regository) -> Risk Scenarics -> Add Risk Scenario

Add Risk Scenario

Step 2: Select the metric type and process models to include in the scenano, then click Mext.
Exposure type is automatically set to Chronic for multifood scenarios.
Mote, only process maodels for chronic hazards and for foods that already have multifood consumption models

defined are shown. The hazard(s) must also have at least one chronic dose response model and one health
metric defined.

Mame: MultiHazard Multifood Assessment
Type: Results Computed for Multiple Hazards and Multiple Foods
Exposure Type: Chronic
Metric Type:
Process Models: Daflatoxin B1 in Tortilla Chips
CDOTA in Dats
COOTA in Raisins
OOTA in Rice

| Previous | | Cancsl |

6 Inthe Metric Type drop-down list, select the metric that determines how the result will be expressed.

7 Select the process models to include in the scenario. Only process models for chronic hazards and for foods
that include multifood consumption models defined are shown. For information about adding a multifood
consumption model, see the section, "Adding a Consumption Model, Chronic Multifood Exposure" on page 56.
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8 Click Add. The Edit Chronic Multihazard Risk Scenario page opens.

Home -= Risk Mecels [My Primary Repesitery) - Risk Scenarios - Edit Risk Scznaric (Multdazard Multifood Assessment) -= Name and Parameters Tab

Edit Chronic Multihazard Risk Scenario

Issues detected for this scenano. Please check the following:

Error: No consumption model selected for food Oats

Error: No consumption model selected for food Raisins

Error: Mo consumption model selected for food Rice

Error: Mo hazard dose response model selected for hazard Ochratoxin &
Error: Annual consumers = 0

The Instructions tab should be reviewed by first time users before proceeding.

Instructions || Mzme and Parameters | Consumpticn Models (03] | Dose Responses {0/1) § Process Models (3/3) B Diets § Motes {0} N Report

Mote: All fields are required

Sharad: O

Name: | MultHazard Mukifood Assessment

Type: Results Computed Multihazard

Process Maodels:  OTA in Oats, OTA in Raisins . OTA in Rice
Foods: Orats, Raisins, Rice

Hazards: Cchratoxin A

Exposure Typa: Chronic
Metric Type: DALY

[ Sawe | [ Save and Close | [ Close |

Last Moaified: 30-Aug-20193 11:04:36

Quick Links: Food (Oats) | Food [Raisins) | Food (Rice] | Hazard [Ochratoxin A) | Process Medel (OTA in Osts) | Process Model [OTA in Raisins ) | Process

Note: Messages appearing in green text on this page serve as a reminder of any remaining step(s) necessary to
define the scenario.

9 On the Edit Chronic Multihazard Risk Scenario page, select the Shared check box to indicate that the risk
scenario (and its component elements) will be shared with others whom you invite to share your repository. If
you choose not to share the risk scenario, clear the Shared check box.

10 Click the Consumption Models tab and do the following:

+ Enter the number of annual consumers to apply to every food. The same cohort size is applied to each food.

« Enter the percentage of the population that is female. The percentage of the population that is male is
computed from this value.
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« Select the consumption models to include in the scenario by clicking the Include check box to the right of
the name. Note that at least one must be selected in order for the scenario to be simulated.

Home -» Risk Models (My Primary Regasitery] -> Risk Scenarios -> Edit Risk Scenario (MultHazard Multfood Assessment) -= Consumption Models Tab

Edit Chronic Multihazard Risk Scenario

Issues detected for this scenanao. Please check the following:

Error: No consumption model selected for food Oats

Error: No consumption model selected for food Raisins

Error: No consumption model selected for food Rice

Error: No hazard dose response model selected for hazard Ochratoxin A
Error: Annual consumers = 0

The Instructions tab should be reviewed by first time users before procesding.

Instructions | Mame and Parameters | Conzompticr Maodels (C°2) | Dose Responses (0/1) B Process Models (3/3) § Diets § Motes (0) N Report

Annual Consumers: |:| |

%o Female: 50

% Male: 50
Select which consumption models fo use for each food.
Food Consumption Model Lifie Stage Include
Oats Oats (Multifeod) 1 year clds, both genders [m}

2 - 8 year olds, both genders
£1 - 85, both genders
% - &0 year olds, both genders

Raisins  Raisins [Multifood) 1 - 8 years, both genders (]
26 - 53 years, both genders
36 - 85, both genders
S - 25 years, both genders

Rice Rice [Multifood) 1 year olds, both genders (m}
18 - 55 year olds, both genders
2 - 8 year olds, both genders
56 - 83 year olds, both genders
9 - 17 year olds, both genders

[ Szve | [ Sawe and Close | [ Close |
Last Modified: 30-Aug-2009 11:04:35

Quick Links: Food [Oats) | Food (Raisins) | Feod (Rice) | Hazard [Ochratoxin A) | Process Model [OTA in Oats) | Process Model [OTA in Raisins )

Process Model [OTA in Rics)

11 Click the Dose Response tab and do the following

+ Select the dose response models associated with the hazard that you want to apply to the scenario. By
default, none are selected and the scenario cannot be simulated until at least one is selected.

«  From the drop-down lists, select the health metric for each selected dose response. Click the Include check
box to the right of the dose response model.

Note: The counts on both tabs indicate how many elements are currently selected from the total available. For
a new scenario, the number is zero.

12 Do one of the following:

- To save the changes and remain on the page, click Save. The page remains open and if required, you can
access the other tabs on the page.
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« To save the changes and close the page, click Save and Close.
+ To close the page without saving the changes, click Close.
Adding a Risk Scenario, Specified

1 Navigate to the Risk Scenarios page. See "Navigating to Risk Scenarios" on page 107.

2 Click the Add Risk Scenario link. The Add Risk Scenario page opens.

Home - Risk Models (My Brimary Repository] -> Risk Scenarios -> Add Risk Scenario

Add Risk Scenario

Step 1: Enter a name for the risk scenario, and select the risk scenarnio type.

If results are to be computed by FDA-IRISK, ensure you have already created the required food, hazard,
consumption model, dose reponse model, health metrnc and process model, For scenarios specified from
external sources, ensure yvou have created the required food and hazard.

Mote: all fields are required

Mame: | |

Type: Computed using FDA-IRISK model for single hazard and single food @
Computed using FDA-IRISK model for single hazard and MULTIPLE foods ©
Computed using FDA-IRISK model for MULTIPLE hazards and MULTIPLE foods O
Specified from external source for single hazard and single food ©

Exposure only O

In the Name input field, enter a name for the risk scenario.
Select the Specified from external source for single hazard and single food option.

Click Next. The Add Risk Scenario page opens.

(o) WY 2 N V]

Select the food and hazard from the drop-down lists.

Home -» Risk Models (My Brimary Regository) -> Risk Scenarics -> Add Risk Scenario

Add Risk Scenario

Step 2: Select food and hazard.

Mame: Campylobacter spp. in Poultry
Type: Results Specified for Single Food
Food: [Pouliry W |
Hazard: [Camoylkbacter v |

[ Previous | [ Mext | [ Cancel |
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7 Click Next. The Add Risk Scenario page opens.

Home -> Risk Models {My Primary Regository) -> Risk Scenarios ->= Add Risk Scenario

Add Risk Scenario

Step 3: Select exposure type,

Mame: Campylobacter spp. in Poultry
Type: Results Specified For Single Food
Food: Poultry
Hazard: Campylobacter
Exposure Type: Acute
Health Metric Type:
[ Previous | [ Add | [ Cancal |
8 C(lick Add.
Home -> Risk Models (My Primary Regeository) -> Risk Scenarics - Edit Risk Scenario (Camylobacter

Instructions

Name and Paramsters

spp. in Poultry) -> Name and Parameters Tab

Edit Risk Scenario

The Instructions tab should be reviewed by first time users before proceeding.

Motes (0) N Report

Mote: &ll fields are required

Shared: a

Mame: |C.a'r|5.-1cnl:|ac'.er spp. in Poultry

Type: Results Specified

Food: Poultry

Hazard: Campylobacter

Exposure Type: Acute

Mean Exposure: |0 | cfu

Mumber of cases: |0 |

Health Matric: [ | DALY per case

Total DALY: 0.00

| Save | | Save and Close | | Close |
Last Modifed: [1-Dec-2013 12:24:45

Quick Links: Poultry (F} | Camgylebacter [H)

9 Select the Shared check box to indicate that the risk scenario and its components will be shared with others
whom you invite to share your repository.

10 Inthe Mean Exposure input field, enter the value for the mean exposure.

11 Inthe Number of cases input field, enter the value for the number of cases.

12 In the Health Metric input field, enter the value for the health metric for DALY per Case (or Cost per lliness or
QALY Loss, if one of those metric types were chosen).
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13 To calculate and display one of the following, click Save.

The total DALY incurred according to the entered values for incidence and burden per case.
The total cost incurred if the entered values refer to incidence and cost per illness.
The total QALY loss incurred according to the entered values for incidence and QALY loss per case.

14 Do one of the following:

To save the changes and remain on the page, click Save. The page remains open and if required, you can
access the other tabs on the page.

To save the changes and close the page, click Save and Close.
To close the page without saving the changes, click Close.

Adding a Risk Scenario, Specified (Exposure -Only, Microbial)

1 Navigate to the Risk Scenarios page. See "Navigating to Risk Scenarios" on page 107.

2 Click the Add Risk Scenario link. The Add Risk Scenario page opens.

[©) W V2 RN N OV

Home -> Risk Models (My Primary Regository) -» Risk Scenarics -> Add Risk Scenario

Add Risk Scenario
Step 1: Enter a name for the risk scenario, and select the risk scenarnio type.

If results are to be computed by FDA-IRISK, ensure you have already created the required food, hazard,
consumption model, dose reponse model, health metrnc and process model. For scenanios specified from
external sources, ensure you have created the required food and hazard.

Mote: all fields are required

Mame: | |

Type: Computed using FDA-IRISK model for single hazard and single food ®
Computed using FDA-IRISK model for single hazard and MULTIPLE foods ©
Computed using FDA-IRISKE model for MULTIPLE hazards and MULTIPLE foods ©
Specified from external source for single hazard and single food ©

Exposure only O

In the Name input field, enter a name for the risk scenario.
Select the Specified from external source for single hazard and single food option.
Select the Exposure only check box.

Click Next. The Add Risk Scenario page opens.
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7 Select the food and hazard from the drop-down lists.

Home -> Risk Models (My Primary Repesitory) -> Risk Scenaries -> Add Risk Scenario

Add Risk Scenario

Step 2: Select food and hazard.

Mame: Campylobacter spp. in Poultry
Type: Results Specified for Single Food
Food: [Poulry W |
Hazard: [Campylebacter |

[ Previous | [ Mext | [ Cancel |

8 Click Next. The Add Risk Scenario page opens.
9 Click Add.
10 Inthe Mean Exposure field, enter the mean exposure in the units of the hazard.

11 Do one of the following:

« To save the changes and remain on the page, click Save. The page remains open and if required, you can
access the other tabs on the page.

« To save the changes and close the page, click Save and Close.
+ To close the page without saving the changes, click Close.

Adding a Risk Scenario, Specified (Exposure - Only, Chemical)

1 Navigate to the Risk Scenarios page. See "Navigating to Risk Scenarios" on page 107.

2 Click the Add Risk Scenario link. The Add Risk Scenario page opens.

Home -> Risk Models (My Brimary Regository) -> Risk Scenarics -> Add Risk Scenario

Add Risk Scenario

Step 1: Enter a name for the risk scenario, and select the risk scenarnio type.

If results are to be computed by FDA-IRISK, ensure you have already created the required food, hazard,
consumption model, dose reponse model, health metnc and process model. For scenanios specified from
external sources, ensure you have created the required food and hazard.

Mote: all fields are required

Mame: | |

Type: Computed using FDA-IRISK model for single hazard and single food ®
Computed using FDA-IRISK model for single hazard and MULTIPLE foods O
Computed using FDA-IRISK model for MULTIPLE hazards and MULTIPLE foods O
Specified from external source for single hazard and single food ©

Exposure only 0

3 Inthe Name input field, enter a name for the risk scenario.
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Select the Specified from external source for single hazard and single food option.
Select the Exposure only check box.

Click Next. The Add Risk Scenario page opens.

Select the food and hazard from the drop-down lists.

Click Next. The Add Risk Scenario page opens.

In the Exposure Type drop-down list, select Acute or Chronic.

Click Add.

O VW 00 N o Uu b

11 Inthe Mean Exposure field, enter the mean exposure and, if required, select the units.

12 Do one of the following:

To save the changes and remain on the page, click Save. The page remains open and if required, you can
access the other tabs on the page.

- To save the changes and close the page, click Save and Close.
+ To close the page without saving the changes, click Close.

Editing a Risk Scenario

1 Navigate to the Risk Scenarios page. See "Navigating to Risk Scenarios" on page 107.
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2 On the Risk Scenarios tab, click the Edit link to the right of the risk scenario that you want to edit.

Hame -> Risk Models (My Primary Regasitory) -> Risk Scenarics Tab
Risk Models

Select Repository: [My Primary Repositary “# | [ Show Models || Copyimport

Risk Scenarios [11)

Risk Scenarios

Select a risk scenario from the list to edit or delete, or add a new risk scenario.
Computed risk scenarios must be linked to an existing food, hazard, dose response, health metric, consumption and
process medel. Specified risk scenarics must be linkad to an existing food and hazard.

Add Risk Scenario Validate Scenarios

Filter by food: [All w | Filtar by hazard: [&l w | [ Show |
Shared Scenario Validation Actions
* Aflatoxin BL in Tortilla Chips Mot Edit Copy Delete
(Tertilla Chips, Aflatoxin B1, DALY, Chronic, Computed) Chacked ’
* Aflatowin BL in Tortilla Chips (Exposure Only) Mot Edit Copy Delete
(Tertilla Chips, Aflatoxin B1, No Metric - Exposure Oniy, Chacked
Chrenic, Computed)
* Ammeonia in Frozen Pizza in Children Mot Edit Copy Delete
(Frozen Pizza, Ammonia (refrigarant leak), DALY, Acute, Chacked
Camputed)
Camylobacter spp. in Poultry Mot Edit Copy Delete
(Poultry, Campylobacter, DALY, Acute, Specified) Chacked
L. monocytogenes in soft ripened cheese Mot Edit Copy Delets

- Pt izl L Sl 2 L —1 [

3 Make the required changes. For more information about which elements may be edited see "Adding a Risk
Scenario" on page 108.

4 Do one of the following:

« To save the changes and remain on the page, click Save. The page remains open and if required, you can
access the other tabs on the page.

« To save the changes and close the page, click Save and Close.
+ To close the page without saving the changes, click Close.

Deleting a Risk Scenario

Deleting a scenario does not delete any of the component models used in its creation.
1 Navigate to the Risk Scenarios page. See "Navigating to Risk Scenarios" on page 107.
2 On the Risk Scenarios tab, click the Delete link to the right of the risk scenario that you want to delete.

3 On the Delete Risk Scenario page, click Delete.
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Copying a Risk Scenario

When you are working with your own models, you have the option to copy a risk scenario. When you copy a risk
scenario, its population groups / life stages (associated with the consumption model selected for the scenario) and
dose response models are also copied. The copied risk scenario is linked to the original process model, food, and
hazard.

—_

Navigate to the Risk Scenarios page. See "Navigating to Risk Scenarios" on page 107.
2 Onthe Risk Scenarios tab, click the Copy link to the right of the risk scenario that you want to copy.

3 On the Copy Risk Scenario page, switch between the tabs and review all element definitions associated with
the risk scenario.

4 Click the Name and Parameters tab to enter a new name. By default, the copied risk scenarios will have the
name <risk_scenario_name> Copy.

5 Click the Instructions tab.

6 Select the check boxes for the elements that you want to include with the copy and the action that you want
taken after the copy completes.

7 Click Copy.

Running a Report for a Risk Scenario

1 Navigate to the Risk Scenarios page. See "Navigating to Risk Scenarios" on page 107.

2 On the Risk Scenarios tab, click the Edit link to the right of the risk scenario for which you want to generate a
report.

3 Click the Report tab.

4 Inthe Report Title input field, enter a name for the report, and enter an abstract in the Report Abstract input
field (optional).
5 To receive an email notification when the report completes, select the Send Email check box.

Note: To set the default for this option (i.e. the Send Email check box is selected or cleared by default), click
the My Account link at the top right of the FDA-IRISK main page, and then select or clear the Send Email
when Reports Complete (Default) check box.

6 click Generate Report for Risk Scenario.
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There are two types of reports:
+ Risk Estimates and Scenario Ranking Creates a report with risk estimates and ranking results for one or
more scenarios including full documentation of model inputs.

«  Summary of Model Elements Creates a report summarizing model elements with no risk estimates. The
scenarios are not computed.

FDA-IRISK evaluates the parameters for all risk scenarios before they can be run. If a scenario does not meet the
necessary requirements to run (usually due to incomplete model parameterization), it will not appear in the list of
available scenarios. Instead, it will appear in the list of Incomplete Scenarios at the bottom of the page. The list
provides the reason the scenario was excluded. Once the issue is resolved, the scenario becomes available to run.

Creating the Summary of Model Elements Report

1 Click the Reports tab on the main tab bar.
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2 Click the Create link to the left of the Summary of Model Elements report type. The Summary of Model
Elements page opens.

Home -> Reports -> Summary of Model Elements -= Report Tab

Summary of Model Elements

The Instructions tab should be reviewed by first time users before proceeding.

MNota: All fislds are required

Showe models for: | My Prirnary Repositary W |
Report Title: |FD..ﬁ.-iHIE.K Summary of Model Elements
Report Abstract:
e
The selected options will only be reportad when the corresponding food and/or hazard are selected,
b
Hazard Mame Select  Food Mame Select  Diet Name Select Glftinns Select
5 i
Aflatoxin B1 Chocolate-flavored Dairy Diet 1 CDESLHPtiDI‘I
Ammonia Beverage Model
{refrigerant leak) Dairy Beverage Show Dose
Inorganic Arsenic Frozen Pizza RI;EP{'"EEI )
Imported - Show Healt
Inorganic Arsenic B It
Imported Feznut Butter Chow Predictive
i Paultry Model
'Dl:hlﬂtl.:}?:.ll'l 4 AT = S Proiis -

The Download Acrobat Reader link will open a PDF in a new window. To return to the application, close the window.
Download Acrobatl Reader o view POF files

Quick Links: Report History | Risk Estimates and Scenario Ranking

3 Inthe Select Repository drop-down list, select the model repository to view.

4 Inthe Report Title input field, enter a name for the report, and enter an abstract in the Report Abstract input
field (optional).

5 Select the check boxes beside the hazards and foods that you want to include in the report.
6 Select the check boxes beside the elements listed under Options that you want to include in the report.

7 Click Generate Report. The report is created in PDF format.

Creating the Risk Estimates and Scenario Ranking Report

1 Click the Reports tab on the main tab bar.
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2

10

Click the Create link to the left of the Risk Estimates and Scenario Ranking report type. The Risk Estimates and
Scenario Ranking page opens.

Home -> Reparts -> Risk Estimates and Scenario Ranking -> Report Tab

Risk Estimates and Scenario Ranking

The Instructions tab should be reviewed by first time users before proceeding.

e

Mota: All fields are requirad

EUE'Z scenarios for: @ (R1) My Primary Repository O{R2) My Second Repostory

Update Selections
Filters: Use the following filters to select a subsst of the scenarios available for ranking.
Food Hazard Metric Exposure Type
[ T aRE W | (A T aRE W | [A W |
Load Risk Scenarios
Quick Links: Report History | Sumimary of Model Elements

In the List scenarios for section, select one or more model repositories and click Update Selections.

You can use the drop-down list filters (i.e. Food, Hazard, Metric, Exposure, Type) to refine the list of available
scenarios.

Click Load Risk Scenarios.

Select the check boxes beside the scenarios that you want to include in the report.

For information about the using the Group ID input fields to group scenarios, see "Grouping Scenarios" on
page 136.

For information about using the Scenario Weight input fields, see "Including Weighted Scenarios" on page 136.

If required, do one of the following:

« To edit a scenario, click the Edit link to the right of the scenario.
« To view details for a shared scenario, click the View link to the right of the scenario.
To include uncertainty in the analysis and results, select the Include Uncertainty check box for those

scenarios with uncertainty defined. Otherwise, the model will use variability only. Note that the value of this
check box is saved between report runs. (Does not apply to shared scenarios.)

In the Report Title input field, enter a name for the report, and enter an abstract in the Report Abstract input
field (optional).

To receive an email notification when the report completes, select the Send Email check box.

Note: To set the default for this option (i.e. the Send Email check box is selected or cleared by default), click
the My Account link at the top right of the FDA-IiRISK main page, and then select or clear the Send Email
when Reports Complete (Default) check box.
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11 By default, results for chronic exposure scenarios are annualized by dividing the lifetime risk by the length of
the lifespan in years (e.g. 70). To report results for the full lifespan, clear the Annualize Chronic Results check
box.

Note: As annualized results are required to rank acute and chronic scenarios together, the check box can only
be cleared when all the selected scenarios are chronic.
12 Do one of the following:
« To generate a report of the selected scenarios, click Generate Report for Checked.
+ To generate a report of all scenarios, click Generate Report for All Listed.

A message displays the number of scenarios submitted and includes a link to the Report History section of FDA-
iRISK. See "Viewing Reports" on page 137.

Grouping Scenarios

For information about how to create a Risk Estimates and Scenario Ranking report, see "Creating the Risk Estimates
and Scenario Ranking Report" on page 134.

On the Risk Estimates and Scenario Ranking page, enter a user-defined ID in the respective Group ID input fields to
identify mutually exclusive scenarios that collectively represent the risk(s) you want to evaluate. In the following
example, the acute and chronic exposure from the same hazard in the same food are grouped:

el QTA n'a OTA Acule
‘.,“ Wiheats and wheat products, Ochratoxn A, DALY, Aculte, Compubted )
o OTA ‘f n'a OTA Chronde
(Wheats and wheat products, Ochratooon A, DALY, Chronic, Computed)

Alternatively, you could group across different pathogens in the same food, or the same hazard in different foods.
The resulting report provides a value for the summed DALY value across each identified group, as well as the results
and information contained in a standard ranking report.

Grouping is ignored when the Include Uncertainty check box is selected for a scenario assigned to a group as
uncertain results cannot be merged across scenarios.

Including Weighted Scenarios

For information about how to create a Risk Estimates and Scenario Ranking report, see "Creating the Risk Estimates
and Scenario Ranking Report" on page 134.

In some situations, two or more scenarios may be required to characterize fully the risk for a food-hazard
combination, with each scenario contributing a proportion of the risk. To achieve this, you might apply the
appropriate population sizes to each scenario or try some other mechanism.

Alternatively, you can specify a weight between 0 and 1 for each scenario in the Scenario Weight input fields, and
then group them together. This instructs FDA-iRISK to apply that weight to the results before aggregating them.
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Viewing Reports

You can view pending and completed reports on the Report History tab. You can navigate to the Report History
page in the following ways:

« Click the Reports tab on the main tab bar and then click the Report History tab. The list of generated
reports display, newest to oldest.

Homg -> Renorms - Raport Higmeey Tab
Reports

The Instructions tab should be reviewed by first time users before proceeding.

Tha fellawing links, Devnload Acrobat Reader, View PDF View Werd and View Excel will open » POF, Word or Excel document in 3 nes window, Ta

return b the appheation, close the windove.

vl e Aoriliel 1
Febush Lats |
Complated Reports
Rank by Filter by date: Filter by status:
[Haakn Waine (o g Tood DALYS) v e Casil | (A % | Appand Repcsitory Name: O
Marme B Absirack Scenarios  Complesss ¥ PODF Word Excel Edit Delete
FOA-RISH Risk Estirates and Scenaric 1 17-Aug-2020  Details0 Details O  Yiew Excel Edit  Delste
Ranking Regort o7 dl 14 MNotes D Motes O
Wi BOF Wi ¥ Convargence
Egnsitivity Analysis for Salmonella in peanut 3 16-80g=2020 Cratails O Dratails O Wi Eocal Edit Delste
butter 10:08:56 Motes 0 HNotas O
(A —" O — - Vigee OOF  Yigw Word  Convgrgence

bagred -

e erialnly
g o)
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Create and generate a report on the New Report tab. (See "Creating the Summary of Model Elements Report"

on page 133 and "Creating the Risk Estimates and Scenario Ranking Report" on page 134.) Click the Report
History link.

Home - Reports -> Risk Estimates and Scenaric Ranking -» Report Tab

Risk Estimates and Scenario Ranking

The Instructions tab should be reviewed by first time users before proceeding.
preepem

The report was submitted to the queue for processing. It contains 1 scenario{s). Use the Report History tab of the
Report page to check the report status. To create a report, go to Create Report

Report Submitted
Report Title:

Report Abstract:
Scenarios Included:

FDA-IRISK Risk Estimates and Scenaric Ranking Report

« Salmonella in peanut butter

Quick Links: Report History | Summary of Model Elements

The Report History page displays both pending and completed reports. The Status column in the list of pending
reports, shows the report status. Click the Refresh Lists button to update report statuses. While a report is in

process, the Status column provides feedback about the progress of the scenario simulations. Once a report
completes, it is moved to the Completed Reports list.
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Click the Cancel link under Pending Reports to cancel a report.

Hema > Raporty -> Report Hiszory Tab

Reports

The Instructions tab should be reviewed by first bme users before proceeding.

Irgtructions ] Se5<= + 52y [ Mawe Rapore )| Simalaion Sertings

The Fp|l|;|'.-.'ing links, Download Acrobat Beader, View BDFE View Word and Viaws Excel will cpen a PDE. Word or Excel documant in 3 new window, To
retum to tha application, close the window.

[ Rebesn Liss |

Pending Reports

Hame & Abstract Scenarios  Submitted Status Cancel Report
FDA-IRISK Risk Estimates and Scenario 1 17-Aug-2020 Panding 219
Aanking Raport 0824 04 {1st in Quaue)

Completed Reports s

Eli byt =_||I!!|' _ﬂ';,r_-d_l‘.t: E-htr by stabus:

[FeamhMericiep ToiDALYs] W | [Lam7Days®) W] (B~ ] Append Repositary Name: O
Nama & Abgtrack Scenarios  Complatad w POF Word Excel Edit Delete
FDA-IBISK Risk Estimates and Scenaric 1 17-Aug-2020 Datails O Details O Vg Exce Edit Dalate
Ranking Raport 0B:21116 Notes O Motes O

I e DOF Viarer Vioerd Conwvergencs

The Completed Reports list includes the following options:

« Rank by lets you select the metric used to rank results within the reports (the selection does not affect the
order of the reports in the list). The options are Health Metric (e.g. Total DALYs), Health Metric per Eating
Occasion or Consumer, Total Illinesses, Total llinesses per Eating Occasion or Consumer, and Exposure (Dose).

- Filter by date and Filter by status let you filter the list of completed reports by a selected date and status.

+ Sort the report list by the Name & Abstract and Completed columns. Click the header to apply the sort.
Click again to reverse the sort direction.

» The Details and/or Notes check boxes let you include or exclude details and/or notes in the report in PDF or
Word format. (You can also see a basic summary report in Excel).

- To view areport, click the View link of the format in which you want to view the report.

+ To edit the report name or abstract, click the Edit link to the right of the report that you want to edit. A page
opens where you make the edit and save the changes.

« To export the simulation convergence report in Excel format, click the Convergence link to the right of the
report.

« To export chemical exposure results for variability-only scenarios included in the report in Excel format, click
the Exposure link to the right of the report.

« To delete a report, click the Delete link to the right of the report that you want to delete.
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Interpreting the Risk Estimates and Scenario Ranking Report

The report has a cover page with the report title, the abstract if provided, and a disclaimer.

The summary of the rankings starts on the second page. In the example shown below, three scenarios have been
ranked by Health Metric (Total DALYs). Note that the scenarios are ranked in descending order. The Uncertainty
Results column does not display results when no scenarios include uncertainty. Otherwise, it includes the
Minimum, 5th Percentile, Median, Mean, 95th Percentile and Maximum values. The median value is used for
ranking for scenarios with uncertainty.

Ranking Summary

Al reparted sunmary values are per year. For chronic scenanos, results for the fofal ifecourse have been divided by the lifecourse duration
(e.g. 70 years) specified for the life stages included in the scenaria.

Scenario or Scenario Group Total DALYs per Uncertainty Results
Year

Salmonella in peanut butter - Specified 646 M

L. monocytogenes in soft ripened cheese 15.7 MiA

Ammonia in Frozen Pizza in Children 0.262 MNA

Mate: All chronic results have been compubed by dividing the total for the fecourse by the duration of the lifecourse in years to provide a yearly
value for ranking. See the delailed results sections for the complete lifecourse results, or multiply the values shown in this summary by the
duration af the lifecourse.

If a group ID was provided when submitting the report (see "Grouping Scenarios" on page 136), it will appear in the
Scenario or Scenario Group column, and the names of all the scenarios in the group will be listed for each row
(group).

The summary is followed on the next page by an ungrouped ranking summary with additional details. That is, it
shows the rankings by individual scenario in descending order. Since no groups had been defined in this example,
the ungrouped ranking summary is the same as the main ranking summary shown above.

Ranking Summary for Risk Scenarios (Ungrouped)

All raported summary values are per year. For chronic scenarios, resulls for the tofal ifecouwrse have been divided by the fecaurse duration
(e.g. 70 years] specified for the population groups included in the scenario.

Scenario Lifecourse [Eating Taotal Mean Risk Total DALYs Per Total DALYs
Duration  Occasions or linesses  oflliness DALYs EOQor per Year
Consumers per Year Consumer  (Weighted)
Salmonealla in peanut butier MFA 1.TOE+10 3280 1.83E-7 62.4 3.67TE-8 B2.4
L. monocyloganas in soft ripened cheass ™A 1.88E+3 2.789 1.48E-9 18.7 B.27TE-8 15.7
Ammaonia in Frozen Pizza in Childran MNiA 1.30E+9 262 202E-7 02682 2.02E-10 0.262

Mate: All chranic results have been computed by dividing the ftotal for the lifecourse by the duration of the [fecourse in years ta provide a yearly
value for ranking. See the detailed resulls sactions for the complate lifecourse results, or mulliply the values shown in this summary by the
duration of the lifecourse.
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If the scenarios include more than one ranking variable type (e.g. DALYs, Cost per lliness, QALY Loss), a ranking is
performed for each metric type.

In the summary sections, several results are provided. All are per year values unless the Annualize Chronic Results
check box was cleared.

The columns show the following:

- Lifecourse Duration: This applies to chronic chemical hazard scenarios and is the total lifespan (i.e. exposure
duration) considered by the scenario (e.g. 70 years).

- Eating Occasions or # Consumers: “Eating occasions” is used for acute hazards and is the annual total for all
population groups / life stages provided; “# Consumers” applies to chronic chemical hazard scenarios.

- Total llinesses: The total number of illnesses generated for the scenario.

« Mean Risk of lliness: The total number of illnesses divided by the number of eating occasions (for acute
exposures) or consumers (for chronic exposures).

- Total DALYs per Year: As this is a DALY scenario, the total number of DALYs for the year.

- DALYs per Eating Occasion or Consumer: The DALYs divided by the number of eating occasions (or
consumers).

- Total DALYs per Year (Weighted): If a scenario weight was added, the value from the DALY column is
multiplied by the specified weight.

Notes:

+ For process models that include the Threshold Exceedance Test process stage, which measures the
frequency of exceeding a user defined concentration threshold (fixed value only, no uncertainty) for acute
scenarios, the results follow the ungrouped ranking summary in the report. For more information about the
threshold exceedance process stage, see the Technical Document.

Concentration Threshold Exceedance Results:

Scenario Hazard Food Process Stage & Proportion of Proportion of All
Concentration Contaminated Servings Servings Exceeding
Threshold Value Exceeding Threshald Threshold
5. aureus Growth Staphylococcus  Batler Threshold 0.0217 0.0008ET
aureus (hypathetical Excesdance Test
formulation) 5 log10 clu/g

+ For chronic exposure scenarios (single food) that include the lifetime average daily dose (LADD) threshold for
measuring the exceeded LADD in the report, the result is shown in the Exposure by Percentile chart, and
summarized in the Lifetime Average Daily Dose Threshold section.

If you selected the Details check box, the next set of pages provides a scenario-by-scenario summary. The first
section summarizes the scenario. It re-states the elements contained in the scenario, as well as indicating whether
the Monte Carlo simulation converged or not. If the model converged, it reports the number of iterations used.

Convergence is tested by evaluating the change in mean total of DALYs for the scenario over batches of iterations.
The model is considered to have converged if the change in mean is less than 1%. By default, three sequential
batches must pass this test for the model to be considered as converged. A slightly different algorithm is used
when the model includes uncertainty.
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For more information about convergence, see the section, Interpreting the Convergence Report on page 144 and the
Technical Document.

Scenario Details for: Ammonia in Frozen Pizza in Children

Type: Results Compuled Seenario Weight: A

Hazard: Ammornia (refrigerant leak) (Chemical) Metric Type: DALY

Food: Frozen Pizza Exposura Type: Acute

Process Model: Ammornia in Frozen Pizza Corverged: Yes (by 18000 variability samples)
Consumption Model: Frozen Pizza Consumption by Children Include Uncertainty: Mo

The next section summarizes changes in concentration and prevalence as the food and hazard move through the
process model:

Process Model: Ammonia in Frozen Pizza

Initial Conditions Model Qutputs®
Prevalence: 1E-6 1.00E-&
Concentration: Triangular (Units: rma'g) 0.00081T g/g

Minirnurm: 0.7

Mode: 1.3

Mastimum: 2

Computed Mean: 1.33 mag/g
Unit Mass: Fixed Value (g} 150 g

Valua: 150

* Final prevalence and Pravalence-Weighted mean concentration

Process Stages for Ammonia in Frozen Pizza:

Process Stage Process Type Definition Concentration Prevalence
(gfa)
Storage Decrease Uniform 0.00123 1.00E-6
Minirnum: 0.05
Maximum: 0.1
Cooking Deacrease Fixed Value 0.000617 1.00E-6
Value: 0.5

The initial values that you provide are shown, and model output reported. As well, the concentration and
prevalence are reported for the end of each process stage.

Note that for microbial hazards, while you can specify initial concentration on the log scale, FDA-IRISK converts all
log10 units to arithmetic units when performing calculations. FDA-IRISK then computes the arithmetic mean of
concentration results but converts these means back to the log10 scale for the report. This can result in the
reported mean concentration (also referred to as computed mean) having a value different than the mean that you
specified. For example, if you specify an initial concentration in log10 cfu/g as a Normal distribution with a mean of
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3 and a standard deviation of 1, the computed arithmetic mean concentration is 13,035 cfu/g. When converted
back to the log10 scale, this results in a value of 4.12 log10 cfu/g. For microbial hazards, the text 'Computed Mean:'
in the above screenshot is replaced with 'Computed Mean (Arithmetic)' to reflect this.

Also note that for the process stage and final results, food units are converted to grams or milliliters. In addition, all
mean concentration values are computed as prevalence-weighted average results. That is, across model iterations,
the concentrations generated by iterations associated with higher proportions of contaminated units will have a
higher weight in determining the overall average concentration across all iterations.

This raises a key concept on the definition of prevalence used by FDA-iRISK. Prevalence is always taken to mean the
proportion of contaminated units in a batch. The actual number of units in the batch is undefined.

The next section summarizes the risk estimates generated for the population groups / life stages based on the final
concentration and prevalence, as well as serving size (amount consumed). If selected for inclusion in the report (via
a checkbox on the Edit Population Group and Consumption page), the consumption according to the number of
servings per person is also included.

The definitions for the population groups / life stages are presented first, followed by the results:

Result Summary

Mean Exposure: See population groups  Total Number of linesses: 262

Total DALY Year: 0262

Population Group Definitions:
Population Group Consumption Dose Response Health Metric
Children & ta 12 Eating Oecasions: 1.3E9 Ammeonia Mon-Threshold Amrmania (oral) DALY (0,001

eolyr Limear DALY's)
Bady Weight: Fixed Value (Units: Kg) Man-Threshald Linear (Dose

Per Eating Occasion: unit: mig)
Value: O Triangular (Units: gleo)

Risk al Reference Point: 0.21
Minimum: 100 Reference Point: 118
Mode: 150

Maximum: 300
Probability of adverse affect:

100%
Correlation Option: Mo Coralation
Population Group Results:
Mean* Mean Number of Total Metric

Mean Dose* Prevalence in Probability linesses per Par Year
Population Group (mg) Servings of lliness year {DALYs)
Children & o 12 0.0B48 1.75E-8 2 02E-T 262 0.262
* Mean dose per Contaminated serving ** Praportion of contaminated servings

Health Metric Details: Ammonia (oral) DALY

DALY/Case: 0.001
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If the scenario contained more than one population group / life stages, each would be summarized separately.

The next section summarizes the health metric details.

If you select the Notes check box, any non-private notes associated with the scenario and its elements would be
included at the end of the scenario's summary.

Interpreting the Convergence Report

The FDA-iRISK Convergence report is an Excel file.

The first sheet provides a summary of the results and a list of scenarios in the report:

1 |FDA-IRISK Risk Estimates and Scenario Hankina RHepont !
Z
3
dq
5 Total DALY per Year
=
70
T :.E#:I ]
=] § =0 4
3 g 40
0 R
1 ‘o ]
| 1z "o :
13 *
14 ria
15
16
1T Scenar Total DALY's per” Scenario Name
18 1 2.4 Salmonella in peanut Butter
13 2 12,7 L. monocutogenes in soft ripened cheese
20 3 0.262 Ammonia in Frozen Pizza in Children
Al

The second sheet provides a list of the simulation settings used to generate the report:

A B C D E G

1 [FDA-IRISK Risk Estimates and Scenario Ranking Report Simulation Settings
3
4 Variability Settings Uncertainty Settings
5
6 Initial Batch Size 9,000 Batch Size 100
7 Running Batch Size 3,000 Maximum Batches 100
g Maximum Batches 100 Convergence Tests 1
9 Convergence Tests 3 Convergence Criterion - Mean (%) 5
10 Convergence Criterion (%) 1 Test Median Yes
11 Endpoint Risk [if available) Convergence Criterion - Median (%) 5
12 Test Confidence Interval Yes
13 Convergence Inteval %) S0
14 Convergence Criterion - CI (%) 10
15
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Following the second sheet, there is one sheet per scenario.

For single food scenarios, only one set of results is displayed:

A C D E F
1 Salmonella in peanut butter Variability Convergence Results
2
3
4 Batch Batch Mean Running Mean Change In Mean TestResult
5 1 62.23828777 62.23828777 1] FALSE
] 2 6244116701 62.28900758 0.0008142660 TRUE
7 3 63.20087214 62.45338049 0.003110794 TRUE
8 4 0l.82344154 62.37339060 0.001763409 TRUE
9 Total Duration:
10

Batch Duration (Minutes)

0.014066667
0.005199997
0.0045949996
0.004350006
0.029166660

For multifood scenarios, the results for the exposure/risk model is displayed, in addition to one set for each process

model used (where it converged on concentration).

For variability scenarios, the following fields are displayed:
« Batch The variability batch run.
- Batch Mean The mean result for that batch, in isolation.
« Running Mean The running mean over all batches.
« Change in Mean The change from the previous running mean.

« Test Result Whether the change is less than the threshold specified in the settings.

« Batch Duration The time required to complete the batch, in minutes.

For scenarios with uncertainty, the following fields are displayed:

« Batch The uncertainty batch run (which includes 2 or more variability batches)

+ Batch Mean The mean result for that uncertainty batch, in isolation
+ Running Mean* The running mean over all uncertainty batches
« Change in Mean* the change from the previous running mean

 Test Result Mean* if the change is less than the threshold specified in the settings.

*These fields repeat for the Median and the Confidence interval.

Each uncertainty batch will include several variability convergence tests (e.g., 100). The Iteration columns indicate
the minimum, mean, median, and maximum number of variability iterations required to converge for each of the
uncertainty iterations. The Batch Duration column indicates the time required to complete the uncertainty batch, in

minutes.

Note: For multifood, some process models may have uncertainty while others do not, and it will show as
appropriate. However, if any process models or the exposure models have uncertainty, the exposure model will also

be uncertain.
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Interpreting the Exposure Report

This report contains any percentile exposure results that are included in the main report for any chronic chemical,
variability only scenarios.

It reports the scenario name, food, hazard, and diet if applicable. It also shows the 1st to 99th percentiles for
exposure for the associated combination. Exposure units are g/kg-day.

Simulation Settings

You can manage the settings used for variability and uncertainty for risk estimates and ranking reports on the
Simulation Settings tab.

The settings on this tab are used for any subsequent reports sent for simulation and can be changed at any time.
You can define multiple sets of simulation settings to quickly switch between settings.

As you develop a model, you may wish to reduce the batch size and convergence tests used to speed up test runs,
in particular for simulations with uncertainty. Note, the model will aim for convergence using the settings defined.
Convergence on more relaxed settings should not be assumed to provide results equivalent to more stringent
simulation settings, and in some cases, may result in risk scenarios that do not converge during simulation.
However, this process should nevertheless produce reports providing some insight into the scenario's behavior.

Note: Increasing values beyond the default values (of the selected set) will result in longer running simulations.

For information about how the simulation settings are applied, see the Technical Document.

Instructions || Repore History || Mew Rapors || 5 —.l3t2- S g

MNote: all fizlds are requived

Select @ simulakion setting set to view/ edit from the list, Use the fields below to manags the ssttings used for variability
and uncertainty for risk estimates and anking reports. The simulation set marked a5 selected cannot be deleted unless
another sek i ot 33 seleched sk

Select Set: [Moderate Fun [selected] W | [Lond Set | [ Craate New Set |

Sk lamne: |Maderans Run |

Salected: True
Variability Settings: Uncertainty Settings
‘Variability Initial Batch Size: 8.000 ] Uncertainty Bakch Size: 100
Variability Running Batch Size: 3000 | Uncertainty Convergence Tests: 1 |
Variability Comvergance Tests: 3 | Uncertainty Maximum Batches: 100 |
Variakbility Maximum Batches: 100 | Uncartainty Convergence Criterion - Mean (30} 5 |
Variability Corvergence Criterian [%): | [1 ] Tast Uncertainty Median: Tes W |
Endooint ko Task: Fisk (f avalabiel % | | Uncertainty Convergence Criterion -~ Madian {3g): E |
Test Uncertainty Confidence Interval: a3 ¥ |
Uncertainty Confidence Interval: W |
Uncertainky Convergence Criterion - Confidence Interval (%21 [[10 ]
[Gam] Lsfm| Last Modified: 05-Dec-2015 11:22:45
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Loading a Simulation Set

1 Click the Reports tab on the main tab bar.
2 Click the Simulation Settings tab.

3 Inthe Select Set drop-down list, select the set to load, and then click Load Set.

Adding a Simulation Set

—_

Click the Reports tab on the main tab bar.
Click the Simulation Settings tab.
Click Create New Set.

In the Set Name input field, type a name for the new set and click Save.

v ~h W N

Specify the variability and uncertainty settings for the new set, and then click Save.

Editing a Simulation Set

—_

Click the Reports tab on the main tab bar.
Click the Simulation Settings tab.

In the Select Set drop-down list, select the set, and then click Load Set.

A wWwN

Edit the settings are required and then click Save.

Deleting a Simulation Set

Note: To delete a simulation set marked as “selected”, select another set as “selected” first.
1 Click the Reports tab on the main tab bar.
2 Click the Simulation Settings tab.
3 Inthe Select Set drop-down list, select the set, and then click Load Set.
4 Click Delete.
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Report Bookmarks

In the PDF report, bookmarks have been added to link to individual sections of the report and each scenario's
detailed results. These bookmarks are not available in the Word report.

t&‘l RiskEstimatesAndScenarioRanking_e259cel5-e034-4597-bleb-b90f73355f0e_20150206092541.pdf -

File Edit View Window Help

| Rae- | RPE| @bl D

E}‘ Open

) (8|2 ,r.::u| N & | =) ()

Bookmarks E |I|

L]
[P
p:

L

V7))

B~ & &
¥ Ranking Summary

[P Ranking Summary for Risk
Scenarios (Ungrouped)

=[P scenario Details

[ Aflatoxin B1 in Tortilla
Chips

[P Ammonia in Frozen Pizza

—u -1

60.6% | =

B=A

Report Title: FDA-IRISK Risk Estimates an

Ranking Summary

Al reported summary values are per year. For chronic scenanos, |
(e.g. 70 years) specified for the population groups included in the

Scenario or Scenario Group

Salmonella in Peanut Butter

Salmonella in Peanut Butter — Specified

L. monocvitooenss in soft ipened cheese
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In developing risk scenarios, you may make assumptions that are necessary because of data gaps. FDA-iRISK offers
a sensitivity analysis feature to explore the impact of different assumptions. Moreover, you can use sensitivity
analysis to evaluate the impact on risk estimates of proposed control measures and interventions applied at any
step of the process model, or the impact on risk estimates from changes in consumption patterns. You can use this
feature to explore uncertainty (e.g. in the dose-response model) in a step-wise process.

For example, the level of a hazard in a food may decrease during cooking, but the extent of the decrease is
unknown. A value based on expert opinion may be used in characterizing the cooking step in the process model,
and sensitivity analysis can then be applied to obtain results using alternate values for this “decrease during
cooking” parameter.

You can define sets of grouped parameter values for testing. For example:
+ Sensitivity Analysis Set #1
+ Reduce prevalence by 50%
« Change “growth” to “no growth”
» Increase consumption 100%
+ Sensitivity Analysis Set #2
+ Reduce prevalence by 10%
+ Change “growth” to “2x growth”
+ Increase consumption 50%

You can select one or more sensitivity analysis sets to compare against the baseline risk scenario. FDA-iRISK
computes the results for each alternative value independently.

Note: You can change a parameter set in any one of the four model elements in the risk scenario under evaluation:
process model, consumption model, dose response model, and health metric.

Running Sensitivity Analysis

Before you begin: One or more sensitivity analysis sets on which to run sensitivity analysis must exist. For more
information, see "Sensitivity Analysis Sets" on page 152.

1 Navigate to the Risk Scenarios page. See "Navigating to Risk Scenarios" on page 107.
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2 Click the Edit link to the right of the risk scenario where you want to run sensitivity analysis (e.g. Salmonella in
Peanut Butter).

Instructions | Hazards (8] N Feods (10) Process Madels (7] l Risk Scenarios (11)
Risk Scenarios
Salect a risk scenario from the list to edit or delete, or add a new risk scenario.
Computad risk scenarios must be linked to an existing food, hazard, dose response, health metric, consumption and
process model. Specified risk scenarios must be linked to an existing food and hazard.
Add Risk Scenaric Validate Scenarios
Filter by food: [All w | Filter by hazard: [All w | [ Show |
Shared Scenario Validation Actions
* Aflatoxin Bl in Tortilla Chips Mot Edit Copy Delste
{Tortilla Chips, Afiztoxin B1, DALY, Chronic, Computed) Checksd
* Aflatoxin B1 in Tortilla Chips (Exposure Only) Mot Edit Copy Delate
{Tartilla Chips, Aflatoxin B1, Ne Metric - Expasure Only, Checked
Chronic, Computed)
* Ammaonia in Frozen Pizza in Children Mat Edit Copy Delste
{(Frozen Pizza, Ammonia {refrigerant leak), DALY, Acufe, Checkad
Computead)
Camylobacter spp. in Poultry Mot Edit Copy Delete
{Poultry, Campylabacter, DALY, Acute, Specified) Checkad
L. monocytogenes in soft ripened chesse Mot Edit Copy Delste
{Saft Ripened Cheese, L. monocytogenes, DALY, Acute, Checkad
Computed)
L. monocytogenes in soft ripened cheese (Exposurs Only) Mot Edit Copy Delate
(Soft Ripened Cheese, L. monocytogenes, No Metric - Checked
Exposure Oniy, Acuts, Computed)
MultHazard Multifood Assessment Mot Edit Copy Delste
(Multifood, Multihazard, DALY, Chronic, Computed Checkad
Multihazard)
Ochratoxin & from Cats, Rice and Raisins Mot Edit Copy Delete
(Multifoed, Ochratoxin A, DALY, Chronic, Computed Checkad
Multifood)
Oichratoxin A from Cats, Rice and Raisins (Exposure Only} Mot Edit Copy Delste
(Muitifood, Ochratoxin A, No Mstric - Exposure Only, Checlkead
Chronic, Computed Multifood)
Salmanella in peanut butter Mot Edit Copy Delete
{Peanut Bubter, Saimonella, DALY, Acute, Computed) Chieckad
Szlmonella in peanut butter - Specified Mot Edit Copy Delste
{Peanut Bulter, Salmonella, DALY, Acute, Specified) Checkad
LIEIE R Display Records:
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3 Click the Sensitivity Analysis tab. The Sensitivity Analysis tab lists existing sensitivity analysis sets as well as all
scenario model elements for which sensitivity analysis may be defined, and any sensitivity analysis sets
currently associated with the sensitivity analysis.

Home -> Risk Models (My Primary Regository] -> Risk Scenarics -> Edit Risk Scenario [Salmenella in peanut butter) -= Sensitivity Analysis Tab

Edit Risk Scenario

The Instructions tab should be reviewed by first time users before procesding.

Instructions | Name and Parameters | Population Groups (1/1) B Motes (0) N Sensitivicy Snalvsiz | Report

Run Sensitivity Analysis Report

Sensitivity Analysis Set Include in Report

Dose-response parameters O
loveer uncertainty bound

Diose response parameters O
upper uncertainty bound

Send Email Matifications: O
[ Run Selected Sets | [ Run AN Sets |

Define Sensitivity Analysis Parameter Sets
Add Sensitivity Anzlysis Set

Scenario Model Parameter Current Set: Dose-response Set: Dose response
Element Definition parameters lover parameters upper
uncertainty bound uncertainty bound
Egit Delete Eait Delete
Salmonella in Peanut Initial 5.5E-6 Add Add
Butter - Initial Fravalence Edit
Conditions
Initial Uniform Add Add
Concentration | [Minimum:-1.52,
Maximum:2.55)
Edit
Initial Unit Fixed value Add Add
Mass (Valua:&.85E3)
Egit

Notes:

« Sensitivity analysis is available for most scenario types; however, if the Sensitivity Analysis tab is not visible
on the Edit Risk Scenario page, then sensitivity analysis is not available for the selected type of scenario.
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« Issues detected for the scenario appear at the top of the page. You must resolve the errors before you can
add sensitivity analysis sets or run sensitivity analysis reports.

Home - Risk Models (My Brimary Regositery] - Rizk Scenarics -» Edit Risk Scenario [Szlmenella in peanut butter) - Sensitivity &nalysis Tab

Edit Risk Scenario

Issues detected for this scenario. Please check the following:
Error: Dose response model uncertainty invalid  Edit Salmonella Beta-Poisson DR

The Instructions tab should be reviewed by first time users before proceeding.

Instructions | Name and Parameters | Population Groups {1/1) B Motes (0) B Sensicivicy Analvsiz | Report

Run Sensitivity Analysis Report

Sensitivity Analysis Set Include in Report

Dose-response parameiers (]
loveer uncertainty bound

Dose response parameters (]
upper uncertainty bound

ne Sensitivity

4 Select the check box to the right of the sets to include in the report.

5 To receive an email notification when the sensitivity analysis completes, select the Send Email Notifications
check box.

6 Do the following:

« Torun selected sets, select the check boxes for the sensitivity analysis sets that you want to include, and
then click Run Selected Sets.

«  Torun all sets, click Run All Sets.

The report request is submitted and a link to the Report History page is provided.
7 Click the Report History link.

For sensitivity analysis reports, the Excel report is often the preferred option to select as it provide a graphical
summary of the results for the different values defined. For more information about reports, see "Viewing Reports"
on page 137.

Sensitivity Analysis Sets

Adding a Sensitivity Analysis Set

1 Navigate to the Sensitivity Analysis tab. See "Running Sensitivity Analysis" on page 149.
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2 Click the Add Sensitivity Analysis Set link. The Add Sensitivity Analysis Set page opens.

3

Home -> Risk Models (My Primary Repository) -> Risk Scenario (Salmonella in peanut butter) ->= Add Sensitivity Analysis Set

Add Sensitivity Analysis Set
Enter & set name, and click "add".

Mote: all fields are required

L L = L

Set Mame: |

In the Set Name input field, enter a name for the set.

4 Click Add. A column for the new set is added to the table.

Edit Risk Scenario

Instructions 8 Mame and Parameters § Pepulation Groups {1/1)

Run Sensitivity Analysis Report

Sensitivity Analysis Set

Include in Report

Dose-response parameters O
loveer uncertainty bound
Dose response parameters (]
upper uncertainty bound
Set 1 [}

Send Email Notifications: O

[ Run Selected Sets | [ Run AN Sets |

Define Sensitivity Analysis Parameter Sets

Add Sensitivity Analysis Set

The Instructions tab should be reviewed by first time users before proceeding.

Metes (0} W Sensitivity Analysis | Repart

Conditions

Scenario Model Parameter Current Set: Dose-response Set: Dose response Set:
Element Definition parameters lovier parameters upper Set 1
uncertainty bound uncertainty bound Edit
Edit Dalste Edit Delste Dielste
Salmonella in Peanut Initial 5.5E-6 Add Add Add
Butter - Initial Pravalence Edit

5 To add the parameter set to one or more of the scenario model element parameters in the table, click Add in
the Sensitivity Analysts Parameter Set column to the right of the parameter. The Edit Sensitivity Analysis Set
Parameter page opens, displaying the current value defined for your chosen parameter to vary.

Enter an alternate value for the parameter as part of the sensitivity analysis set you are building.

Click Save and Close to return to the Edit Sensitivity Analysis Set page where you can add the parameter set to
another scenario model element parameters in the table. Repeat the steps until you have built your desired

set.
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Editing a Sensitivity Analysis Set
1 Navigate to the Sensitivity Analysis tab. See "Running Sensitivity Analysis" on page 149.
2 Click the Edit link just below the title of the set that you want to edit.

3 Onthe Edit Sensitivity Analysis Set page, edit the set name and then click Save or Save and Close.

Deleting a Sensitivity Analysis Set
1 Navigate to the Sensitivity Analysis tab. See "Running Sensitivity Analysis" on page 149.
2 Click the Delete link just below the title of the set that you want to delete.

3 Click Delete to confirm the action.

Editing a Sensitivity Analysis Set Parameters
1 Navigate to the Sensitivity Analysis tab. See "Running Sensitivity Analysis" on page 149.
2 Click Edit in the Sensitivity Analysts Parameter Set column to the right of the parameter.

3 Edit the parameter and do one of the following:

- To save the changes and remain on the page, click Save. The page remains open and if required, you can
access the other tabs on the page.

« To save the changes and close the page, click Save and Close.

+ To close the page without saving the changes, click Close.

Deleting a Sensitivity Analysis Set Parameters

—_

Navigate to the Sensitivity Analysis tab. See "Running Sensitivity Analysis" on page 149.
2 Click the Edit link to the right of the set that you want to edit.

3 On the Edit Sensitivity Analysis Set page, click the Delete link to the right of the parameter that you want to
delete.

4 (Click Delete to confirm the action.

Editing the Current Definition of a Scenario Model Element Parameter
1 Navigate to the Sensitivity Analysis tab. See "Running Sensitivity Analysis" on page 149.
2 Click Edit in the Current Definition column to the left of the parameter. The associated edit page opens.

3 Edit the parameter and do one of the following:
To save the changes and remain on the page, click Save. The page remains open and if required, you can
access the other tabs on the page.
To save the changes and close the page, click Save and Close.
« To close the page without saving the changes, click Close.
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The repositories page is used to manage model repositories by creating and deleting your own repositories, and
sharing read-only access to model repositories with other users.

To navigate to the Repositories page, click the Repositories tab on the main tab bar.

Risk Models Repositories

Home -> Repositories and Sharing -> Instructions Tab

Repositories and Sharing

Select Database:

Instnuctions

You may share a read-only version of your model library with other users of FDA-IRISK, To share your models, click on
"Add Mewr Invitation” on the "Shared To" tab. When that user next logs into FDA-IRISEK, they will see the invitation on the
"Imwvitations From” tab where they can accept or dadline it

Only those risk scenarios marked as shared (as well as the associated hazards, foods and process models) will be visible to
these wusers, Motes will also be sharad, unless marked as private.

At zny time, you can stop sharing your madels with a specific user by deleting the entry on your "Shared Te" tab. Refer to
the user guide for additicnal datails on sharing.

Uz the My Repositories tab to manage your repositories. Use the Shared To tab to manage sharing settings for your
repositories. Usa the Shared From tab to manage repositories other users have shared with you. Use the Invitations To tab
to edit or cancel any outstanding invitations to share your repositories. Use the Invitations From tab to accept or decline
any outstanding invitations from other users.

The Repositories page includes the following tabs:

« My Repositories To create, rename, and delete your model repositories.
« Shared To To manage who can view your repositories.

- Shared From To manage repositories shared with you by other users.

« Invitations To To manage invitations to other users.

- Invitations From To manage invitations from other users.

Adding a Repository

1 Click the Repositories tab on the main tab bar.

2 Click the My Repositories tab and click the Add New Repository link. The Add Repository page opens.
3 Inthe Repository Name input field, enter a name for the new repository.
4

Click Add. The Edit Repository page opens.
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5 Inthe Description input field, enter a description, if required.

6 Do one of the following:

- To save the changes and remain on the page, click Save. The Edit Repository page remains open.
« To save the changes and close the page, click Save and Close.
+ To close the page without saving the changes, click Close.

The new repository displays in the list on the My Repositories tab. In addition, the new repository is added to the
drop-down list on the pages where you are required to select a repository.

When you have more than one repository, you can select the default repository that is always loaded first, using the
Set as Default button. You must log out and log in again for this change to take effect.

Editing a Repository
1 Click the Repositories tab on the main tab bar.

Click the My Repositories tab and click the Edit link to the right of the repository that you want to edit.

On the Edit Repository page, edit the name and/or description.

o wWwN

Do one of the following:

+ To save the changes and remain on the page, click Save. The Edit Repository page remains open.
To save the changes and close the page, click Save and Close.
« To close the page without saving the changes, click Close.

Deleting a Repository

Note that deleting a repository will delete all its models and cannot be undone.

You cannot delete the repository that is selected as the default. In order to delete a default repository, you must first
select another repository as the default.

1 Click the Repositories tab on the main tab bar.
2 Click the My Repositories tab and click the Delete link to the right of the repository that you want to delete.

3 On the Delete Repository Page, click Delete.

Copying a Repository

You can only copy your own repositories on the Risk Models page. For shared repositories, see "Importing a
Repository” on page 157.

1 Click the Risk Models tab on the main tab bar.

2 Inthe Select Repository drop-down list, select the repository that you want to copy.
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3 C(lick Copy/Import.

4 On the Copy Repository page, do one of the following:

- To create a new repository, select the Copy to new repository option and edit the name.

+ To copy all model elements from the selected repository into an existing repository, select the Copy to
selected repository option and select the repository from the drop-down list.

5 Click Copy.

All elements of the repository are included in the copy. Once the copy completes, the confirmation page
displays.

6 Click Close to return to the Risk Models page. The new copy is selected in the Select Repository drop-down
list.

Importing a Repository

You have the option to import shared repositories on the Risk Models page. Note that only shared elements of the
repository are included in the import. For more information, see "Sharing a Risk Scenario" on page 158.
For information about copying repositories, see "Copying a Repository" on page 156.

1 Click the Risk Models tab on the main tab bar.

2 Inthe Select Repository drop-down list, select the shared repository that you want to import.
3 Click Copy/Import. The Import Repository page opens.
4

Do one of the following:

To create a new repository, select the Import to new repository option and edit the name.
- Toimport all model elements from the selected repository into an existing repository, select the Import to
selected repository option and select the repository from the drop-down list.
5 Click Import.
All elements of the repository are included in the import. Once the import completes, the confirmation page
displays.

6 Click Close to return to the Risk Models page. The new repository is selected in the Select Repository drop-
down list.

Sharing Repositories

You have the option to share your model repositories with other users of FDA-iRISK.

Only content associated with a shared risk scenario will be visible to these users. However, once a hazard is
associated with a shared risk scenario, all its elements are shared even if they are not used in that scenario (e.g., all
the hazard's dose response models).

Sharing is read-only. Other users can view the repository that you share with them, but they cannot make changes.
Similarly, any changes that you make are immediately visible to the other users. However, any copies of the shared
repository are not updated.
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When you invite another user to share a repository, they must log into FDA-iRISK and accept the invitation.

The next few sections discuss the different steps required to share your models.

Sharing a Risk Scenario

On the Risk Models page with the Risk Scenarios tab selected, scenarios in the list that have been designated as “to
be shared” are indicated by an asterisk in the “Shared” column. Risk scenarios not marked by an asterisk are not
accessible to people to whom you extend sharing invitations. See "Inviting Others To Shared Risk Scenarios
(Invitations To)" on page 159.

Sharing is “read-only”, and those with whom you share definitions (risk scenarios and notes) cannot edit or delete
them.

1 Navigate to the Risk Scenarios page. See "Navigating to Risk Scenarios" on page 107.
2 Click the Edit link to the right of the risk scenario that you want to share.

3 Onthe Risk Scenario page, select the Shared check box to indicate that you want to share this risk scenario.

Home - Risk Models (My Primary Repository) -> Risk Scenarics -> Edit Risk Scenario (Salmenella in peanut butter)
-= Mame and Parameters Tab

Edit Risk Scenario

The Instructions tab should be reviewed by first time users before procesding.

Instructions | Marz anc Pzrarezers | Population Groups {1/1) § Motes [0) N Sensitivity Analysis § Report

Mlote: All ﬁ%riquired
Shared: O

All element definitions associated with the risk scenario (including all hazard elements as described above) will
be shared with those to whom you extend a sharing invitation, with the exception of notes that have been
designated as “Private”. For more information, see "Adding a Note" on page 102.

4 Do one of the following:

+ To save the changes and remain on the page, click Save. The page remains open and if required, you can
access the other tabs on the page.

« To save the changes and close the page, click Save and Close.

+ To close the page without saving the changes, click Close.

The scenario now has an asterisk beside its name in the “Shared” column:

To make the Risk Scenarios that you have designated as “to be shared” accessible (on a read-only basis) to specific
individuals, you must extend an invitation to share to those individuals. See “Inviting Others To Shared Risk Scenarios
(Invitations To)" on page 159.
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Inviting Others To Shared Risk Scenarios (Invitations To)

Adding an Invitations

1
2

Click the Repositories tab on the main tab bar.

Click the Invitations To tab and click the Add New Invitation to Share link. The Add Invitation to Share
Repository page opens.

Note: the Add New Invitation link is also provided when the Shared To tab is selected.
In the Select Repository drop-down list, select the repository you wish to share.

In the Invitee Email Address input field, type the email address of the person with whom you want to share
the repository.

Click Add.

You are returned to the Repositories page where the email address of the invitee appears in the list of
invitations. It will remain in the list until it is accepted or declined, or if you delete it before that time. If it is
accepted, it will move to the list on the Shared To tab.

Editing an Invitation

1
2

Click the Repositories tab on the main tab bar.

Click the Invitations To tab and click the Edit link to the right of the email address of the person whose
invitation you want to edit.

On the Edit Invitation page, make the required changes.

Do one of the following:

+ To save the changes and remain on the page, click Save.
- To save the changes and close the page, click Save and Close.
To close the page without saving the changes, click Close.

Deleting an Invitation

1
2

Click the Repositories tab on the main tab bar.

Click the Invitations To tab and click the Delete link to the right of the email address of the person whose
invitation you want to delete. The invitation is removed immediately (no confirmation is required.)

Note: If the invitation does not appear in the list, it may have already been accepted and can therefore be
found in the list on the Shared To tab. See "Viewing the “Shared To” list" on page 159.

Managing Who Can View Your Repositories (Shared To)

Viewing the “Shared To” list

The Shared To list includes the individuals (identified by their email addresses) who have accepted invitations to
share your selected definitions.

To view the list, click the Repositories tab on the main tab bar and then click the Shared To tab.
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Deleting Accounts from the “Shared To” List (Revoke Access)
1 Click the Repositories tab on the main tab bar.

2 Click the Shared To tab and click the Delete link to the right of the email address of the person whose account
you want to delete. The entry is removed immediately (no confirmation check is required).

Managing Invitations From Other Users (Invitation From)

Accepting or Declining an Invitation

The total number of invitations appears beside the Invitations From tab label.
1 Click the Repositories tab on the main tab bar. The Repositories and Sharing page opens.
2 Click the Invitations From tab.

3 Do one of the following:

To accept an invitation to have (read-only) access, click the Accept link to the right of the email address of
the person who issued the invitation. The item is moved to the list on the Shared From tab.

« Todecline an invitation, click the Decline link to the right of the email address of the person who issued the
invitation

Managing Repositories Shared From Other Users (Shared From)

Viewing the “Shared From” list
The Shared From list includes the users (identified by their email addresses) who are sharing models with you.
To view the list, click the Repositories tab on the main tab bar and then click the Shared From tab.

Note: All new accounts have access to a set of Sample Models from iRISK@foodrisk.org that will appear in the
“Shared From” list.

You can do the following on this page:

« Select the Show In List check box for those shared repositories that you want included in the Select
Repository for drop-down list on the Risk Models page.

+ Click the View Models link to view the model definitions to which you have (read-only) access.

Editing the Display Name and Show in List from the “Shared From” List
1 Click the Repositories tab on the main tab bar.

2 Click the Shared From tab and click the Edit link to the right of the email address of the person whose display
name you want to edit.

3 On the Edit models shared with me page, do one of the following:

To edit the display name, enter a new name in the Display Name input field.

+ Toinclude the model in the Select model for drop-down list on the Risk Models page, select the Show In
List check box.
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4 Do one of the following:

To save the changes and remain on the page, click Save. The page remains open and if required, you can
access the other tabs on the page.

» To save the changes and close the page, click Save and Close.

+ To close the page without saving the changes, click Close.

The new display name appears in the list of “Shared From” accounts. If you have selected the Show in List check
box, the new display name also appears in the “Select Repository” drop-down list on the Risk Models page:
Deleting Accounts from the “Shared From” List (Reject Access)

1 Click the Repositories tab on the main tab bar.

2 Click the Shared From tab and click the Delete link to the right of the email address of the person whose
account you no longer want to access. Your access is revoked immediately (there is no confirmation check
required).
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